
Third-party supply or other failures, business interruptions, or natural disasters affecting our manufacturing facilities in Rensselaer, New York could adversely affect our ability to 
supply our products. 

We manufacture all of our bulk drug materials at our manufacturing facilities in Rensselaer, New York. We would be unable to manufacture these materials if our Rensselaer facilities were to 
cease production due to regulatory requirements or action, business interruptions, labor shortages or disputes, contaminations, fire, natural disasters, or other problems at the facilities. 

Certain raw materials necessary for the manufacture and formulation of ARCAL YST® and of our product candidates, including VEGF Trap-Eye and ZALTRAPTM, are provided by single
source unaffiliated third-party suppliers. In addition, we rely on certain third parties to perform filling, finishing, distribution, laboratory testing, and other services related to the manufacture of 

AR CAL YST® and our product candidates. We would be unable to obtain these raw materials or services for an indeterminate period of time if any of these third parties were to cease or interrupt 
production or otherwise fail to supply these materials, products, or services to us for any reason, including due to regulatory requirements or action, adverse financial developments at or 
affecting the supplier, failure by the supplier to comply with GMPs, business interruptions, or labor shortages or disputes. This, in tum, could materially and adversely affect our ability to 

manufacture or supply ARCAL YST® or our product candidates for use in clinical trials or commercial supply, which could materially and adversely affect our business and future prospects. 

Also, certain of the raw materials required in the manufacture and the formulation of our product candidates may be derived from biological sources, including mammalian tissues, bovine 
serum, and human serum albumin. There are certain European regulatory restrictions on using these biological source materials. If we are required to substitute for these sources to comply with 
European regulatory requirements, our clinical development activities may be delayed or interrupted. 

Risks Related to Commercialization of Products 

Even ifwe receive regulatory approval to market our products, we may be unsuccessful in commercializing them, which would materially harm our business, results of operations, and 
financial condition. 

Even if clinical trials demonstrate the safety and effectiveness of any of our product candidates for a specific disease and the necessary regulatory approvals are obtained, the commercial 
success of any of our product candidates will depend upon, among other things, their acceptance by patients, the medical community, and third-party payers and on our and our collaborators' 
ability to successfully manufacture and commercialize those products. Even if we obtain regulatory approval for our product candidates, if they are not successfully commercialized, we will not 
be able to recover the significant investment we have made in developing such products and our business, results of operations, and financial condition would be severely harmed. 

If we are unable to establish sales, marketing, and distribution capabilities, or to enter into agreements with third parties to do so, we will be unable to successfully market and sell our 
products. 

We are selling ARCAL YST® for the treatment of CAPS ourselves in the U.S., primarily through third-party service providers. We have no sales or distribution personnel in the U.S. and have 
only a small staff with commercial capabilities. If we are unable to obtain those capabilities, either by developing our own organizations or entering into agreements with service providers, even 
if our current or future product candidates receive marketing approval, we will not be able to successfully sell those products. In that event, we will not be able to generate significant revenue, 
even if our product candidates receive regulatory approval. We cannot guarantee that we will be able to hire the qualified sales and marketing personnel we need or that we will be able to enter 
into marketing or distribution agreements with third-party providers on acceptable terms, if at all. 

We currently have no sales, marketing, commercial, or distribution capabilities outside the U.S. Under the terms of our collaboration agreement with sanofi-aventis, we will rely on sanofi

aventis for sales, marketing, and distribution of ZALTRAP™ in cancer indications, should it be approved in the future by regulatory authorities for marketing. Under the terms of our license 
and collaboration agreement with Bayer HealthCare, we will rely on Bayer HealthCare for sales, marketing, and distribution of VEGF Trap-Eye in countries outside the U.S. should it be approved 
for marketing in such countries. 

47 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5495



We will have to rely on a third party or devote significant resources to develop our own sales, marketing, and distribution capabilities for our other product candidates, including VEGF 

Trap-Eye in the U.S. and ARCAL YST® for patients with gout initiating uric acid-lowering drug therapy if such products receive regulatory approval. Though we are currently actively pursuing 
establishing our own sales, marketing, and distribution organization in anticipation of receiving regulatory approval to market and sell in the U.S. VEGF Trap-Eye for the treatment of wet AMD, 

and in anticipation of filing for and receiving regulatory approval to market and sell in the U.S. VEGF Trap-Eye for the treatment of CRVO and ARCAL YST® for the prevention of gout flares in 
patients initiating uric acid-lowering treatment, we may be unsuccessful in doing so. 

We have no experience in sales, marketing, or distribution of products in substantial commercial quantities or in establishing and managing the required infrastructure to do so, including 
large-scale information technology systems and a large-scale distribution network, and we may be unable to establish such infrastructure on a timely basis. In building a sales force in 
anticipation of the possible approval and launch in the U.S. of VEGF Trap-Eye in wet AMD and other ophthalmologic indications for which it is currently in Phase 3 clinical trials and of 
ARCAL YST® for the prevention of gout flares, we may be unable to successfully recruit and retain within the required time frame an adequate number of qualified sales representatives and may 
encounter difficulties in retaining third parties to provide sales, marketing, or distribution resources. Even if we hire the qualified sales and marketing personnel, and establish the required 
infrastructure we need to support our objectives, or enter into marketing and distribution agreements with third parties on acceptable terms, we may not do so in an efficient manner or on a 
timely basis. We may not be able to correctly judge the size and experience of the sales and marketing force and the scale of distribution capabilities necessary to successfully market and sell in 

the U.S. VEGF Trap-Eye, ARCAL YST® for the prevention of gout flares, or any of our other product candidates, if they receive regulatory approval. Establishing and maintaining sales, 
marketing, and distribution capabilities are expensive and time-consuming. Our expenses associated with building up and maintaining the sales force and distribution capabilities may be 

disproportional, particularly in the near term, compared to the revenues we may be able to generate on sales in the U.S. of VEGF Trap-Eye or ARCALYST® for the prevention of gout flares. We 

cannot guarantee that we will be successful in commercializing VEGF Trap-Eye, ARCAL YST® for the prevention of gout flares, or any of our other product candidates. 

Even if our product candidates are approved for marketing, their commercial success is highly uncertain given their method of administration, and because our competitors have 
received approval for and may be marketing products with a similar mechanism of action or may enter the marketplace with better or lower cost drugs. 

Our product candidates are delivered either by intravenous infusion or by intravitreal or subcutaneous injections, which are generally less well received by patients than tablet or capsule 
delivery and this could adversely affect the commercial success of those products if they receive marketing approval. 

There is substantial competition in the biotechnology and pharmaceutical industries from pharmaceutical, biotechnology, and chemical companies. Many of our competitors have 
substantially greater research, preclinical and clinical product development and manufacturing capabilities, and financial, marketing, and human resources than we do. Our smaller competitors 
may also enhance their competitive position if they acquire or discover patentable inventions, form collaborative arrangements, or merge with large pharmaceutical companies. Even if we 
achieve product commercialization, our competitors have achieved, and may continue to achieve, product commercialization before our products are approved for marketing and sale. 
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Genentech has an approved VEGF antagonist, Avastin®, on the market for treating certain cancers and many different pharmaceutical and biotechnology companies are working to develop 
competing VEGF antagonists, including Novartis, Amgen, Imclone LLC/Eli Lilly and Company, Pfizer, AstraZeneca, and GlaxoSmithKline. Many of these molecules are farther along in 
development than ZALTRAP™ and may offer competitive advantages over our molecule. Each of ffizer, Onyx Pharmaceuticals, Inc. (together with its partner Bayer HealthCare), and 
GlaxoSmithKline are marketing and selling oral medications that target tumor cell growth and new vasculature formation that fuels the growth of tumors. The marketing approvals for 

Genentech's VEGF antagonist, Avastin®, and their extensive, ongoing clinical development plan for Avastin® in other cancer indications, make it more difficult for us to enroll patients in clinical 

trials to support ZALTRAPTM and to obtain regulatory approval of ZALTRAPTM in these cancer settings. This may delay or impair our ability to successfully develop and commercialize 

ZAL TRAP™. In addition, even if ZAL TRAP™ is ever approved for sale for the treatment of certain cancers, it will be difficult for our drug to compete against Avastin® and the FD A approved 
kinase inhibitors, because doctors and patients will have significant experience using these medicines. In addition, an oral medication may be considerably less expensive for patients than a 
biologic medication, providing a competitive advantage to companies that market such products. 

The market for eye disease products is also very competitive. Novartis and Genentech are collaborating on the commercialization and further development of a VEGF antibody fragment, 

Lucentis® for the treatment of wet AMD, DME, and other eye indications. Lucentis® was approved by the FDA in June 2006 for the treatment of wet AMD and in June 2010 for the treatment of 

macular edema following RVO. Lucentis® was also approved by the EMA for wet AMD in January 2007 and for DME in January 2011. Many other companies are working on the development of 
product candidates for the potential treatment of wet AMD and DME including those that act by blocking VEGF and VEGF receptors, as well as siRNAs that modulate gene expression. In 
addition, ophthalmologists are using off-label, with success for the treatment of wet AMD, DME, and RVO, a third-party repackaged version of Genentech's approved VEGF antagonist, 
Avastin®. 

The NE! and others are conducting long-term, controlled clinical trials comparing Lucentis® to Avastin® in the treatment of wet AMD. One-year data from the Comparison of Age-Related 

Macular Degeneration Treatments Trial (CATT), were reported in April 2011 and indicated that Avastin® dosed monthly was non-inferior to Lucentis® dosed monthly in the primary efficacy 
endpoint of mean visual acuity gain at 52 weeks. Even if our ELA for VEGF Trap-Eye for the treatment of wet AMD which was filed in February 2011 is approved, it may be difficult for VEGF 
Trap-Eye in this or other eye indications for which it may be approved to compete against Lucentis®, because doctors and patients have had significant experience using this medicine. 

Moreover, the recently reported results of the CATT study, combined with the relatively low cost of Avastin® in treating patients with wet AMD, may well exacerbate the competitive challenge 

which VEGF Trap-Eye will face in this or other eye indications for which it may be approved. In addition, while we believe that ZAL TRAP™ would not be well tolerated if administered directly 

to the eye, if ZALTRAP™ is approved for the treatment of certain cancers, there is a risk that third parties will attempt to repackage ZAL TRAP™ for use and sale for the treatment of wet AMD 
and other diseases of the eye, which would present a potential low-cost competitive threat to VEGF Trap-Eye if it is ever approved for wet AMD or other eye indications. 

The availability of highly effective FDA approved TNF-antagonists such as Enbrel®, Remicade®, Humira® (adalimumab), a registered trademark of Abbott Laboratories, Simponi® 

(golimumab), a registered trademark of Centocor, the IL-I receptor antagonist Kineret®, Haris®, and other marketed therapies makes it more difficult to successfully develop and commercialize 

ARCAL YST® in other indications, and this is one of the reasons we discontinued the development of AR CAL YST® in adult rheumatoid arthritis. In addition, even if ARCAL YST® is ever 
approved for sale in indications where TNF-antagonists are approved, it will be difficult for our drug to compete against these FDA approved TNF-antagonists because doctors and patients 

have had significant experience using these effective medicines. Moreover, in such indications these approved therapeutics may offer competitive advantages over ARCALYST®, such as 
requiring fewer injections. 

There are both small molecules and antibodies in development by other companies that are designed to block the synthesis of IL-I or inhibit the signaling of IL-I. For example, Eli Lilly, 
Xoma Ltd. (in collaboration with Servier), and Novartis are each developing antibodies to IL-I and both Amgen and Medlmmune are developing antibodies to the IL-I receptor. In 2009, 
Novartis received regulatory approval in the U.S. and Europe for canakinumab, a fully human anti-interleukin-IL!Jl antibody, for the treatment of CAPS. Canakinumab is also in development for 

atherosclerosis and a number of other inflammatory diseases. Novartis' IL-I antibody and these other drug candidates could offer competitive advantages over ARCAL YST®. For example, 

canakinumab is dosed once every eight weeks compared to the once-weekly dosing regimen for ARCAL YST®. The successful development and/or commercialization of these competing 

molecules could adversely affect sales of ARCAL YST® for CAPS and delay or impair our ability to commercialize ARCAL YST® for indications other than CAPS. 
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We are developing ARCALYST® for the prevention of gout flares in patients initiating uric acid-lowering therapy and plan to submit a ELA for U.S. regulatory approval in mid-2011. In 
January 2011, Novartis announced that the results of two Phase 3 studies with canakinumab focused on reducing pain and preventing recurrent attacks or "flares" in patients with hard-to-treat 
gout were positive. Novartis has also reported that regulatory filings for the use of canakinumab in gouty arthritis have been completed in the European Union in 2010 and in the U.S. in the first 
quarter of 2011, based on the results of these two Phase 3 studies. Canakinumab is dosed less frequently for the treatment of CAPS and may be perceived as offering competitive advantages 
over ARCAL YST® in gout by some physicians, which would make it difficult for us to successfully commercialize ARCAL YST® in that disease. 

Currently, inexpensive, oral therapies such as analgesics and other Nonsteroidal anti-inflammatory drugs (NSAIDS), are used as the standard of care to treat the symptoms of gout diseases. 

These established, inexpensive, orally delivered drugs will make it difficult for us to successfully commercialize AR CAL YST® in these diseases. 

Our early-stage clinical candidates in development are all fully human monoclonal antibodies, which were generated using our Ve/oclmmune® technology. Our antibody generation 
technologies and early-stage clinical candidates face competition from many pharmaceutical and biotechnology companies using various technologies. 

Numerous other companies are developing therapeutic antibody products. Companies such as Pfizer, Johnson & Johnson, AstraZeneca, Amgen, Biogen Idec, Novartis, Genentech/Roche, 
Bristol-Myers Squib, Abbott, and GlaxoSmithKline have generated therapeutic products that are currently in development or on the market that are derived from recombinant DNA that comprise 
human antibody sequences. 

We are aware of several pharmaceutical and biotechnology companies actively engaged in the research and development of antibody products against targets that are also the targets of 
our early-stage product candidates. For example, Pfizer, Johnson & Johnson, and Abbott are developing antibody product candidates against NGF. Genentech/Roche is marketing an antibody 
against IL-6R (tocilizumab) for the treatment of rheumatoid arthritis, and several other companies, including Centocor, and Bristol-Myers Squibb, have antibodies against IL-6 in clinical 
development for this disease. GlaxoSmithKline, in partnership with OncoMed Pharmaceuticals, has a Dll4 antibody in clinical development for the treatment of solid tumors. Aerovance has two 
formulations of a biologic directed against IL-4 in clinical development. Amgen previously had an antibody against IL-4R in clinical development for the treatment of asthma. We believe that 
several companies, including Amgen and Pfizer, have development programs for antibodies against PCSK9. Amgen, Pfizer, and AstraZeneca have development programs underway for 
antibodies against ANG2. If any of these or other competitors announces a successful clinical study involving a product that may be competitive with one of our product candidates or the 
grant of marketing approval by a regulatory agency for a competitive product, such developments may have an adverse effect on our operations or future prospects. 

The successful commercialization of our product candidates will depend on obtaining coverage and reimbursement for use of these products from third-party payers and these payers 

may not agree to cover or reimburse for use of our products, and we may be unable to profitably commercialize ARCALYST® for CAPS. 

Our product candidates, if commercialized, may be significantly more expensive than traditional drug treatments. For example, we are developing ARCAL YST® for the prevention of gout 
flares in patients initiating uric acid-lowering drug therapy. Patients suffering from this gout indication are currently treated with inexpensive therapies, including NSAIDS. These existing 
treatment options are likely to be considerably less expensive and may be preferable to a biologic medication for some patients. Our future revenues and profitability will be adversely affected if 
U.S. and foreign governmental, private third-party insurers and payers, and other third-party payers, including Medicare and Medicaid, do not agree to defray or reimburse the cost of our 
products to the patients. If these entities refuse to provide coverage and reimbursement with respect to our products or provide an insufficient level of coverage and reimbursement, our 
products may be too costly for many patients to afford them, and physicians may not prescribe them. Many third-party payers cover only selected drugs, making drugs that are not preferred by 
such payers more expensive for patients, and require prior authorization or failure on another type of treatment before covering a particular drug. In particular, payers may impose these 
obstacles to coverage on higher-priced drugs, as our product candidates are likely to be. 

We maiket and sell ARCAL YST® in the U.S. for the treatment of a group of rare genetic disorders called CAPS. We have received European Union marketing authorization for rilonacept for 

the treatment of CAPS. There may be too few patients with CAPS to profitably commercialize ARCAL YST®. Physicians may not prescribe ARCAL YST®, and CAPS patients may not be able to 

afford ARCAL YST®, if third-party payers do not agree to reimburse the cost of ARCALYST® therapy and this would adversely affect our ability to commercialize ARCAL YST® profitably. 

50 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5498



In addition to potential restrictions on coverage, the amount of reimbursement for our products may also reduce our profitability. Government and other third-party payers are challenging 
the prices charged for healthcare products and increasingly limiting, and attempting to limit, both coverage and level of reimbursement for prescription drugs. In March 2010, the PPACA and a 
related reconciliation bill were enacted in the U.S. This legislation imposes cost contaimnent measures that are likely to adversely affect the amount of reimbursement for our future products. 
The full effects of this legislation are unknown at this time and will not be known until regulations and guidance are issued by the Centers for Medicare and Medicaid Services and other federal 
and state agencies. Some states are also considering legislation that would control the prices of drugs, and state Medicaid programs are increasingly requesting manufacturers to pay 
supplemental rebates and requiring prior authorization by the state program for use of any drug for which supplemental rebates are not being paid. It is likely that federal and state legislatures 
and health agencies will continue to focus on additional health care reform in the future that will impose additional constraints on prices and reimbursements for our products. 

Since ARCAL YST® and our product candidates will likely be too expensive for most patients to afford without health insurance coverage, if our products are unable to obtain adequate 
coverage and reimbursement by third-party payers, our ability to successfully commercialize our product candidates may be adversely impacted. Any limitation on the use of our products or 
any decrease in the price of our products will have a material negative effect on our ability to achieve profitability. 

In certain foreign countries, pricing, coverage, and level of reimbursement of prescription drugs are subject to governmental control, and we may be unable to negotiate coverage, pricing, 
and reimbursement on terms that are favorable to us. In some foreign countries, the proposed pricing for a drug must be approved before it may be lawfully marketed. The requirements 
governing drug pricing vary widely from country to country. For example, the European Union provides options for its member states to restrict the range of medicinal products for which their 
national health insurance systems provide reimbursement and to control the prices of medicinal products for human use. A member state may approve a specific price for the medicinal product 
or it may instead adopt a system of direct or indirect controls on the profitability of the company placing the medicinal product on the market. Our results of operations may suffer if we are 
unable to market our products in foreign countries or if coverage and reimbursement for our products in foreign countries is limited or delayed. 

Regulatory and Litigation Risks 

If we fail to meet the stringent requirements of governmental regulation in the manufacture of drug products or product candidates, we could incur substantial remedial costs, delays in 
the development or approval of our product candidates and/or in their commercial launch if they obtain regulatory approval, and a reduction in sales. 

We and our third-party providers are required to maintain compliance with cGMP, and are subject to inspections by the FDA or comparable agencies in other jurisdictions to confirm such 
compliance. Changes of suppliers or modifications of methods of manufacturing may require amending our application(s) to the FDA and acceptance of the change by the FDA prior to release 
of product(s). Because we produce multiple product candidates at our facility in Rensselaer, New York, including ARCAL YST®, VEGF Trap-Eye, and ZAL TRAPTM, there are increased risks 
associated with cGMP compliance. Our inability, or the inability of our third-party fill/finish or other service providers, to demonstrate ongoing cGMP compliance could require us to engage in 
lengthy and expensive remediation efforts, withdraw or recall product, halt or interrupt clinical trials, and/or interrupt commercial supply of any marketed products, and could also delay or 
prevent our obtaining regulatory approval for our late-stage product candidates. Any delay, interruption or other issues that arise in the manufacture, fill/finish, packaging, or storage of any 
drug products or product candidates as a result of a failure of our facilities or the facilities or operations of third parties to pass any regulatory agency inspection or maintain cGMP compliance 
could significantly impair our ability to develop, obtain approval for, and successfully commercialize our products, which would substantially harm our business and prospects. Any finding of 
non-compliance could also increase our costs, cause us to delay the development of our product candidates, and cause us to lose revenue from our marketed product, which could be seriously 
detrimental to our business and financial condition. 
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If the testing or use of our products harms people, we could be subject to costly and damaging product liability claims. 

The testing, manufacturing, marketing, and sale of drugs for use in people expose us to product liability risk. Any informed consent or waivers obtained from people who enroll in our clinical 

trials may not protect us from liability or the cost of litigation. We may also be subject to claims by patients who use our approved product, ARCAL YST® for the treatment of CAPS, that they 
have been injured by a side effect associated with the drug. We may face product liability claims and be found responsible even if injury arises from the acts or omissions of our third-party 
fill/finish or other providers. Our product liability insurance may not cover all potential liabilities or may not completely cover any liability arising from any such litigation. Moreover, in the 
future we may not have access to liability insurance or be able to maintain our insurance on acceptable terms. 

If we market and sell approved products in the future, in a way that violates federal or state fraud and abuse laws, we may be subject to civil or criminal penalties. 

In addition to FDA and related regulatory requirements, we are subject to health care "fraud and abuse" laws, such as the federal False Claims Act, the anti-kickback provisions of the 
federal Social Security Act, and other state and federal laws and regulations. Federal and state anti-kickback laws prohibit, among other things, payments or other remuneration to induce or 
reward someone to purchase, prescribe, endorse or recommend a product that is reimbursed under federal or state healthcare programs. If we provide payments or other remuneration to a 
healthcare professional to induce the prescribing of our products, we could face liability under state and federal anti-kickback laws. 

Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false claim for payment to the federal goverurnent, or knowingly making, or causing to 
be made, a false statement to get a false claim paid. Pharmaceutical companies have been prosecuted under these laws for a variety of alleged promotional and marketing activities, such as 
allegedly providing free product to customers with the expectation that the customers would bill federal programs for the product; reporting to pricing services inflated average wholesale prices 
that were then used by federal programs to set reimbursement rates; engaging in promotion for uses that the FDA has not approved, known as off-label uses, that caused claims to be submitted 
to Medicaid for non-covered off-label uses, and submitting inflated best price information to the Medicaid Rebate program. 

The majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims laws, which apply to items and services reimbursed under Medicaid and other 
state programs, or, in several states, apply regardless of the payer. Sanctions under these federal and state laws may include civil monetary penalties, exclusion of a manufacturer's products 
from reimbursement under goverurnent programs, criminal fines, and imprisonment. 

Even if it is determined that we have not violated these laws, government investigations into these issues typically require the expenditure of significant resources and generate negative 
publicity, which would harm our business and financial results and condition. Because of the breadth of these laws and the narrowness of the safe harbors, it is possible that some of our 
business activities could be challenged under one or more of such laws. 

In recent years, several states and localities, including California, the District of Columbia, Massachusetts, Maine, Minnesota, Nevada, New Mexico, Vermont, and West Virginia, have 
enacted legislation requiring pharmaceutical companies to establish marketing compliance programs, and file periodic reports with the state or make periodic public disclosures on sales, 
marketing, pricing, clinical trials, and other activities. Similar requirements are being considered in other states. In addition, as part of the federal Patient Protection and Affordable Care Act, or 
PPACA, pharmaceutical companies will be required to file reports with the federal government regarding payments made to healthcare professionals. Many of these requirements are new and 
uncertain, and the penalties for failure to comply with these requirements are unclear. Nonetheless, if we are found not to be in full compliance with these laws, we could face enforcement 
actions, fines, and other penalties, and could receive adverse publicity, which would harm our business and financial results and condition. 
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Our operations may involve hazardous materials and are subject to environmental, health, and safety laws and regulations. We may incur substantial liability arising from our activities 
involving the use of hazardous materials. 

As a biopharmaceutical company with significant manufacturing operations, we are subject to extensive environmental, health, and safety laws and regulations, including those governing 
the use of hazardous materials. Our research and development and manufacturing activities involve the controlled use of chemicals, viruses, radioactive compounds, and other hazardous 
materials. The cost of compliance with environmental, health, and safety regulations is substantial. If an accident involving these materials or an environmental discharge were to occur, we 
could be held liable for any resulting damages, or face regulatory actions, which could exceed our resources or insurance coverage. 

Our business is subject to increasingly complex corporate governance, public disclosure, and accounting requirements and regulations that could adversely affect our business and 
financial results and condition. 

We are subject to changing rules and regulations of various federal and state governmental authorities as well as the stock exchange on which our Common Stock is listed. These entities, 
including the Public Company Accounting Oversight Board (PCAOB), the SEC and The NASDAQ Stock Market LLC, have issued a significant number of new and increasingly complex 
requirements and regulations over the course of the last several years and continue to develop additional requirements and regulations in response to laws enacted by Congress, including the 
Sarbanes-Oxley Act of 2002 and, most recently, the Dodd-Frank Wall Street Reform and Protection Act, or the Dodd-Frank Act. There are significant corporate governance and executive 
compensation-related provisions in the Dodd-Frank Act that expressly authorized or required the SEC to adopt additional rules in these areas, such as shareholder approval of executive 
compensation (so-called "say on pay") and proxy access. On January 25, 2011, the SEC adopted final rules concerning "say on pay". Our efforts to comply with these requirements and 
regulations have resulted in, and are likely to continue to result in, an increase in expenses and a diversion of management's time from other business activities. 

In future years, if we are unable to conclude that our internal control over financial reporting is effective, the market value of our Common Stock could be adversely affected. 

As directed by Section 404 of the Sarbanes-Oxley Act of 2002, the SEC adopted rules requiring public companies to include a report of management on the Company's internal control over 
financial reporting in their annual reports on Form 10-K that contains an assessment by management of the effectiveness of our internal control over financial reporting. In addition, the 
independent registered public accounting firm auditing our financial statements must attest to and report on the effectiveness of our internal control over financial reporting. Our independent 
registered public accounting firm provided us with an unqualified report as to the effectiveness of our internal control over financial reporting as of December 31, 2010, which report is included 
in our Annual Report on Form 10-K. However, we cannot assure you that management or our independent registered public accounting firm will be able to provide such an unqualified report as 
of future year-ends. In this event, investors could lose confidence in the reliability of our financial statements, which could result in a decrease in the market value of our Common Stock. In 
addition, if it is determined that deficiencies in the design or operation of internal controls exist and that they are reasonably likely to adversely affect our ability to record, process, summarize, 
and report financial information, we would likely incur additional costs to remediate these deficiencies and the costs of such remediation could be material. 

Changes in laws and regulations affecting the healthcare industry could adversely affect our business. 

All aspects of our business, including research and development, manufacturing, marketing, pricing, sales, litigation, and intellectual property rights, are subject to extensive legislation and 
regulation. Changes in applicable federal and state laws and agency regulations could have a materially negative impact on our business. These include: 

• changes in the FDA and foreign regulatory processes for new therapeutics that may delay or prevent the approval of any of our current or future product candidates; 

• new laws, regulations, or judicial decisions related to healthcare availability or the payment for healthcare products and services, including prescription drugs, that would make it more 
difficult for us to market and sell products once they are approved by the FDA or foreign regulatory agencies; 
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• changes in FDA and foreign regulations that may require additional safety monitoring prior to or after the introduction of new products to market, which could materially increase our 
costs of doing business; and 

• changes in FDA and foreign cGMPs that make it more difficult for us to manufacture our marketed product and clinical candidates in accordance with cGMPs. 

The PPACA potential regulations easing the entry of competing follow-on biologics in the marketplace, new legislation or implementation of existing statutory provisions on importation of 
lower-cost competing drugs from other jurisdictions, and legislation on comparative effectiveness research are examples of previously enacted and possible future changes in laws that could 
adversely affect our business. 

Risks Related to Our Reliance on Third Parties 

If our antibody collaboration with sanofi-aventis is terminated, our business operations and financial condition, and our ability to discover, develop, manufacture, and commercialize 
our pipeline of product candidates in the time expected, or at all, would be materially harmed. 

We rely heavily on funding from sanofi-aventis to support our target discovery and antibody research and development programs. Sanofi-aventis has committed to pay up to $1.28 billion 
between 2010 and 201 7 to fund our efforts to identify and validate drug discovery targets and pre-clinically develop fully human monoclonal antibodies against such targets. In addition, sanofi
aventis funds almost all of the development expenses incurred by both companies in connection with the clinical development of antibodies that sanofi-aventis elects to co-develop with us. We 
rely on sanofi-aventis to fund these activities. In addition, with respect to those antibodies that sanofi-aventis elects to co-develop with us, such as REGN727, REGN88, REGN668, REGN421, 
REGN910, and REGN475, we rely on sanofi-aventis to lead much of the clinical development efforts and assist with obtaining regulatory approval, particularly outside the U.S. We also rely on 
sanofi-aventis to lead the commercialization efforts to support all of the antibody products that are co-developed by sanofi-aventis and us. If sanofi-aventis does not elect to co-develop the 
antibodies that we discover or opts-out of their development, we would be required to fund and oversee on our own the clinical trials, any regulatory responsibilities, and the ensuing 
commercialization efforts to support our antibody products. If sanofi-aventis terminates the antibody collaboration or fails to comply with its payment obligations thereunder, our business, 
financial condition, and results of operations would be materially harmed. We would be required to either expend substantially more resources than we have anticipated to support our research 
and development efforts, which could require us to seek additional funding that might not be available on favorable terms or at all, or materially cut back on such activities. While we cannot 
assure you that any of the antibodies from this collaboration will ever be successfully developed and commercialized, if sanofi-aventis does not perform its obligations with respect to 
antibodies that it elects to co-develop, our ability to develop, manufacture, and commercialize these antibody product candidates will be significantly adversely affected. 

If our collaboration with sanofi-aventis for ZALTRAP™ is terminated, or sanofi-aventis materially breaches its obligations thereunder, our business operations and financial 

condition, and our ability to develop, manufacture, and commercialize ZALTRAP™ in the time expected, or at all, would be materially harmed. 

We rely heavily on sanofi-aventis to lead much of the development of ZALTRAP™. Sanofi-aventis funds all of the development expenses incurred by both companies in connection with 

the ZAL TRAPTM program. If the ZAL TRAPTM program continues, we will rely on sanofi-aventis to assist with funding the ZAL TRAP™ program, provide commercial manufacturing capacity, 

enroll and monitor clinical trials, obtain regulatory approval, particularly outside the U.S., and lead the commercialization of ZAL TRAP™. While we cannot assure you that ZALTRAP™ will 
ever be successfully developed and commercialized, if sanofi-aventis does not perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize 

ZAL TRAP™ in cancer indications will be significantly adversely affected. Sanofi-aventis has the right to terminate its collaboration agreement with us at any time upon twelve months advance 
notice. If sanofi-aventis were to terminate its collaboration agreement with us, we would not have the resources or skills to replace those of our partner, which could require us to seek additional 
funding that might not be available on favorable terms or at all, and could cause significant delays in the development and/or manufacture of ZAL TRAP™ and result in substantial additional 

costs to us. We have limited commercial capabilities and would have to develop or outsource these capabilities. Termination of the sanofi-aventis collaboration agreement for ZALTRAP™ 

would create substantial new and additional risks to the successful development and commercialization of ZALTRAP™. 
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If our collaboration with Bayer HealthCare for VEGF Trap-Eye is terminated, or Bayer HealthCare materially breaches its obligations thereunder, our business operations and 
financial condition, and our ability to continue to develop VEGF Trap-Eye and commercialize VEGF Trap-Eye in the time expected, or at all, would be materially harmed. 

We rely heavily on Bayer HealthCare to assist with the development of VEGF Trap-Eye. Under our agreement with them, Bayer HealthCare is required to fund approximately half of the 
development expenses incurred by both companies in connection with the global VEGF Trap-Eye development program. As the VEGF Trap-Eye program continues, we will continue to rely on 
Bayer HealthCare to assist with funding the VEGF Trap-Eye development program, lead the development of VEGF Trap-Eye outside the U.S., obtain regulatory approval outside the U.S., and 
provide all sales, marketing, and commercial support for the product outside the U.S. In particular, Bayer HealthCare has responsibility for selling VEGF Trap-Eye outside the U.S. using its sales 
force. While we cannot assure you that VEGF Trap-Eye will ever receive regulatory approval in or outside the U.S. or be successfully commercialized, if Bayer HealthCare does not perform its 
obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize VEGF Trap-Eye outside the U.S. will be significantly adversely affected. Bayer HealthCare has the 
right to terminate its collaboration agreement with us at any time upon six or twelve months advance notice, depending on the circumstances giving rise to termination. If Bayer HealthCare were 
to terminate its collaboration agreement with us, we would not have the resources or skills to replace those of our partner, which could require us to seek additional funding that might not be 
available on favorable terms or at all, and could cause significant delays in the development and/or commercialization of VEGF Trap-Eye outside the U.S. and result in substantial additional 
costs to us. We currently have limited commercial capabilities and would have to develop or outsource these capabilities outside the U.S. Termination of the Bayer HealthCare collaboration 
agreement would create substantial new and additional risks to the successful development and commercialization ofVEGF Trap-Eye. 

Our collaborators and service providers may fail to perform adequately in their efforts to support the development, manufacture, and commercialization of our drug candidates and 

sales of ARCALYST® for CAPS. 

We depend upon third-party collaborators, including sanofi-aventis, Bayer HealthCare, and service providers such as CROs, outside testing laboratories, clinical investigator sites, and 
third-party manufacturers and product packagers and labelers, to assist us in the manufacture and preclinical and clinical development of our product candidates. If any of our existing 
collaborators or service providers breaches or terminates its agreement with us or does not perform its development or manufacturing services under an agreement in a timely manner or in 
compliance with applicable GMPs, Good Laboratory Practices (GLPs), or GCP Standards, we could experience additional costs, delays, and difficulties in the manufacture or development of, or 
in obtaining approval by regulatory authorities for our, product candidates. 

We rely on third-party service providers to support the distribution of AR CAL YST® and many other related activities in connection with the commercialization of ARCAL YST® for the 

treatment of CAPS. We cannot be certain that these third parties will perform adequately. If these service providers do not perform their services adequately, our sales of ARCAL YST® for the 

treatment of CAPS will suffer and ARCAL YST® for that indication may never become profitable. 

Risk Related to Employees 

We are dependent on our key personnel and if we cannot recruit and retain leaders in our research, development, manufacturing, and commercial organizations, our business will be 
harmed. 

We are highly dependent on certain of our executive officers and other key members of our senior management team. If we are not able to retain any of these persons or our Chairman, our 
business may suffer. In particular, we depend on the services of P. Roy Vagelos, M.D., the Chairman of our board of directors, Leonard Schleifer, M.D., Ph.D., our President and Chief Executive 
Officer, George D. Yancopoulos, M.D., Ph.D., our Executive Vice President, Chief Scientific Officer and President, Regeneron Research Laboratories, and Neil Stahl, PhD., our Senior Vice 
President, Research and Development Sciences. As we prepare for commercialization in the U.S. of our late-stage product candidates should they receive regulatory approval, we will also be 
highly dependent on the expertise and services of members of our senior management leading these commercialization efforts. There is intense competition in the biotechnology industry for 
qualified scientists and managerial personnel in the development, manufacture, and commercialization of drugs. We may not be able to continue to attract and retain the qualified personnel 
necessary to continue to advance our business and achieve our strategic objectives. 
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Risks Related to Our Common Stock 

Our stock price is extremely volatile. 

There has been significant volatility in our stock price and generally in the market prices of biotechnology companies' securities. Various factors and events may have a significant impact 
on the market price of our Common Stock. These factors include, by way of example: 

• announcement of actions by the FDA or foreign regulatory authorities regarding our currently pending or future application(s) for regulatory approval of our late-stage product 
candidate(s); 

• announcement of submission of an application for regulatory approval of one or more of our late-stage product candidates; 

• progress, delays, or adverse results in clinical trials; 

• announcement of technological innovations or product candidates by us or competitors; 

• fluctuations in our operating results; 

• third-party claims that our products or technologies infringe their patents; 
• public concern as to the safety or effectiveness of ARCAL YST® or any of our product candidates; 

• developments in our relationship with collaborative partners; 

• developments in the biotechnology industry or in government regulation of healthcare; 

• large sales of our Common Stock by our executive officers, directors, or significant shareholders; 

• arrivals and departures of key personnel; and 

• general market conditions. 

The trading price of our Common Stock has been, and could continue to be, subject to wide fluctuations in response to these and other factors, including the sale or attempted sale of a large 
amount of our Common Stock in the market. Broad market fluctuations may also adversely affect the market price of our Common Stock. 

Future sales of our Common Stock by our significant shareholders or us may depress our stock price and impair our ability to raise funds in new share offerings. 

A small number of our shareholders beneficially own a substantial amount of our Common Stock. As of April 13, 2011, our five largest shareholders plus Leonard S. Schleifer, M.D, Ph.D., 
our Chief Executive Officer, beneficially owned 55 .0% of our outstanding shares of Common Stock, assuming, in the case of our Chief Executive Officer, the conversion of his Class A Stock into 
Common Stock and the exercise of all options held by him which are exercisable within 60 days of April 13, 2011. In September 2003, sanofi-aventis (then Aventis Pharmaceuticals Inc.) 
purchased 2,799,552 newly issued, umegistered shares of our Common Stock, and in December 2007 sanofi-aventis purchased an additional 12 million newly issued, unregistered shares of our 
Common Stock. Under our investor agreement, as amended, with sanofi-aventis, these shares may not be sold until December 20, 2017 except under limited circumstances and subject to earlier 
termination of these restrictions upon the occurrence of certain events. In addition, in October 20 IO, sanofi-aventis purchased an additional 1,017,40 I shares of Common Stock in our 
underwritten public offering. As of April 13, 2011, sanofi-aventis beneficially owned 15,816,953 shares of our Common Stock, representing approximately 17.8% of the shares of Common Stock 
then outstanding. If sanofi-aventis, or our other significant shareholders or we, sell substantial amounts of our Common Stock in the public market, or the perception that such sales may occur 
exists, the market price of our Common Stock could fall. Sales of Common Stock by our significant shareholders, including sanofi-aventis, also might make it more difficult for us to raise funds 
by selling equity or equity-related securities in the future at a time and price that we deem appropriate. 
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Our existing shareholders may be able to exert significant influence over matters requiring shareholder approval. 

Holders of Class A Stock, who are generally the shareholders who purchased their stock from us before our initial public offering, are entitled to ten votes per share, while holders of 
Common Stock are entitled to one vote per share. As of April 13, 2011, holders of Class A Stock held 19.5% of the combined voting powerof all shares of Common Stock and Class A Stock then 
outstanding. These shareholders, if acting together, would be in a position to significantly influence the election of our directors and to effect or prevent certain corporate transactions that 
require majority or supermajority approval of the combined classes, including mergers and other business combinations. This may result in our taking corporate actions that other shareholders 
may not consider to be in their best interest and may affect the price of our Common Stock. As of April 13, 2011: 

• our current executive officers and directors beneficially owned 12.1 % of our outstanding shares of Common Stock, assuming conversion of their Class A Stock into Common Stock and 
the exercise of all options held by such persons which are exercisable within 60 days of April 13, 2011, and 25.8% of the combined voting power of our outstanding shares of Common 
Stock and Class A Stock, assuming the exercise of all options held by such persons which are exercisable within 60 days of April 13, 2011; and 

• our five largest shareholders plus Leonard S. Schleifer, M.D., Ph.D. our Chief Executive Officer, beneficially owned 55.0% of our outstanding shares of Common Stock, assuming, in the 
case of our Chief Executive Officer, the conversion of his Class A Stock into Common Stock and the exercise of all options held by him which are exercisable within 60 days of April 13, 
2011. In addition, these six shareholders held 59.2% of the combined voting power of our outstanding shares of Common Stock and Class A Stock, assuming the exercise of all options 
held by our Chief Executive Officer which are exercisable within 60 days of April 13, 2011. 

Pursuant to an investor agreement, as amended, sanofi-aventis has agreed to vote its shares, at sanofi-aventis' election, either as recommended by our board of directors or proportionally 
with the votes cast by our other shareholders, except with respect to certain change of control transactions, liquidation or dissolution, stock issuances equal to or exceeding 10% of the then 
outstanding shares or voting rights of Common Stock and Class A Stock, and new equity compensation plans or amendments if not materially consistent with our historical equity 
compensation practices. 

The anti-takeover effects of provisions of our charter, by-laws, and of New York corporate law and the contractual "standstill" provisions in our investor agreement with sanofi-aventis, 
could deter, delay, or prevent an acquisition or other "change in control" of us and could adversely affect the price of our Common Stock. 

Our amended and restated certificate of incorporation, our by-laws, and the New York Business Corporation Law contain various provisions that could have the effect of delaying or 
preventing a change in control of our company or our management that shareholders may consider favorable or beneficial. Some of these provisions could discourage proxy contests and make 
it more difficult for shareholders to elect directors and take other corporate actions. These provisions could also limit the price that investors might be willing to pay in the future for shares of 
our Common Stock. These provisions include: 

• authorization to issue "blank check" preferred stock, which is preferred stock that can be created and issued by the board of directors without prior shareholder approval, with rights 
senior to those of our common shareholders; 

• a staggered board of directors, so that it would take three successive annual meetings to replace all of our directors; 

• a requirement that removal of directors may only be effected for cause and only upon the affirmative vote of at least eighty percent (80%) of the outstanding shares entitled to vote for 
directors, as well as a requirement that any vacancy on the board of directors may be filled only by the remaining directors; 

• any action required or permitted to be taken at any meeting of shareholders may be taken without a meeting, only if, prior to such action, all of our shareholders consent, the effect of 
which is to require that shareholder action may only be taken at a duly convened meeting; 
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• any shareholder seeking to bring business before an annual meeting of shareholders must provide timely notice of this intention in writing and meet various other requirements; and 

• under the New York Business Corporation Law, in addition to certain restrictions which may apply to "business combinations" involving the Company and an "interested shareholder", 
a plan of merger or consolidation of the Company must be approved by two-thirds of the votes of all outstanding shares entitled to vote thereon. See the risk factor immediately above 
captioned "Our existing shareholders may be able to exert significant influence over matters requiring shareholder approval." 

Until the later of the fifth anniversaries of the expiration or earlier termination of our antibody collaboration agreements with sanofi-aventis or our ZAL TRAP™ collaboration with sanofi
aventis, sanofi-aventis will be bound by certain "standstill" provisions, as amended, which contractually prohibit sanofi-aventis from acquiring more than certain specified percentages of our 
Class A Stock and Common Stock (taken together) or otherwise seeking to obtain control of the Company. 

In addition, we have a Change in Control Severance Plan and our Chief Executive Officer has an employment agreement that provides severance benefits in the event our officers are 
terminated as a result of a change in control of the Company. Many of our stock options issued under our Amended and Restated 2000 Long-Term Incentive Plan may become fully vested in 
connection with a "change in control" of our company, as defined in the plan. These contractual provisions may also have the effect of deterring, delaying, or preventing an acquisition or other 
change in control. 

ITEM 6. EXHIBITS 

(a) Exhibits 

Exhibit 
Number Description 
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31.2 - Certification of CFO pursuant to Rule 13a-14(a) under the Securities Exchange Act of 1934. 
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IO I. SCH - XBRL Taxonomy Extension Schema 
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SIGNATURE 

Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the undersigned thereunto duly authorized. 

Date: May 3, 2011 
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I, Leonard S. Schleifer, certify that: 

Certification of CEO Pursuant to 
Rule 13a-14( a) under the Securities Exchange Act 

of 1934, as Adopted Pursuant to 
Section 302 of the Sarbanes-Oxley Act of 2002 

I. I have reviewed this quarterly report on Form IO-Q of Regeneron Pharmaceuticals, Inc.; 

Exhibit 31.1 

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make 
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this report; 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects 
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report; 

4. The registrant's other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined 
in Exchange Act Rules l3a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules l3a-15(f) and 
15d-15(f)) for the registrant and have: 

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our 
supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to 
us by others within those entities, particularly during the period in which this report is being prepared; 

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed 
under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of 
financial statements for external purposes in accordance with generally accepted accounting principles; 

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions 
about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such 
evaluation; and 

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's 
most recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is 
reasonably likely to materially affect, the registrant's internal control over financial reporting; and 

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, 
to the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions): 

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are 
reasonably likely to adversely affect the registrant's ability to record, process, summarize and report financial information; and 

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's 
internal control over financial reporting. 

Date: May 3, 20ll /s/ LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 

President and Chief Executive Officer 
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I, Murray A. Goldberg, certify that: 

Certification of CFO Pursuant to 
Rule 13a-14( a) under the Securities Exchange Act 

of 1934, as Adopted Pursuant to 
Section 302 of the Sarbanes-Oxley Act of 2002 

I. I have reviewed this quarterly report on Form IO-Q of Regeneron Pharmaceuticals, Inc.; 

Exhibit 31.2 

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make 
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this report; 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects 
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report; 

4. The registrant's other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined 
in Exchange Act Rules l3a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules l3a-15(f) and 
15d-15(f)) for the registrant and have: 

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our 
supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to 
us by others within those entities, particularly during the period in which this report is being prepared; 

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed 
under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of 
financial statements for external purposes in accordance with generally accepted accounting principles; 

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions 
about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such 
evaluation; and 

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's 
most recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is 
reasonably likely to materially affect, the registrant's internal control over financial reporting; and 

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, 
to the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions): 

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are 
reasonably likely to adversely affect the registrant's ability to record, process, summarize and report financial information; and 

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's 
internal control over financial reporting. 

Date: May 3, 20ll /s/ MURRAY A. GOLDBERG 

Murray A. Goldberg 

Senior Vice President, Finance & Administration, 

Chief Financial Officer, Treasurer, and 

Assistant Secretary 
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Certification of CEO and CFO Pursuant to 
18 U.S.C. Section 1350, 
As Adopted Pursuant to 

Section 906 of the Sarbanes-Oxley Act of 2002 

Exhibit 32 

In connection with the Quarterly Report ofRegeneron Pharmaceuticals, Inc. (the "Company") on Form IO-Q for the quarterly period ended March 
31, 20 l las filed with the Securities and Exchange Commission on the date hereof (the "Report"), Leonard S. Schleifer, M.D., Ph.D., as Chief 
Executive Officer of the Company, and Murray A. Goldberg, as Chief Financial Officer of the Company, each hereby certifies, pursuant to 18 U.S.C. 
§ 1350, as adopted pursuant to§ 906 of the Sarbanes-Oxley Act of 2002, to the best of his knowledge, that: 

(I) The Report fully complies with the requirements of Section l3(a) or l5(d) of the Securities Exchange Act of 1934; and 

(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the 
Company. 

/s/ LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 

Chief Executive Officer 

May3,20ll 

/ s/ MURRAY A. GoLDBERG 

Murray A. Goldberg 

Chief Financial Officer 

May3,20ll 
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(Mark One) 

UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

Washington, DC 20549 

Fonn 10-Q 

(X) QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934 

Forthe quarterly period ended June 30, 2011 
--------

OR 

( ) TRANSITION REPORT PURSUANT TO SECTION 13 OR 15 (d) OF THE SECURITIES EXCHANGE ACT OF 1934 

For the transition period from to 
------- -------

New York 

Commission File Number 0-19034 

REGENERON PHARMACEUTICALS, INC. 
(Exact name of registrant as specified in its charter) 

13-3444607 

(State or other jurisdiction of 

incorporation or organization) 

(I.R.S. Employer Identification No.) 

777 Old Saw Mill River Road 

Tarrytown, New York 

(Address of principal executive offices) 

(914) 347-7000 

10591-6707 

(Zip Code) 

(Registrant's telephone number, including area code) 

Indicate by check mark whether the registrant: (I) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during the preceding 12 months (or 
for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for the past 90 days. 

Yes X No -----

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required to be submitted and posted 
pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the registrant was required to submit and post such files). 

Yes X No -----

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the definitions of "large accelerated 
filer", "accelerated filer" and "smaller reporting company" in Rule 12b-2 of the Exchange Act. 

Large accelerated filer~ 

Non-accelerated filer (Do not check if a smaller reporting company) 

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). 

Yes_____ No X 

Number of shares outstanding of each of the registrant's classes of common stock as of July 15, 2011: 
Class of Common Stock 

Class A Stock, $0.001 parvalue 

Common Stock, $0.001 parvalue 

Accelerated filer 

Smaller reporting company 

Number of Shares 

2,126,717 

89,499,900 
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PART I. FINANCIAL INFORMATION 
ITEM 1. FINANCIAL STATEMENTS 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS AT JUNE 30, 2011 AND DECEMBER 31, 2010 (Unaudited) 
(In thousands, except share data) 

ASSETS 

June 30, 

2011 

December 31, 

2010 

Mfi.iii!i~~ii!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Cash and cash equivalents $ 254,312 $ 112,572 

::::::::::::Mm¥.00.tiil~§~~i~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~~@1iililililililililililililililililili¥-~~\1ij@.il 
Accounts receivable from Sanofi 81,643 79,603 

:::::::::::::t§~@ffii:W.~iffiijif:f::~w.~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::il1~ii:::::::::::::::::::::::::::::::::::::jiJijii: 
Prepaid expenses and other current assets 19,026 15,142 

::::::::::::::::::::::::::t~#.i.i:~ij#.®.!~§~§#.!:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~i~@1~::::::::::::::::::::::::::::::::::~~1;~~g::: 

i~~m~i@i1i~ij:~M::iii~lii~@i®f@MIJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ~@~JJJJJJJ\@Hfi 
Marketable securities 251,256 370,053 

r~i!1@i1@r:I:itiWiMlirr:rntM~r:@~MMilf=MiM!@i~t!]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]i]i 
t?Jl.i@t@i@@MWMi@i.i@\\t\?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?W@~~@t?t?t?A%MW 
Other assets 12,287 6,789 

i!i!i!i!i!i!i!i!i!i!i!i!i![~OO!~~~~i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!it:::::::::Jiij@.]ij(!li!i!i!i!i!ijl!l!l!l!l!li\ij®"\ij@.i.l: 

:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::oommjm:~w.:§1.00lffiitit.Mr:®§ti.lt::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Current liabilities 

]]\Ms\M®i@i@i@#.@li@iiHfiM!ii@i]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]!J]]]I~M~~:r:r]]]]]~il.M~i: 
Deferred revenue from Sanofi, current portion 19,720 19,506 

JJ@lffi@JfMiiM:?iii@#WMI.Miji.M/JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ]lM~iJJJJJJJM@!% 
Facility lease obligations, current portion 877 675 

:::::::::::::::::::::::::1111:@¥.&::11~w.mii~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1:¥.}l~~~::::::::::::::::::::::::::::::::::¥.®lµ.}~:: 

mir(®J:@W.ij@:r.#.®.:§~®n:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::itlm:~@::::::::::::::::::::::::::::::::::::::imlnijj::: 
Deferred revenue - other 174,987 188,775 

i~;;,,,w:,t®.i:mmw~~@:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~~ijlijjW::::::::::::::::::::::::::::::::::::,:~~J.~~::: 
Other long term liabilities 6,806 7,350 

!i!i!i!i!i!i!i!i!i!i!i!i![iiii@i.i.i.~~!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!:l::::::::::::::::~@l~@.~::i:i!i!i!i!il:::::::::::::::::::}ij/lt~l~f::: 

§1~~\j~~j;ijjil~ij~~rnilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil 
Preferred stock, $.01 par value; 30,000,000 shares authorized; issued and 

outstanding - none 

ttm!li\iMi~rnME!i1t@M~treMIH!M@i~~iffiiMIEf@~;]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]f 
t)?t?Wl.ii@{@'i\M@iliAiMi.*-WNfWWl.MlWiN@MiiMU~i;~:ww@W?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t?t)@t?t?t?t?t))t 

Common Stock, $.001 par value; 160,000,000 shares authorized; 

shares issued and outstanding- 89,416,015 in 2011 and 87,238,301 in 2010 89 87 

J?Ji\Mi@#hw.M@iiii?JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJM~M@JJJJJ@MM~~:: 
Accumulated deficit (1,151,515) (1,045,563) 

::::::::ri~@m.iiiiMMiMii.mirii#.~itii.)~M]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]J?t:t?MM(]]J?J?HtMH 
Total stockholders' equity 478,034 527,815 

]]]i]]ii~Mii~iii~~@~~i\M~~@.i.itt:M\l{]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]l?J@i.M@]]W?MiMM@: 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 
(In thousands, except per share data) 

Three months ended June 30, 

2011 2010 

Six months ended June 30, 

2011 2010 

t.~t~oo.g::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi collaboration revenue $ 84,446 $ 84,941 $ 169,775 $ 153,612 

JJJli.i.i.iMiM@MMMMi@@JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJHMi.fJJJJJ\@~WJJJJJJ@Mi.iiWJJJJJMliM! 
Technology licensing 5,228 10,037 13,073 20,075 

JJJ1@iMl¥H~~~~JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@~\JJJJJJJ@t:::::::::::::::::::::::::::::tM!@JJJJJ]M1:~:: 
Contract research and other 1,974 2,076 4,096 3,962 

i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!::::::::::::::::::1@1\~1@:::::l!i!i!i!::::::::::::::::~1~t~M:::::::::::::::::::::::::::::1~:ijiJ::::::::::::::::::::::::::ii1\1.i~:: 

ffl?.~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Research and development 143,149 124,526 272,541 241,997 

:::::::tMWWN~lfaMi.i@@M#.i~®.i@JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@J@i.MJJJJJ:J~l~fiJJJJJJ!~MifJJJJJ@M@ 
Cost of goods sold 395 405 777 1,122 

i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!il::::::::::::::::::1~~;*}?:l!li!i!i!i!i!il::::::::::::::~~~t~i~:::::::::::::::::::::::::::::~iil:iii::::::::::::::::::::::::::im.l~iil:: 

2.r:iiii#.~~~:t;w.~1;1:::::::::1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Investment income 998 592 2,035 1,031 

]i]]i\tiMMwmff]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]?t:t?NU@f]J?J?HMUt]}J?t:@:Mi.i.(]J?J?MJ@j 
__ (_3,0_4_9) (1,750) (5,731) (3,395) 

ijijj@@ffil.mi#.liliii~\ll?i\\]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]l~M~~@]]]]]ml.M1fii]]]J@Mi~i.]]]i]rn~Mi~i 

W-Bm?::i~:~?.n.:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::tj@1:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::{1;~11:J:::::::::::::::::::::::::::::::::::::::::::::::::: 

ijij@~~))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))~J?@lMJ.M{))ijJ@@UiM):)#J@MJ~M):)#@mj\MM 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF STOCKHOLDERS' EQUITY (Unaudited) 
For the six months ended June 30, 2011 and 2010 
(In thousands) 

Additional 

Accumulated 

Other Total 

Class A Stock Common Stock Paid-in Accumulated Comprehensive Stockholders' Comprehensive 

Issuance of Common Stock in collllection with 

exercise of stock options, net of shares tendered 

Issuance of restricted Common Stock under 

Long-Term Incentive Plan 

Shares Amount Shares Amount Capital 

2,026 23,792 

Deficit Income (Loss) Equity Loss 

23,794 

i~i.ii~~l;ii=:ii.~ij:l{:l~~:\;;:ii.~@.~~::§W!.l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:l:ij~\::::::::::::::::::::::::::::::::::::::::::~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Stock-based compensation charges 

Change in net unrealized gain (loss) on marketable securities, 

net of tax effect of$1.1 million 

Issuance of Common Stock in collllection with 

exercise of stock options, net of shares tendered 

Issuance of restricted Common Stock under 

Long-Term Incentive Plan 

Stock-based compensation charges 

Change in net unrealized gain (loss) on 

marketable securities 

27,385 

878 11,391 

10 

17,541 

The accompanying notes are an integral part of the financial statements. 

27,385 

1,587 1,587 1,587 

11,392 

17,541 

(1,350) (1,350) (1,350) 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF CASH FLOWS (Unaudited) 
(In thousands) 

Six months ended June 30, 
2011 2010 

@§ij:tiw~:m.m:1100~:~~ji.fiii~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Net loss $ (105,952) $ (55,996) 

tt%1■ffip,r,\iBM~w~\fM!Jgrn@r~rn~mtttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttt 
::::::::::::::::::::::::@i~lililij@@~::@hW.i§lil:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Depreciation and amortization 14,880 8,707 

JJJJ@@ij@~l#Mffe.il.MiiM@iMl.HJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@W%JJJJJJMMF 
Other non-cash charges and expenses, net 832 1,623 

::::::::::::::::::::::::¢.¼~i~i:w.:fflii~~~:1i,~~~1=\if~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Decrease (increase) in accounts receivable 8,548 (29,628) 

JJJJJJJJi.@¥.MWM@i.ii@@.#.MitirniiimWMiW.@®.WM~iMJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJi.'il@MFJJJJJJfMt 
(Decrease) increase in deferred revenue (20,554) 16,616 

Total adjustments 61,322 34,568 

:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::;~~@iiii@iM@ffiti@\iiii@fiij~{]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]?J?MMMl]]J?J@MMi 

§~#.®i§!#~fu:~&:#.~~:¥.ii.#.&.~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Purchases of marketable securities (15,638) (222,168) 

:::::::JMi.@MOOW.fil@ltMii@\\,:\i.@@®.#.MJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]@~;~nJ@J]JJMmM 
Capital expenditures (37,030) (45,324) 

i!i!i!i!i!i!f*-i~~~i!iii~~@.Wi\,\~!t~i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!ilililililililililililil~~~iji!i!i!i!i!ililililililililililii~l~ij~j 
Net cash provided by (used in) investing activities 163,282 (132,581) 

ffi.§ii~W~:#Mi!f.1.$.lij@:@IB.#.~§::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Proceeds in connection with facility lease obligations 47,544 

:::::::::@~HWiiMi@\\iM@¥MiM'ii~w.iH~~~@i\OOi@I/JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@~fittttttt@1il 
Net proceeds from the issuance of Common Stock 23,752 12,064 

]]J1a#.@)Nil.MIMUW@iifil@:Mi@i\00iii~~]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]?J?t:rn@@]]J?J?J?J? 
Net cash provided by financing activities 23,088 58,934 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

1. Interim Financial Statements 

The interim Condensed Financial Statements of Regeneron Pharmaceuticals, Inc. ("Regeneron" or the "Company") have been prepared in accordance with the instructions to Form 10-
Q and Article 10 of Regulation S-X. Accordingly, they do not include all information and disclosures necessary for a presentation of the Company's financial position, results of 
operations, and cash flows in conformity with accounting principles generally accepted in the United States of America. In the opinion of management, these financial statements reflect all 
adjustments, consisting only of normal recurring accruals, necessary for a fair presentation of the Company's financial position, results of operations, and cash flows for such periods. The 
results of operations for any interim periods are not necessarily indicative of the results for the full year. The December 31, 2010 Condensed Balance Sheet data were derived from audited 
financial statements, but do not include all disclosures required by accounting principles generally accepted in the United States of America. These financial statements should be read in 
conjunction with the financial statements and notes thereto contained in the Company's Annual Report on Form 10-K for the year ended December 31, 2010. 

Certain reclassifications have been made to the financial statements for the six months ended June 30, 2010 to conform with the current period's presentation. 

2. ARCAL YST® (rilonacept) Product Revenue 

In February 2008, the Company received marketing approval from the U.S. Food and Drug Administration ("FDA") for ARCALYST® Injection for Subcutaneous Use for the treatment 

of Cryopyrin-Associated Periodic Syndromes ("CAPS"). The Company had limited historical return experience for ARCAL YST® beginning with initial sales in 2008 through the end of 

2009; therefore, ARCAL YST® net product sales were deferred until the right ofreturn no longer existed and rebates could be reasonably estimated. Effective in the first quarter of 2010, the 

Company determined that it had accumulated sufficient historical data to reasonably estimate both product returns and rebates of ARCAL YST®. As a result, $4.8 million of previously 

deferred ARCAL YST® net product sales were recognized as revenue in the first quarter of 2010. The effect of this change in estimate related to AR CAL YST® net product sales revenue 
was to lower the Company's net loss per share by $0.06 for the six months ended June 30, 2010. 

ARCAL YST® net product sales totaled $5.0 million and $5.2 million for the three months ended June 30, 2011 and 2010, respectively, and $9.5 million and $15.0 million for the six months 

ended June 30, 2011 and 2010, respectively. ARCAL YST@net product sales during the first six months of 2010 included $10.2 million of net product sales made during this period and $4.8 

million of previously deferred net product sales, as described above. There was no deferred ARCAL YST® net product sales revenue at June 30, 2011 or 2010. 

Cost of goods sold related to AR CAL YST® sales, which consisted primarily of royalties, totaled $0.4 million for both the three months ended June 30, 2011 and 2010, and $0.8 million 

and $1.1 million for the six months ended June 30, 2011 and 2010, respectively. ARCAL YST® shipments to the Company's customers primarily consisted of supplies of inventory 
manufactured and expensed as research and development costs prior to 2008; therefore, the costs of these supplies were not included in costs of goods sold. 

3. Per Share Data 

The Company's basic and diluted net loss per share amounts have been computed by dividing net loss by the weighted average number of shares of Common Stock and Class A 
Stock outstanding. Net loss per share is presented on a combined basis, inclusive of Common Stock and Class A Stock outstanding, as each class of stock has equivalent economic rights. 
Forthe three and six months ended June 30, 2011 and 2010, the Company reported net losses; therefore, no common stock equivalents were included in the computation of diluted net loss 
per share for these periods, since such inclusion would have been antidilutive. The calculations of basic and diluted net loss per share are as follows: 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

Three Months Ended Jnne 30, 

2011 2010 

mii~~!M~m@.ijif.~i:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::f:::::::::::::::::(1~;~@)li::::::::::~:::::::::::::*~~l111J. 

Six Months Ended June 30, 

2011 2010 

R(i:t®=:~W®i®.t.Af.j,lilili:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i~:::::::::::::*i9.~;ij~gj!:i:i:i:i:i:iji:i:i:i:i:i:i~~j\jijti 

Shares issuable upon the exercise of stock options and vesting of restricted stock awards, which have been excluded from the June 30, 2011 and 2010 diluted per share amounts 
because their effect would have been antidilutive, include the following: 

Three months ended June 30, 

2011 2010 

~i~~ij:~i~~~i:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Weighted average number, in thousands 20,967 21,288 

J\Mt#.iili@MmiU@M#.fi@iWJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@JJJJMliFJJ~JJJJMM 

i.i~@.@.ijl!IJi(l!lililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil 
Weighted average number, in thousands 846 510 

Six months ended June 30, 

2011 2010 

IJit:~\~ij~i:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Weighted average number, in thousands 21,668 21,344 

::::::::rwi®fi~@imm:@~mM:ii#.ittrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr:~rrrtJH~tr@rrrr@@: 
Weighted average number, in thousands 846 506 

4. Statement of Cash Flows 

Supplemental disclosure of noncash investing and financing activities: 

Included in accounts payable and accrued expenses at June 30, 2011 and December 31, 2010 were $3.4 million and $10.7 million, respectively, of accrued capital expenditures. Included 
in accounts payable and accrued expenses at June 30, 2010 and December 31, 2009 were $4.1 million and $9.8 million, respectively, of accrued capital expenditures. 

Included in accounts payable and accrued expenses at December 31, 2010 and 2009 were $2.9 million and $2.6 million, respectively, of accrued Company 40l(k) Savings Plan 
contribution expense. In the first quarter of 2011 and 2010, the Company contributed 91,761 and 111,419 shares, respectively, of Common Stock to the 40l(k) Savings Plan in satisfaction of 
these obligations. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

Included in facility lease obligations and property, plant, and equipment at June 30, 2010 was $1.7 million of capitalized and deferred interest for the six months ended June 30, 2010, as 
the related facilities being leased by the Company were under construction and lease payments on these facilities did not commence until January 2011. 

The Company incurred capital lease obligations of $0. 7 million during the six months ended June 30, 2011 in connection with acquisitions of equipment. 

Included in marketable securities at June 30, 2011 and December 31, 2010 were $0.8 million and $1.4 million, respectively, of accrued interest income. Included in marketable securities at 
June 30, 2010 and December 31, 2009 were $1.3 million and $0.6 million, respectively, of accrued interest income. 

5. Marketable Securities 

Marketable securities at June 30, 2011 and December 31, 2010 consisted of debt securities, as detailed below, and equity securities. The aggregate fair value of the equity securities was 
$4.3 million and $3.6 million at June 30, 2011 and December 31, 2010, respectively, and the aggregate cost basis was $4.0 million at both June 30, 2011 and December 31, 2010. The Company 
also held restricted marketable securities at both June 30, 2011 and December 31, 2010, which consisted of debt securities, as detailed below, that collateralize letters of credit and lease 
obligations. 

The following tables summarize the amortized cost basis of debt securities included in marketable securities, the aggregate fair value of those securities, and gross unrealized gains and 
losses on those securities at June 30, 2011 and December 31, 2010. The Company classifies its debt securities, other than mortgage-backed securities, based on their contractual maturity 
dates. Maturities of mortgage-backed securities have been estimated based primarily on repayment characteristics and experience of the senior tranches that the Company holds. 
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REGENERON PHARMACEUTICALS,INC.
Notes to Condensed Financial Statements (Unaudited)
(Unless otherwise noted, dollars in thousands, exceptper share data)

Amortized Fair Unrealized
Cost Basi L

 
  Municipal bonds

 
246,520 246,936 579 (163) 416

 
Maturities between one and three years

 
8,064 8,071 9 (2) 7

 
At December31, 2010

 
Maturities within one year

 
U.S. government guaranteed corporate bonds 48,173 48,531 358 358

 
136,307 136,796 522 (33) 489

 
Maturities between five and seven years

M backed iti 284 243 (41) (41)

 
U.S. governmentobligations 4,135 4,118 (17) (17)

 
At June 30, 2011 and December31, 2010, marketable securities included an additional unrealized gain of $0.3 million and an unrealized loss of $0.4 million, respectively, related to one

equity security in the Company’s marketable securities portfolio.
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

The following table shows the fair value of the Company's marketable securities that have unrealized losses and that are deemed to be only temporarily impaired, aggregated by 
investment category and length of time that the individual securities have been in a continuous unrealized loss position, at June 30, 2011 and December 31, 2010. The debt securities held 
at June 30, 2011, excluding mortgage-backed securities, mature at various dates through December 2013. The mortgage-backed securities held at June 30, 2011 have various estimated 
maturity dates through July 2015. 

Less than 12 Months 

Unrealized 

Less than 12 Months 

Unrealized 

12 Months or Greater 

Unrealized 

12 Months or Greater 

Unrealized 

Total 

Unrealized 

Total 

Unrealized 

At December 31, 2010 Fair Value Loss Fair Value Loss Fair Value Loss 

W.1&?@~?.¥:J:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
U.S. government obligations $ 340,444 $ (1,731) $ 340,444 $ (1,731) 

:::::::::::::11
:~;:mwmmtm:mfflim1:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

::::::::::::::::::::::::::j!~i,®*W:\:~~~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::JJ;@~:::::::::::::::::::::::::::::::::::{1:~).:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::iJt~~~:::::::::::::::::::::::::::::::::::(f~~ 
Equity securities 3,612 (433) 3,612 (433) 

]]]\i@OOiifMi~@Mii@fiij~f]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]](]J]J]J]]])?J?J?t:::::::Jit:t:rnm:r:::::w::t?MM(]]))J?MMf]]J?JHNH 
363,061 (2,209) 1,128 (141) 364,189 (2,350) 

Realized gains and losses are included as a component of investment income. For the three and six months ended June 30, 2011 and 2010, realized gains and losses on sales of 
marketable securities were not significant. In computing realized gains and losses, the Company computes the cost of its investments on a specific identification basis. Such cost includes 
the direct costs to acquire the security, adjusted for the amortization of any discount or premium. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

The Company's assets that are measured at fair value on a recurring basis, at June 30, 2011 and December 31, 2010, were as follows: 

Fair Value Measurements at Reporting Date Using 

At June 30, 2011 

Quoted Prices 

in Active 

Markets for 

Identical Assets 

Fair Value (Level 1) 

Significant 

Other 

Observable 

Inputs 

(Level 2) 

Significant 

Unobservable 

Inputs 

(Level 3) 

f#.t:??:f:i?r.?1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Available-for-sale marketable securities 

tJX@Mi'i@fufu~#.MW.@ii.Wi.MJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJ@\J@1@WJtJtJtJtJtJtJt%tJt@@@fltJtJtJtJtJt 
U.S. government guaranteed corporate bonds 47,496 47,496 

:::::::::::1
1
:~i:11•,1:•100:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

::::::::::::::::::::::@1.J~@#.@.IIW.~~:®.!~@.\~@:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;~;g::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;~f.f.ililililililililililililililililililililililililililililil 
Municipal bonds 16,053 16,053 

:::::::::::i~ij.Wi~MiW.f:iji~~@ijjiii!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!@m:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~~1::::::::::::::::::::1::::::::::::::::::::::::::::::::::::: 
Equity securities 4,320 $ 4,320 

:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::J@)~Jt::::::::::::::::::::::::::::::::::::::::::::::1-;~~~:::::::::::::::::::::::::::::::::::~@)~ijf::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

~¥1.ilf#.i::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Available-for-sale marketable securities 

lilililil!lyl!~\i@Jiffl~i.l~iji,;@~i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:l::::::::::::::::::::ij;~11:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::ij]~iil:!:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i 
$ 314,698 $ 4,320 $ 310,378 

Fair Value Measurements at Reporting Date Using 

Quoted Prices 

in Active 

Markets for 

Significant 

Other 

Observable 

Significant 

Unobservable 

Identical Assets Inputs Inputs 

At December 31, 2010 Fair Value (Level 1) (Level 2) (Level 3) 

1/.1¥.¥:@§@:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Available-for-sale marketable securities 

JJ/@id@fM@~i\@Wi@#.MiJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ~J/~~H@JJJJJJJJJJJJJJJ~JJJJJJM@:~%]/JJJJJJJJI 
U.S. government guaranteed corporate bonds 64,008 64,008 

:::::::::::::1::~i:11~:w~tffli:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
::::::::::::::::::::::::::§~Wi.~t~!~~~~:~~~iitl~l;).l.i.~~f:i~#§ililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililf.i~?~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::g;:!l~i~I::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Municipal bonds 1,603 1,603 

:::::::::::::1-.11~~@~:j~@ij~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;~~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;:1:1:::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Equity securities 3,612 $ 3,612 

::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~@\Mf::::::::::::::::::::::::::::::::::::::::::::::Jt~iJ:::::::::::::::::::::::::::::::::::::::::::::~9.~::~~1::1::::::::::::::::::::::::::::::::::::::::::::::::::::: 

1;1@~11::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Available-for-sale marketable securities 

::::::::::::v:i./i:::w.f~mm.~,:~\11ii~#.;1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::;;iji~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::t.:ijj1:::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Marketable securities included in Level 2 were valued using a market approach utilizing prices and other relevant information, such as interest rates, yield curves, prepayment speeds, 
loss severities, credit risks and default rates, generated by market transactions involving identical or comparable assets. The Company considers market liquidity in determining the fair 
value for these securities. During the six months ended June 30, 2010, deterioration in the credit quality of a marketable security from one issuer subjected the Company to the risk of not 
being able to recover a portion of the security's carrying value. As a result, the Company recognized a $0.1 million impairment charge related to this Level 2 marketable security, which the 
Company considered to be other-than-temporarily impaired. During the three and six months ended June 30, 2011, and the three months ended June 30, 2010, the Company did not record 
any charges for other-than-temporary impairment of its Level 2 marketable securities. 

The Company holds one Level 3 marketable security, which had no fair value at June 30, 2011 and December 31, 2010. This Level 3 security was valued using information provided by 
the Company's investment advisors and other sources, including quoted bid prices which took into consideration the security's lack of liquidity. There were no purchases, sales, or 
maturities of Level 3 marketable securities and no unrealized gains or losses related to Level 3 marketable securities for the three and six months ended June 30, 2011 and 2010. There were 
no transfers of marketable securities between Levels I, 2, or 3 classifications during the three and six months ended June 30, 2011 and 2010. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

On a quarterly basis, the Company reviews its portfolio of marketable securities, using both quantitative and qualitative factors, to determine if declines in fair value below cost are 
other-than-temporary. With respect to debt securities, this review process also includes an evaluation of the Company's (a) intent to sell an individual debt security or (b) need to sell the 
debt security before its anticipated recovery or maturity. With respect to equity securities, this review process includes an evaluation of the Company's ability and intent to hold the 
securities until their full value can be recovered. 

6. Inventory 

Inventories as of June 30, 2011 and December 31, 2010 consist of the following: 

June 30, December 31, 

2011 2010 

1;;::~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::}::::::::::::::@~::::::::::::}:::::::::::::::::::::::::::::::11.i 
Work in process 6,188 699 

ijffiij~ijliiJJij§!lilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililijjilililililililililililililililililililililililii)t 
$ 6,542 $ 1,423 

At June 30, 2011, $0.6 million of inventories were included in prepaid expenses and other current assets and $5.9 million of inventories were included in other assets. At December 31, 
2010, inventories were included in prepaid expenses and other current assets. 

7. Accounts Payable and Accrued Expenses 

Accounts payable and accrued expenses as of June 30, 2011 and December 31, 2010 consist of the following: 

June 30, December 31, 

2011 2010 

ffe.~~ij@j~ii~@.ijj~lilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil:~::::::::1~;?:J}lililililil~:::::::::::::::::::::::/:J;}~?: 
Accrued payroll and related costs 26,029 12,025 

@#:@.iijl~i.i.iil.@.ilj@.ti~@.#:M!lililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililili;@@.ililililililililililililililililililililif;@j 
Accrued property, plant, and equipment costs 1,057 7,622 

@U.@iiM@#i®i®.%@:t.:MM@MJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@MWJJJJJJJ\MU 
Payable to Bayer HealthCare LLC 11,012 2,254 

!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i:t::::::::ijt\®}l!i!i!i!i!:1::::::::::::::::::::::j~;t~~ 

8. Comprehensive Loss 

Comprehensive loss of the Company includes net loss adjusted for the change in net unrealized gain (loss) on marketable securities, net of any tax effect. For the three and six months 
ended June 30, 2011 and 2010, the components of comprehensive loss are: 

Three months ended June 30, 

2011 2010 

x;i.::,~~i:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~:::::::::::::::::t~ti}g¥:i::::::::::::}:::::::::::::]i1;11t1= 
Change in net unrealized gain (loss) on marketable securities, 

net of tax effect of $0.9 million in 2011 1,271 (1,023) 

]]]j~@i~lt.fi\¥~1~)~1!]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]:W:t?HtM@]]lt?MMMJ. 

Six months ended June 30, 

2011 2010 

x;l.:ii.~~iili::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~:::::::::::::*1~J;~~f\::::::::::::}:::::::::::::]J}l.~W:~l 
Change in net unrealized gain (loss) on marketable securities, 

netoftaxeffectof$1.1 millionin2011 1,587 (1,350) 

]]Ji.1@\ii@iffiwii.M~t;~J¥\]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]i]:W:t::m@1@:]J¥?J@U@J. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

9. Income Taxes 

For the three and six months ended June 30, 2011 and 2010, the Company incurred net losses for tax purposes and recognized a full valuation allowance against deferred tax assets. For 
the three and six months ended June 30, 2011, the Company recognized an income tax benefit of $0.9 million and $1.1 million, respectively, in connection with the net tax effect of the 
decrease in the Company's unrealized loss on "available-for-sale" marketable securities, which is included in other comprehensive loss. For the three and six months ended June 30, 2010, 
no provision or benefit for income taxes was recorded. 

10. Legal Matters 

From time to time, the Company is a party to legal proceedings in the course of the Company's business. The Company does not expect any such current ordinary course legal 
proceedings to have a material adverse effect on the Company's business or financial condition. Costs associated with the Company's involvement in legal proceedings are expensed as 
incurred. 

As previously reported, on November 19, 2010, the Company filed a complaint against Genentech in the U.S. District Court for the Southern District of New York seeking a declaratory 
judgment that no activities relating to the Company's VEGF Trap infringe any valid claim of certain Genentech patents referred to as the Davis-Smyth patents. On January 12, 2011, 
Genentech filed a motion to dismiss the complaint, arguing that the lawsuit was premature and thus the Court lacked subject matter jurisdiction. Upon the Company's submission to the 
FDA of a BLA for EYLEA™ (also known as VEGF Trap-Eye) for the treatment of wet AMD, the Company filed a second complaint against Genentech in the same court seeking the same 
declaratory relief. On April 7, 2011, the Company and Genentech entered into a Joint Stipulation, which was approved and executed by the Court on April 11, 2011. Pursuant to the Joint 
Stipulation, the Company voluntarily dismissed its original complaint in favor of proceeding with its second complaint, and Genentech agreed that it would not seek to transfer the case to 
another judicial district or move to dismiss the second complaint for lack of subject matter jurisdiction or otherwise under Rule 12(b) of the Federal Rules of Civil Procedure. On April 25, 
2011, Genentech filed an answer to the second complaint, denying that the Company is entitled to the declaratory relief being sought by the Company, and asserting counterclaims that the 
Company's prior or planned activities relating to VEGF Trap have infringed or will infringe one or more claims of the Davis-Smyth patents. In its answer, Genentech requests a judgment 
against the Company for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 11, 2011, Genentech filed an amended answer and 
counterclaim, again denying that the Company is entitled to the declaratory relief being sought by the Company, and asserting counterclaims that the Company's prior or planned 
activities relating to VEGF Trap have infringed or will infringe claims of four of the five Davis-Smyth patents. In its amended answer and counterclaim, Genentech requests a judgment 
against the Company for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 25, 2011, the Company replied to Genentech's amended 
answer and counterclaim, denying Genentech's counterclaims, and denying that any of the Company's prior or planned activities relating to VEGF Trap infringe any valid claim of the 
Davis-Smyth patents. The Company believes Genentech's counterclaims are without merit and intends to continue to defend against them vigorously. As this litigation is at an early stage, 
at this time the Company is not able to predict the probability of the outcome or an estimate of loss, if any, related to this matter. 

The Company has initiated patent-related actions against Genentech in Germany and the United Kingdom, and may initiate other actions in other countries outside the U.S. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

11. Recently Issued Accounting Standards 

Multiple-deliverable revenue arrangements 

During the first quarter of 2011 the Company adopted amended authoritative guidance issued by the Financial Accounting Standards Board ("FASB") on multiple-deliverable revenue 
arrangements. The amended guidance provides greater ability to separate and allocate consideration to be received in a multiple-deliverable revenue arrangement by requiring the use of 
estimated selling prices to allocate the consideration, thereby eliminating the use of the residual method of allocation. The amended guidance also requires expanded qualitative and 
quantitative disclosures surrounding multiple-deliverable revenue arrangements. The Company is applying this amended guidance prospectively for new or materially modified 
arrangements, of which there were none during the six months ended June 30, 2011. The adoption of this guidance did not have a material impact on the Company's financial statements. 

Milestone method of revenue recognition 

During the first quarter of 2011, the Company adopted amended authoritative guidance issued by the F ASB codifying the milestone method of revenue recognition as an acceptable 
revenue recognition model when a milestone is deemed to be substantive. Since the Company has historically accounted for milestones under the milestone method, the adoption of this 
guidance did not have a material impact on the Company's financial statements. 

In accordance with the Company's accounting policy for recognition of revenue in connection with collaboration agreements, as previously disclosed in the Company's financial 
statements included in the Company's Annual Report on Form 10-K for the year ended December 31, 2010, payments which are based on achieving a specific performance milestone, 
involving a degree of risk, are recognized as revenue when the milestone is achieved and the related payment is due and non-refundable, provided there is no future service obligation 
associated with that milestone. Substantive performance milestones typically consist of significant achievements in the development life-cycle of the related product candidate, such as 
completion of clinical trials, filing for approval with regulatory agencies, and receipt of approvals by regulatory agencies. In determining whether a payment is deemed to be a substantive 
performance milestone, the Company takes into consideration (i) the nature, timing, and value of significant achievements in the development life-cycle of the related development product 
candidate, (ii) the relative level of effort required to achieve the milestone, and (iii) the relative level of risk in achieving the milestone, taking into account the high degree of uncertainty in 
successfully advancing product candidates in a drug development program and in ultimately attaining an approved drug product. Payments for achieving milestones which are not 
considered substantive are accounted for as license payments and recognized over the related performance period. 

The Company earns substantive performance milestone payments in connection with its collaboration agreements to develop and commercialize product candidates with Sanofi and 
Bayer HealthCare. Descriptions of these collaboration agreements, including various financial terms and conditions, were provided in the Company's financial statements included in the 
Company's Annual Report on Form 10-K for the year ended December 31, 2010. Under the Company's collaboration agreement with Sanofi to jointly develop and commercialize 
ZAL TRAP™ (aflibercept, also known as VEGF Trap), the Company may receive up to $400 million in substantive milestone payments upon receipt of specified marketing approvals, 

including up to $360 million in milestone payments related to the receipt of marketing approvals for up to eight ZALTRAP™ oncology and other indications in the U.S. or the European 

Union and up to $40 million related to the receipt of marketing approvals for up to five ZALTRAP™ oncology indications in Japan. Under the Company's global, strategic collaboration 
with Sanofi to discover, develop, and commercialize fully human monoclonal antibodies, for each drug candidate identified under the collaboration's Discovery and Preclinical 
Development Agreement, Sanofi has the option to license rights to the candidate under the collaboration's License and Collaboration Agreement and co-develop the drug candidate with 
the Company through product approval. Under certain defined circumstances, upon exercising its option to license rights to particular candidates, Sanofi must make a $10 million 
substantive milestone payment to the Company. Under the Company's license and collaboration agreement with Bayer HealthCare to globally develop, and commercialize outside the U.S., 
EYLEA™, the Company is eligible to receive up to $50 million in future substantive milestone payments related to marketing approvals ofEYLEA™ in major market countries outside the 
U.S. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

Fees paid to the federal government by pharmaceutical manufacturers 

In December 2010, the FASB provided authoritative guidance on how pharmaceutical manufacturers should recognize and classify in their income statement annual fees mandated by 
the Patient Protection and Affordable Care Act as amended by the Health Care and Education Reconciliation Act. This guidance became effective for calendar years beginning after 
December 31, 2010. The adoption of this guidance did not have an impact on the Company's financial statements as the fee does not currently apply to the Company. The Company's 
marketed product, ARCAL YST® for the treatment of CAPS, has been approved as an orphan drug and orphan drugs are not subject to this annual fee. 

Presentation of comprehensive income 

In June 2011, the FASB amended its authoritative guidance on the presentation of comprehensive income. Under the amendment, an entity will have the option to present the total of 
comprehensive income, the components of net income, and the components of other comprehensive income either in a single continuous statement of comprehensive income or in two 
separate but consecutive statements. This amendment, therefore, eliminates the currently available option to present the components of other comprehensive income as part of the 
statement of changes in stockholders' equity. The amendment does not change the items that must be reported in other comprehensive income or when an item of other comprehensive 
income must be reclassified to net income. The Company will adopt this amended guidance for the fiscal year beginning January I, 2012. As this guidance relates to presentation only, the 
adoption of this guidance will not have any other effect on the Company's financial statements. 
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ITEM 2. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS 

The discussion below contains forward-looking statements that involve risks and uncertainties relating to future events and the future financial performance of Regeneron 
Pharmaceuticals, Inc., and actual events or results may differ materially from these forward-looking statements. These statements concern, and these risks and uncertainties include, 
among other things, the nature, timing, and possible success of and therapeutic applications for our product candidates and research programs now underway or planned, the 
likelihood and timing of possible regulatory approval and commercial launch of our /ate-stage product candidates, determinations by regulatory and administrative governmental 
authorities which may delay or restrict our ability to continue to develop or commercialize our product and drug candidates, competing drugs that may be superior to our product 
and drug candidates, uncertainty of market acceptance of our product and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, 
producing, and selling products, the potential for any collaboration agreement, including our agreements with Sanofi and Bayer HealthCare LLC, to be canceled or terminated 
without any product success, and risks associated with third-party intellectual property and pending or future litigation relating thereto. These statements are made by us based on 
management's current beliefs and judgment. In evaluating such statements, shareholders and potential investors should specifically consider the various factors identified under the 
caption "Risk Factors" which could cause actual events and results to differ materially from those indicated by such forward-looking statements. We do not undertake any obligation 
to update publicly any forward-looking statement, whether as a result of new information, future events, or otherwise, except as required by law. 

Overview 

Regeneron Pharmaceuticals, Inc. is a biopharmaceutical company that discovers, develops, and commercializes pharmaceutical products for the treatment of serious medical 

conditions. We currently have one marketed product: AR CAL YST® (rilonacept) Injection for Subcutaneous Use, which is available for prescription in the United States for the treatment of 
Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 12 and older. 

We have 11 product candidates in clinical development, all of which were discovered in our research laboratories. Our late-stage (Phase 3) programs are: 

• EYLEA™ (aflibercept injection), also known as VEGF Trap-Eye, which is being developed using intraocular delivery for the treatment of serious eye diseases; 
• ZAL TRAP™ (aflibercept), also known as VEGF Trap, which is being developed in oncology in collaboration with Sanofi; and 
• ARCAL YST®, which is being developed for the prevention of gout flares in patients initiating uric acid-lowering treatment. 

Our earlier stage clinical programs include the following fully human monoclonal antibodies: 

• Sarilumab (REGN88), an antibody to the interleukin-6 receptor (IL-6R), which is being developed in rheumatoid arthritis; 

• REGN727, an antibody to Proprotein Convertase Substilisin/Kexin type 9 (PCSK9), which is being developed for low-density lipoprotein (LDL) cholesterol reduction; 

• REGN668, an antibody to the interleukin-4 receptor (IL-4R), which is being developed in atopic dermatitis and eosinophilic asthma; 

• REGN421, an antibody to Delta-like ligand-4 (Dll4), a novel angiogenesis target, which is being developed in oncology; 

• REGN9 IO, an antibody to Angiopoietin-2 (ANG2), another novel angiogenesis target, which is being developed in oncology; 

• REGN4 75, an antibody to Nerve Growth Factor (NGF), which is being developed for the treatment of pain (currently on clinical hold); 

• REGN728, an antibody in clinical development against an undisclosed target; and 

• REGN846, an antibody in clinical development against an undisclosed target. 
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With the exception ofREGN846, which we are developing independently, all of these antibodies are being developed in collaboration with Sanofi. 

Our core business strategy is to maintain a strong foundation in basic scientific research and discovery-enabling technologies, to combine that foundation with our clinical 
development and manufacturing capabilities, and to continue to expand our commercialization capabilities in anticipation of possible regulatory approval and launch of one or more of our 
late-stage product candidates. Our long-term objective is to build a successful, integrated, multi-product biopharmaceutical company that provides patients and medical professionals with 
innovative options for preventing and treating human diseases. 

We believe that our ability to develop product candidates is enhanced by the application of our Ve/ociSuite™ technology platforms. Our discovery platforms are designed to identify 
specific proteins of therapeutic interest for a particular disease or cell type and validate these targets through high-throughput production of genetically modified mice using our 

Ve loci Gene® technology to understand the role of these proteins in normal physiology, as well as in models of disease. Our human monoclonal antibody technology (Ve/oclmmune®) and 

cell line expression technologies (VelociMab®) may then be utilized to discover and produce new product candidates directed against the disease target. Our antibody product candidates 

currently in clinical trials were developed using Veloclmmune®. Under the terms of our antibody collaboration with Sanofi, which was expanded during 2009, we plan to advance an 
average of four to five new antibody product candidates into clinical development each year, for an anticipated total of 3 0-40 candidates from 20 IO through 2017. We continue to invest in 
the development of enabling technologies to assist in our efforts to identify, develop, manufacture, and commercialize new product candidates. 

Commercial Product: 

ARCALYSTID - CAPS 

Net product sales of AR CAL YST® (rilonacept) in the second quarter of 2011 were $5.0 million, compared to $5.2 million during the same quarter of 2010. ARCAL YST® net product sales 

for the six months ended June 30, 2011 and 2010, respectively, totaled $9.5 million and $15.0 million. ARCAL YST® net product sales during the first six months of 2010 included $10.2 million 
of net product sales made during this period and $4.8 million of previously deferred net product sales, as described below under "Results of Operations." 

ARCAL YST® is a protein-based product designed to bind the interleukin-I (called IL-I) cytokine and prevent its interaction with cell surface receptors. AR CAL YST® is available for 
prescription in the U.S. for the treatment of CAPS, including FCAS and MWS in adults and children 12 and older. CAPS are a group of rare, inherited, auto-inflammatory conditions 
characterized by life-long, recurrent symptoms of rash, fever/chills, joint pain, eye redness/pain, and fatigue. Intermittent, disruptive exacerbations or flares can be triggered at any time by 
exposure to cooling temperatures, stress, exercise, or other unknown stimuli. 

Clinical Programs: 

1. EYLEA™ (ajlibercept injection) also known as VEGF Trap-Eye- Ophthalmologic Diseases 

EYLEA™ (aflibercept injection) is a fusion protein locally administered in the eye that is designed to bind Vascular Endothelial Growth Factor-A (VEGF-A) and Placental Growth Factor 

(PIGF) proteins that are involved in the abnormal growth of new blood vessels. We, together with our ex-U.S. collaborator Bayer HealthCare, are evaluating EYLEA™ in Phase 3 programs 
in patients with the neovascular form of age-related macular degeneration (wet AMD), central retinal vein occlusion (CRVO), diabetic macular edema (DME), and choroidal 
neovascularisation (CNV) of the retina as a result of pathologic myopia. Wet AMD, diabetic retinopathy (which includes DME), and retinal vein occlusion are three of the leading causes 
of adult blindness in the developed world. In these conditions, severe visual loss is caused by a combination of retinal edema and neovascular proliferation. 

The Phase 3 trials in wet AMD, known as VIEW I and VIEW 2 (YEGF Trap: Investigation of ,Efficacy and Safety in Yi:'.,et age-related rnacular degeneration), compared EYLEATM and 

Lucentis® (ranibizumab injection), a registered trademark of Genentech, Inc. Lucentis® is an anti-VEGF agent approved for use and the current standard of care in wet AMD. VIEW I was 

conducted in North America and VIEW 2 was conducted in Europe, Asia Pacific, Japan, and Latin America. The VIEW I and VIEW 2 trials both evaluated EYLEA ™ doses of 0 .5 milligrams 

(mg) and 2.0 mg at dosing intervals of four weeks and 2.0 mg at a dosing interval of eight weeks (following three initial monthly doses), compared with Lucentis® dosed according to its 
U.S. label, which specifies doses of 0.5 mg administered every four weeks over the first year. As-needed dosing (PRN) with both agents is being evaluated in the second year of the 
studies, although patients will be dosed no less frequently than every 12 weeks. 
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The primary endpoint of these non-inferiority studies was the proportion of patients treated with EYLEATM who maintain visual acuity at the end of one year compared to patients 

dosed monthly with Lucentis®. Visual acuity is defined as the total number of letters read correctly on the Early Treatment Diabetic Retinopathy Study (ETD RS) chart, a standard research 
tool for measuring visual acuity. Maintenance of vision is defined as losing fewer than three lines (equivalent to 15 letters) on the ETDRS chart. Secondary endpoints included the mean 
change from baseline in visual acuity as measured by ETD RS, the proportion of patients who gained at least 15 letters of vision at week 52, and the amount of fluid under the retina. 

We and Bayer HealthCare announced week 52 results from the VIEW I and VIEW 2 studies in November 2010. In these studies, all regimens of EYLEA™, including EYLEA™ dosed 

every two months, successfully met the primary endpoint of statistical non-inferiority compared to Lucentis® dosed every month. 

A generally favorable safety profile was observed for both EYLEA ™ and Lucentis®. The incidence of ocular treatment emergent adverse events was balanced across all four treatment 
groups in both studies, with the most frequent events associated with the injection procedure, the underlying disease, and/or the aging process. The most frequent ocular adverse events 
were conjunctiva! hemorrhage, macular degeneration, eye pain, retinal hemorrhage, and vitreous floaters. The most frequent serious non-ocular adverse events were typical of those 
reported in this elderly population who receive intravitreal treatment for wet AMD; the most frequently reported events were falls, pneumonia, myocardial infarction, atrial fibrillation, 
breast cancer, and acute coronary syndrome. There were no notable differences among the study arms. 

Based on these positive results, we submitted a Biologics License Application (BLA) to the U.S. Food and Drug Administration (FDA) in February 2011 for marketing approval of 

EYLEA™ in wet AMD in the U.S. In April 2011, the FDA accepted the BLA for filing and granted our request for Priority Review. In June 2011, the Dermatologic and Ophthalmic Drugs 

Advisory Committee of the FDA unanimously recommended that the FDA approve our BLA. Under Priority Review, the target date for an FDA decision on the EYLEA™ BLA is August 

20, 2011. Also in June 2011, Bayer HealthCare submitted regulatory applications for marketing approval of EYLEA™ in wet AMD in the European Union and Japan. 

EYLEA™ is also in Phase 3 development for the treatment of CRVO, another cause of visual impairment. We are leading the COPERNICUS @ntrolled l;'.hase 3 _Evaluation of Repeated 
itltravitreal administration of VEGF Trap-Eye In ~entral retinal vein occlusion: l[tility and .S.afety) study, and Bayer HealthCare is leading the GALILEO (Qeneral Assessment limiting 

Infiltration of _Exudates in central retinal veinQcclusion with VEGF Trap-Eye) study. Patients in both studies receive six monthly intravitreal injections of either EYLEA™ at a dose of 2.0 
mg or sham control injections. The primary endpoint of both studies is improvement in visual acuity versus baseline after six months of treatment as measured by the ETD RS eye chart. At 
the end of the initial six months, patients are dosed on a PRN basis for another six months. All patients are eligible for rescue laser treatment. 

In December 2010, we and Bayer HealthCare announced that in the COPERNICUS study, EYLEA™ demonstrated a statistically significant improvement in visual acuity at six months 

compared to sham injections, the primary endpoint of the study. In the study, EYLEA™ was generally well tolerated. The most common adverse events were those typically associated 

with intravitreal injections or the underlying disease. Serious ocular adverse events in the EYLEA™ group were uncommon (3.5%), consisting of individual reports of corneal abrasion, 
endophalmitis, retinal vein occlusion, and reduced visual acuity, and were more frequent in the control group (13.5%). The incidence of non-ocular serious adverse events was generally 

well-balanced between the treatment arms. There were no deaths among the 114 patients treated with EYLEA™ and two (2. 7%) in the 73 patients treated with sham injections. 

In April 2011, we and Bayer HealthCare announced that in the GALILEO study, EYLEA™ also demonstrated a statistically significant improvement in visual acuity at six months 

compared to sham injections, the primary endpoint of the study. In this trial, 60.2% of patients receiving 2.0 mg of EYLEA™ monthly gained at least 15 letters of vision from baseline, 

compared to 22.1 % of patients receiving sham injections (p<0.0001). Patients receiving 2.0 mg of EYLEA™ monthly gained, on average, 18 letters of vision compared to a mean gain of 3.3 
letters with sham injections (p<0.0001 ), a secondary endpoint. 
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As in the COPERNICUS trial, EYLEA™ was generally well tolerated in the GALILEO study and the most common adverse events were those typically associated with intravitreal 

injections or the underlying disease. Serious ocular adverse events in the EYLEA™ group were 2.9% and were more frequent in the control group (8.8%). The most frequently reported 

adverse events overall in the EYLEA™ arm were eye pain, conjunctiva! hemorrhage, and elevated intraocular pressure. The most frequently reported adverse events in the control group 
were macular edema, eye irritation, and reduction of visual acuity. The incidence of non-ocular serious adverse events was generally well-balanced between the treatment arms. The most 
frequent non-ocular adverse events were headache and nasopharyngitis. There were no deaths in the study. 

Based on these positive results, we intend to submit a regulatory application for marketing approval for EYLEATM in CRVO in the U.S. in the second half of 2011, and Bayer HealthCare 
is planning to submit regulatory applications in this indication in Europe in 2012. 

In the second quarter of 2011, we and Bayer Healthcare initiated Phase 3 studies to evaluate the safety and efficacy of EYLEA™ in DME. These clinical trials have three study arms. In 

the first arm, patients will be treated every month with 2.0 mg ofEYLEA™. In the second arm, patients will be treated with 2.0 mg of EYLEA™ every two months after an initial phase of 
monthly injections. In the third arm, the comparator arm, patients will be treated with macular laser photocoagulation. The primary endpoint of the study is mean change in visual acuity 
from baseline as measured by the ETDRS eye chart. All patients will be followed for three years. We are conducting one of these studies, called VISTA-DME (YEGF Trap-Eye: 
Investigation of .S.afety, Ireatment effect, and Anatomic outcomes in DME). with study centers in the U.S., Canada, India and Israel. Bayer Healthcare is conducting the second study, 
named VIVID-DME (YEGF Trap-Eye In .Yision Impairment .Que to DME), with study centers in Europe, Japan, and Australia. 

In the first quarter of 2011, we and Bayer HealthCare initiated a Phase 3 trial in Asia in collaboration with the Singapore Eye Research Institute (SERI) investigating the efficacy and 

safety of EYLEA™ in patients with CNV of the retina as a result of pathologic myopia. The study, which will enroll approximately 250 patients, has started in Japan and is scheduled to run 
until June 2013. 

Collaboration with Bayer HealthCare 

In October 2006, we entered into a license and collaboration agreement with Bayer HealthCare for the global development and commercialization outside the U.S. of EYLEA™. Under 

the agreement, we and Bayer HealthCare collaborate on, and share the costs of, the development of EYLEA™ through an integrated global plan. Bayer HealthCare will market EYLEA™ 

outside the U.S., where the companies will share equally in profits from any future sales of EYLEA™. Commencing on the first commercial sale of EYLEATM in a major market country 
outside the U.S., we will be obligated to reimburse Bayer HealthCare for 50% of the development costs that it has incurred under the agreement from our share of the collaboration profits. 
The reimbursement payment in any quarter will equal 5% of the then outstanding repayment obligation, but never more than our share of the collaboration profits in the quarter unless we 

elect to reimburse Bayer HealthCare at a faster rate. Within the U.S., we retain exclusive commercialization rights to EYLEA™ and are entitled to all profits from any such sales. We have 

received $60 million in development milestone payments and can earn up to $50 million in future milestone payments related to marketing approvals of EYLEA ™ in major market countries 

outside the U.S. We can also earn up to $135 million in sales milestone payments if total annual sales of EYLEA™ outside the U.S. achieve certain specified levels starting at $200 million. 

2. ZALTRAP™ (ajlibercept) also known as VEGF Trap - Oncology 

ZAL TRAP™ (aflibercept) is a fusion protein that is designed to bind all forms of VEGF-A, VEGF-B, and PIGF, and prevent their interaction with cell surface receptors. VEGF-A (and to 
a lesser degree, PIGF) is required for the growth of new blood vessels (a process known as angiogenesis) that are needed for tumors to grow. 
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ZALTRAPTM is being developed globally in cancer indications in collaboration with Sanofi. In April 2011, we and Sanofi announced that the Phase 3 VELOUR trial evaluating 
ZAL TRAP™ in combination with the FOLFIRI chemotherapy regimen [folinic acid (leucovorin), 5-fluorouracil, and irinotecan] versus a regimen of FOLFIRI plus placebo met its primary 
endpoint of improving overall survival (OS) in previously treated metastatic colorectal cancer (mCRC) patients. The VELOUR data were presented in June 2011 at the European Society of 
Medical Oncology World Congress on Gastrointestinal Cancer. In this study, the addition of ZALTRAP™ to the FOLFIRI chemotherapy regimen significantly improved both overall 
survival (HR=0.817; p=0.0032) and progression-free survival (HR=0.758; p=0.00007) compared to FOLFIRI plus placebo. A similar effect was seen with ZALTRAP™ therapy whether ornot 
patients had received prior bevacizumab therapy. 

In the VELOUR study, grade 3 or 4 adverse events (AEs) that occurred with a more than two percent greater incidence in the ZALTRAP™ arm than in the placebo arm included 
diarrhea, asthenia/fatigue, stomatitis/ulceration, infections, hypertension, GI/abdominal pains, neutropenia, neutropenic complications and proteinuria. Deaths on study treatment due to 
AEs occurred in 2.4 percent of patients in the ZAL TRAP™ arm and in 1.0 percent of patients in the placebo arm. 

Based upon these positive findings, we and Sanofi plan to submit regulatory applications for marketing approval of ZALTRAP™ for the treatment of previously-treated mCRC patients 
to the FDA and the European Medicines Agency (EMA) in the second half of 2011. 

Another randomized, double-blind Phase 3 trial (VENICE), which is fully enrolled, is evaluating ZALTRAP™ as a first-line treatment for hormone-refractory metastatic prostate cancer 
in combination with docetaxel/prednisone. The VENICE trial is being monitored by an Independent Data Monitoring Committee (IDMC), a body of independent clinical and statistical 
experts. The IDMCs meet periodically to evaluate data from the trial and may recommend changes in study design or study discontinuation. Both interim and final analyses will be 
conducted when a pre-specified number of events have occurred in this trial. In July 2011, the study's IDMC met for a scheduled interim analysis and recommended that the trial continue 
to completion. Final results are anticipated in 2012. 

In addition, a randomized Phase 2 study (AFFIRM) of ZALTRAP™ in first-line mCRC in combination with FOLFOX [folinic acid (leucovorin), 5-fluorouracil, and oxaliplatin] is fully 
enrolled. Initial data from this study are anticipated in the second half of 2011. 

ZALTRAP™ Collaboration with Sanofi 

We and Sanofi globally collaborate on the development and commercialization of ZAL TRAP™. Under the terms of our September 2003 collaboration agreement, as amended, we and 

Sanofi will share co-promotion rights and profits on sales, if any, of ZAL TRAP™ outside of Japan for disease indications included in our collaboration. In Japan, we are entitled to a 

royalty of approximately 35% on annual sales of ZALTRAP™, subject to certain potential adjustments. We may also receive up to $400 million in milestone payments upon receipt of 

specified marketing approvals, including up to $360 million related to the receipt of marketing approvals for up to eight ZALTRAPTM oncology and other indications in the U.S. or the 
European Union and up to $40 million related to the receipt of marketing approvals for up to five oncology indications in Japan. 

Under the ZAL TRAP™ collaboration agreement, as amended, agreed upon worldwide development expenses incurred by both companies during the term of the agreement will be 

funded by Sanofi. If the collaboration becomes profitable, we will be obligated to reimburse Sanofi out of our share of ZAL TRAP™ profits for 50% of the development expenses that they 

funded. The reimbursement payment in any quarter will equal 5% of the then outstanding repayment obligation, but never more than our share of the ZAL TRAP™ profits in the quarter 
unless we elect to reimburse Sanofi at a faster rate. 

3. ARCALYSTID(rilonacept) - Inflammatory Diseases 

ARCAL YST® is being developed for the prevention of gout flares in patients initiating uric acid-lowering therapy. Gout, a disease in which IL-I may play an important role in pain and 
inflammation, is a very painful and common form of arthritis that results from high levels of uric acid, a bodily waste product normally excreted by the kidneys. The elevated uric acid can 
lead to formation of urate crystals in the joints of the toes, ankles, knees, wrists, fingers, and elbows. Uric acid-lowering therapy, most commonly allopurinol, is prescribed to eliminate the 
urate crystals and prevent them from reforming. Paradoxically, the initiation of uric acid-lowering therapy often triggers an increase in the frequency of gout attacks in the first several 
months of treatment, which may lead to discontinuation of therapy. The break-up of urate crystals can result in stimulation of inflammatory mediators, including IL-I, resulting in acute 
flares of joint pain and inflammation. These painful flares generally persist for at least five days. 
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We conducted a Phase 3 clinical development program with ARCAL YST® in gout patients initiating uric acid-lowering therapy. The program consisted of three studies: PRE-SURGE I 
~vention .S.tudy against URate-lowering drug-induced .Qout _Exacelbations), PRE-SURGE 2, and RE-SURGE (BJ;;view of .S.afety !ltilizing Rilonacept in .Qout _Exacerbations). 

In June 2010, we announced that results from PRE-SURGE I, a North America-based double-blind, placebo-controlled study, showed that ARCAL YST® prevented gout attacks, as 
measured by the primary study endpoint of the number of gout flares per patient over the 16 week treatment period. 

In addition, all secondary endpoints of the study were highly positive (p<0.001 vs. placebo). Among these endpoints, treatment with ARCAL YST® reduced the proportion of patients 

who experienced two or more flares during the study period by up to 88%. Treatment with AR CAL YST® also reduced the proportion of patients who experienced at least one gout flare 
during the study period by up to 65%. 

In February 2011, we reported the results of PRE-SURGE 2 and RE-SURGE. In the PRE-SURGE 2 efficacy study in gout patients initiating allopurinol therapy, which was identical to 

PRE-SURGE I in design and analysis, 248 patients were randomized. ARCAL YST® met the primary and all secondary study endpoints. The primary endpoint was the number of gout flares 

per patient over the 16-week treatment period. Patients who received ARCAL YST® at a weekly, self-administered, subcutaneous dose of either 160 mg or 80 mg had a 72% decrease in 

mean number of gout flares compared to the placebo group (p<0.0001 ). Among secondary endpoints, treatment with AR CAL YST® reduced the proportion of patients who experienced two 

or more flares during the study period by up to 82 %. In addition, treatment with ARC AL YST® reduced the proportion of patients who experienced at least one gout flare during the study 
period by up to 63%. 

We also announced that in the RE-SURGE study, which evaluated the safety of ARCAL YST®versus placebo over 16 weeks, ARCAL YST® was generally well tolerated, and the safety 
profile was consistent with that reported in the PRE-SURGE I and PRE-SURGE 2 studies. In the overall gout program, the most frequently reported adverse events were injection site 
reaction and headache. 

In the RE-SURGE study, ARCAL YST® also met all secondary endpoints, which evaluated efficacy, over the 16 week treatment period (p<0.000 I). These included the number of gout 
flares per patient, the proportion of patients who experienced two or more flares, and the proportion of patients who experienced at least one gout flare during the study period. 

Based on the results of the three Phase 3 studies, we plan to submit in the second half of 2011 a supplemental BLA for U.S. regulatory approval of AR CAL YST® for the prevention of 

gout flares in patients initiating uric acid-lowering therapy. We own worldwide rights to ARCAL YST®. 

4. Sarilumab (REGN88; IL-6R Antibody) for inflammatory diseases 

IL-6 is a key cytokine involved in the pathogenesis of rheumatoid arthritis, causing inflammation and joint destruction. A therapeutic antibody to IL-6R, Actemra® (tocilizumab ). a 
registered trademark of Genentech, has been approved for the treatment of rheumatoid arthritis. 

Sarilumab is a fully human monoclonal antibody to IL-6R generated using our Ve/oclmmune® technology. In July 2011, we and Sanofi announced that in the Phase 2b MOBILITY trial 
in rheumatoid arthritis (RA), patients treated with sarilumab in combination with a standard RA treatment, methotrexate (MTX), achieved a significant and clinically meaningful 
improvement in signs and symptoms of moderate-to-severe RA compared to patients treated with MTX alone. The MOBILITY study is a 306-patient, dose-ranging, multi-national, 
randomized, multi-arm, double-blind, placebo-controlled study, that compared five different dose regimens of sarilumab in combination with MTX to placebo plus MTX. The primary 
endpoint of the study was the proportion of patients achieving at least a 20% improvement in RA symptoms (ACR20) after 12 weeks. 
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In the MOBILITY trial, there was a dose response observed in patients receiving sarilumab in combination with MTX. An ACR20 response after 12 weeks was seen in 49.0% of 
patients receiving the lowest sarilumab dose regimen and 72.0% of patients receiving the highest dose regimen compared to 46.2% of patients receiving placebo and MTX (p=0.02, 
corrected for multiplicity, for the highest sarilumab dose regimen). The most common adverse events (>5%) reported more frequently in active treatment arms included infections (non
serious), neutropenia, and liver function test abnormalities. The types and frequencies of adverse events were consistent with those previously reported with IL-6 inhibition. The 
incidence of serious adverse events among the five sarilumab treatment groups and the placebo group was comparable. 

Sarilumab also demonstrated significant benefit compared to placebo in secondary endpoints, including ACR 50, ACR 70, and DAS 28 scores, additional measures of clinical activity 
used in RA trials. 

In July 2011, we and Sanofi announced that in the phase 2b ALIGN trial in ankylosing spondylitis (AS) sarilumab did not demonstrate significant improvements in the signs and 
symptoms of active AS compared to placebo in patients who had inadequate response to NSAIDs. Sarilumab was generally well tolerated. The most common adverse events reported 
more frequently in active treatment arms included infections and neutropenia. 

Sarilumab is being developed in collaboration with Sanofi. 

5. REGN727 (PCSK9 Antibody) for LDL cholesterol reduction 

Elevated LDL cholesterol ("bad cholesterol") level is a validated risk factor leading to cardiovascular disease. Statins are a class of drugs that lower LDL cholesterol by upregulating 
the expression of the LDL receptor (LDLR), which removes LDL from circulation. PCSK9 is a naturally occurring secreted protein that also modulates LDL cholesterol levels through its 
interaction with the LDL receptor. In a landmark study published in the New England Journal of Medicine in March 2006, patients with lower than normal PCSK9 levels due to a genetic 

abnormality not only had significantly lower levels of LDL cholesterol, but also a significant reduction in the risk of coronary heart disease. We used our Veloclmmune® technology to 
generate a fully human monoclonal antibody inhibitor of PCSK9, called REGN727, that is intended to robustly lower LDL cholesterol. 

In May 2010, we announced that in an interim efficacy analysis of a dose-escalating, randomized, double-blind, placebo-controlled, Phase I trial in healthy volunteers, REGN727 
achieved substantial, dose dependent decreases of LDL cholesterol. Each dosing cohort consisted of six treated and two placebo patients. In July 2010, we presented additional data from 
this Phase I program. At the highest intravenous dose tested, a single dose of REGN72 7 achieved a greater than 60% maximum mean reduction of LDL cholesterol from baseline that lasted 
for more than one month. At the highest subcutaneous dose tested, a single dose of REGN727 achieved a greater than 60% maximum mean reduction of LDL cholesterol from baseline that 
lasted for more than two weeks. No serious adverse events and no dose limiting toxicities have been reported. 

In July 2010, we also presented the results of an interim efficacy analysis of a dose escalating, randomized, double-blind, placebo-controlled Phase I trial of subcutaneously delivered 
REGN727 in hyperlipidemic patients (familial hypercholesterolemia and non-familial hypercholesterolemia) on stable doses of statins whose LDL levels were greater than 100 milligrams per 
deciliter (mg/dL). At the highest dose tested at that time, in eleven patients, a single dose of REGN727 achieved an approximately 40% maximum mean additional reduction of LDL 
cholesterol from baseline. No serious adverse events and no dose limiting toxicities were reported. 

During 2011, three Phase 2 studies with subcutaneous regimens of REGN727 have been initiated: (I) a randomized, double-blind, multi-dose, placebo controlled, 75-patient trial in 
patients with heterozygous familial hypercholesterolemia (heFH), (2) a randomized, double-blind, multi-dose, placebo controlled, 90-patient trial in combination with atorvastatin in patients 
with primary hypercholesterolemia, and (3) a randomized, double-blind, multi-dose, placebo controlled, 180-patient trial in combination with atorvastatin in patients with primary 
hypercholesterolemia and on stable doses of atorvastatin. The primary endpoint of each Phase 2 study is the change in LDL cholesterol from baseline compared to placebo over the study 
period. 

REGN727 is being developed in collaboration with Sanofi. 

6. REGN668 (IL-4RAntibody) for allergic and immune conditions 

IL-4R is required for signaling by the cytokines IL-4 and IL-13. Both of these cytokines are critical mediators of immune response, which, in tum, drives the formation of 
Immunoglobulin E (IgE) antibodies and the development of allergic responses, as well as the atopic state that underlies asthma and atopic dermatitis. 
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REGN668 is a fully human monoclonal antibody generated using our Ve/oclmmune® technology that is designed to bind to IL-4R. REGN668 is in a Phase lb study in patients with 
atopic dermatitis and a Phase 2 study in eosinophilic asthma. REGN668 is being developed in collaboration with Sanofi. 

7. REGN421 (Dll4 Antibody)for advanced malignancies 

In many clinical settings, positively or negatively regulating blood vessel growth could have important therapeutic benefits, as could the repair of damaged and leaky vessels. VEGF 
was the first growth factor shown to be specific for blood vessels, by virtue of having its receptor primarily expressed on blood vessel cells. In the December 21, 2006 issue of the journal 
Nature, we reported data from a preclinical study demonstrating that blocking an important cell signaling molecule, known as Dll4, inhibited the growth of experimental tumors by 
interfering with their ability to produce a functional blood supply. The inhibition of tumor growth was seen in a variety of tumor types, including those that were resistant to blockade of 
VEGF, suggesting a novel anti-angiogenesis therapeutic approach. Moreover, inhibition of tumor growth is enhanced by the combination of Dll4 and VEGF blockade in many preclinical 
tumor models. 

REGN421 is a fully human monoclonal antibody to Dll4 generated using our Ve/oclmmune® technology, and is in Phase I clinical development. REGN421 is being developed in 
collaboration with Sanofi. 

8. REGN910 (ANG2 Antibody) for oncology 

In the fourth quarter of 2010, we initiated a Phase I study in an oncology setting of REGN910, an antibody that specifically blocks ANG2. The angiopoietins, which were discovered at 
Regeneron, are ligands for the endothelial cell receptor Tie2 and are essential for vascular development and angiogenesis. Unlike other family members, ANG2 is strongly upregulated by 
endothelial cells at sites of angiogenesis and vascular remodeling, including tumors. REGN910 is a fully human monoclonal antibody generated using our Ve/oclmmune® technology, 
which is being developed for cancer indications. REGN910 is being developed in collaboration with Sanofi. 

9. REGN475 (NGF Antibody)for pain 

REGN4 75 is a fully human monoclonal antibody to NGF, generated using our Veloclmmune® technology, which is designed to block pain sensitization in neurons. Preclinical 
experiments indicate that REGN475 specifically binds to and blocks NGF activity and does not bind to or block cell signaling for closely related neurotrophins such as NT-3, NT-4, or 
BDNF. 

In May 2010, we announced positive results from an interim analysis of a randomized, double-blind, four-arm, placebo-controlled Phase 2 trial in 217 patients with osteoarthritis of the 
knee. In July 2010, we presented additional results from this trial through 16 weeks. 

In December 2010, we were informed by the FDA that a case confirmed as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA believes this case, 
which follows previously-reported cases of joint replacements in patients on an anti-NGF drug candidate being developed by another pharmaceutical company, provides evidence to 
suggest a class-effect and has placed REGN475 on clinical hold. On September 13, 2011, the FD A's Arthritis Advisory Committee will meet to discuss possible safety issues related to anti
NGF compounds. The FDA will ask the Committee to determine whether reports of joint destruction represent a safety signal for the class and whether the risk-benefit balance for these 
compounds favors continued development as analgesics. There are currently no ongoing trials with REGN4 75 that are either enrolling or treating patients. REGN475 is being developed in 
collaboration with Sanofi. 

10. REGN728 

In the fourth quarter of 2010, clinical trials began with REGN728, a fully human monoclonal antibody generated using our Veloclmmune® technology, against an undisclosed target. 
REGN728 is being developed in collaboration with Sanofi. 
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11. REGN846 

In the fourth quarter of 2010, we and Sanofi initiated clinical trials with REGN846, a fully human monoclonal antibody generated using our Ve/oclmmune® technology, against an 
undisclosed target. In July 2011, Sanofi elected not to continue co-development of REGN846, and Regeneron now has sole global rights to REGN846. Under the terms of our agreement, 
Sanofi remains obligated to fund REGN846 clinical costs through conclusion of a planned proof-of-concept trial and is entitled to receive a mid-single digit royalty on any future sales of 
REGN846. 

Research and Development Technologies: 

Many proteins that are either on the surface of or secreted by cells play important roles in biology and disease. One way that a cell communicates with other cells is by releasing 
specific signaling proteins, either locally or into the bloodstream. These proteins have distinct functions and are classified into different "families" of molecules, such as peptide hormones, 
growth factors, and cytokines. All of these secreted ( or signaling) proteins travel to and are recognized by another set of proteins, called "receptors," which reside on the surface of 
responding cells. These secreted proteins impact many critical cellular and biological processes, causing diverse effects ranging from the regulation of growth of particular cell types to 
inflammation mediated by white blood cells. Secreted proteins can at times be overactive and thus result in a variety of diseases. In these disease settings, blocking the action of specific 
secreted proteins can have clinical benefit. In other cases, proteins on the cell-surface can mediate the interaction between cells, such as the processes that give rise to inflammation and 
autoimmunity. 

Our scientists have developed two different technologies to design protein therapeutics to block the action of specific cell surface or secreted proteins. The first technology, termed 

the "Trap" technology, was used to generate our first approved product, ARCALYST®, as well as ZALTRAP™ and EYLEA™, all of which are in Phase 3 clinical trials. These novel 
"Traps" are composed of fusions between two distinct receptor components and the constant region of an antibody molecule called the "Fe region", resulting in high affinity product 
candidates. VelociSuite™ is our second technology platform; it is used for discovering, developing, and producing fully human monoclonal antibodies that can address both secreted 
and cell-surface targets. 

VelociSuite™ 

Ve/ociSuite™ consists of Ve/oclmmune®, Ve/ociGene®, Ve/ociMouse®, and Ve/ociMab®. The Veloclmmune® mouse platform is utilized to produce fully human monoclonal 

antibodies. Ve/oclmmune® was generated by exploiting our Ve/ociGene® technology (see below), in a process in which six megabases of mouse immune gene loci were replaced, or 

"humanized," with corresponding human immune gene loci. Ve/oclmmune® mice can be used to generate efficiently fully human monoclonal antibodies to targets of therapeutic interest. 

Ve/oclmmune® and our entire VelociSuite™ offer the potential to increase the speed and efficiency through which human monoclonal antibody therapeutics may be discovered and 

validated, thereby improving the overall efficiency of our early stage drug development activities. We are utilizing the Veloclmmune® technology to produce our next generation of drug 
candidates for preclinical and clinical development. 

Our Ve/ociGene® platform allows custom and precise manipulation of very large sequences of DNA to produce highly customized alterations of a specified target gene, or genes, and 
accelerates the production of knock-out and transgenic expression models without using either positive/negative selection or isogenic DNA. In producing knock-out models, a color or 
fluorescent marker may be substituted in place of the actual gene sequence, allowing for high-resolution visualization of precisely where the gene is active in the body during normal body 
functioning as well as in disease processes. For the optimization of preclinical development and pharmacology programs, Ve/ociGene® offers the opportunity to humanize targets by 

replacing the mouse gene with the human homolog. Thus, Ve/ociGene® allows scientists to rapidly identify the physical and biological effects of deleting or over-expressing the target 
gene, as well as to characterize and test potential therapeutic molecules. 

Our Ve/ociMouse® technology platform allows for the direct and immediate generation of genetically altered mice from embryonic stem cells (ES cells), thereby avoiding the lengthy 
process involved in generating and breeding knockout mice from chimeras. Mice generated through this method are normal and healthy and exhibit a 100% germ-line transmission. 
Furthermore, mice developed using our Ve/ociMouse® technology are suitable for direct phenotyping or other studies. We have also developed our Ve/ociMab® platform for the rapid 

screening of antibodies and rapid generation of expression cell lines for our Traps and our Ve/oclmmune® human monoclonal antibodies. 
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Antibody Collaboration and License Agreements 

Sanofi. In November 2007, we and Sanofi entered into a global, strategic collaboration to discover, develop, and commercialize fully human monoclonal antibodies. The collaboration is 
governed by a Discovery and Preclinical Development Agreement and a License and Collaboration Agreement. In connection with the execution of the discovery agreement in 2007, we 
received a non-refundable, up-front payment of $85.0 million from Sanofi. Pursuant to the collaboration, Sanofi is funding our research to identify and validate potential drug discovery 
targets and develop fully human monoclonal antibodies against these targets. We lead the design and conduct of research activities under the collaboration, including target identification 
and validation, antibody development, research and preclinical activities through filing of an Investigational New Drug Application (IND) or its equivalent, toxicology studies, and 
manufacture of preclinical and clinical supplies. 

For each drug candidate identified through discovery research under the discovery agreement, Sanofi has the option to license rights to the candidate under the license agreement. If it 
elects to do so, Sanofi will co-develop the drug candidate with us through product approval. Development costs for the drug candidate are shared between the companies, with Sanofi 
generally funding these costs up front, except that following receipt of the first positive Phase 3 trial results for a co-developed drug candidate, subsequent Phase 3 trial-related costs for 
that drug candidate are shared 80% by Sanofi and 20% by us. We are generally responsible for reimbursing Sanofi for half of the total development costs for all collaboration antibody 
products from our share of profits from commercialization of collaboration products to the extent they are sufficient for this purpose. However, we are not required to apply more than I 0% 
of our share of the profits from collaboration products in any calendar quarter towards reimbursing Sanofi for these development costs. 

Sanofi will lead commercialization activities for products developed under the license agreement, subject to our right to co-promote such products. The parties will equally share profits 
and losses from sales within the U.S. The parties will share profits outside the U.S. on a sliding scale based on sales starting at 65% (Sanofi)/35% (us) and ending at 55% (Sanofi)/45% (us), 
and will share losses outside the U.S. at 55% (Sanofi)/45% (us). In addition to profit sharing, we are entitled to receive up to $250 million in sales milestone payments, with milestone 
payments commencing after aggregate annual sales outside the U.S. exceed $1.0 billion on a rolling 12-month basis. 

In November 2009, we and Sanofi amended these agreements to expand and extend our antibody collaboration. The goal of the expanded collaboration is to advance an average of four 
to five new antibody product candidates into clinical development each year, for an anticipated total of 3 0-40 candidates from 20 IO through 2017. 

Under the amended discovery agreement, Sanofi agreed to fund up to $160 million per year of our antibody discovery activities over the period from 2010-2017, subject to a one-time 
option for Sanofi to adjust the maximum reimbursement amount down to $120 million per year commencing in 2014 if over the prior two years certain specified criteria were not satisfied. 
Sanofi has an option to extend the discovery program for up to an additional three years after 2017 for further antibody development and preclinical activities. Pursuant to the 
collaboration, Sanofi is also obligated to fund up to $3 0 million of agreed-upon costs we incur to expand our manufacturing capacity at our Rensselaer, New York facilities. 

In 20 I 0, as we scaled up our capacity to conduct antibody discovery activities, Sanofi funded $13 7. 7 million of our preclinical research under the expanded collaboration. The balance 
between that amount and $160 million, or $22.3 million, has been added to the funding otherwise available to us in 2011-2012 under the amended discovery agreement. 

From the collaboration's inception in November 2007 through June 30, 2011, Sanofi has funded a total of $395.5 million of our costs under the discovery agreement and a total of $330.0 
million of our development costs under the license agreement, or a total of $725. 5 million in funding for our antibody research and development activities during this period. 

In August 2008, we entered into an agreement with Sanofi to use our Ve/ociGene® platform to supply Sanofi with genetically modified mammalian models of gene function and disease. 
Under this agreement, Sanofi is required to pay us a minimum of $21.5 million for the term of the agreement, which extends through December 2012, for knock-out and transgenic models of 
gene function for target genes identified by Sanofi. Sanofi will use these models for its internal research programs that are outside of the scope of our antibody collaboration. 
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Astellas Pharma Inc. In March 2007, we entered into a six-year, non-exclusive license agreement with Astellas Pharma Inc. to allow Astellas to utilize our Ve/oclmmune® technology in 
its internal research programs to discover human monoclonal antibodies. Under the terms of the agreement, Astellas made a $20.0 million annual, non-refundable payment to us in each of 
the second quarters of 2007, 2008, 2009, and 2010. In July 2010, the license agreement with Astellas was amended and extended through June 2023. Under the terms of the amended 
agreement, Astellas made a $165.0 million up-front payment to us in August 2010. In addition, Astellas will make a $130.0 million second payment to us in June 2018 unless the license 
agreement has been terminated prior to that date. Astellas has the right to terminate the agreement at any time by providing 90 days' advance written notice. Under certain limited 
circumstances, such as our material breach of the agreement, Astellas may terminate the agreement and receive a refund of a portion of its up-front payment or, if such termination occurs 
after June 2018, a portion of its second payment, to us under the July 2010 amendment to the agreement. We are entitled to receive a mid-single-digit royalty on any future sales of 

antibody products discovered by Astellas using our Veloclmmune® technology. 

Royalty Agreement with Novartis Pharma AG 

Under a June 2009 agreement with Novartis (that replaced a previous collaboration and license agreement), we receive royalties on worldwide sales of Novartis' canakinumab, a fully 
human anti-interleukin-IL!Jl antibody. The royalty rates in the agreement start at 4% and reach 15% when annual sales exceed $1.5 billion. Canakinumab is marketed for the treatment of 
CAPS, has completed Phase 3 development for gout, and is in earlier stage development for atherosclerosis and other inflammatory diseases. While our royalties under this agreement 
could be significant if canakinumab is approved and successfully commercialized for additional disease indications, to date these royalties have been minimal. We are unable to predict 
whether canakinumab will be approved for gout or any other indication in addition to CAPS, or whether, even if approved, canakinumab for such indication(s) will be successfully 
commercialized. Accordingly, we are unable to predict whether these royalties will ever contribute materially to our results of operations or financial condition. 

National Institutes of Health Grant 

In September 2006, we were awarded a five-year grant from the National Institutes of Health (NIH) as part of the NIH's Knockout Mouse Project. The goal of the Knockout Mouse 
Project is to build a comprehensive and broadly available resource of knockout mice to accelerate the understanding of gene function and human diseases. Under the NIH grant, as 
amended, $23.7 million has been received or is receivable from the grant's inception as of June 30, 2011 and we are entitled to receive an additional $1.6 million through the remaining term 
of the grant. 

Research Programs 

Our preclinical research programs are in the areas of oncology and angiogenesis, ophthalmology, metabolic and related diseases, muscle diseases and disorders, inflammation and 
immune diseases, bone and cartilage, pain, cardiovascular diseases, and infectious diseases. 

Developing and commercializing new medicines entails significant risk and expense. Since inception we have not generated any significant sales or profits from the commercialization 

of ARCAL YST® or any of our other product candidates. Before significant revenues from the commercialization of AR CAL YST® or our other product candidates can be realized, we ( or 
our collaborators) must overcome a number of hurdles which include successfully completing research and development and obtaining regulatory approval from the FDA and regulatory 
authorities in other countries. In addition, the biotechnology and pharmaceutical industries are rapidly evolving and highly competitive, and new developments may render our products 
and technologies uncompetitive or obsolete. 
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From inception on January 8, 1988 through June 30, 2011, we had a cumulative loss of $1.2 billion, principally related to our research and development activities. We expect to continue 
to incur substantial expenses related to our research and development activities, a significant portion of which we expect to be reimbursed by our collaborators. We submitted a BLA to 

the FDA in February 2011 for marketing approval of EYLEATM in wet AMD in the U.S. In April 2011, the FDA accepted the BLA for filing and granted our request for Priority Review. 

Under Priority Review, the target date for an FDA decision on the EYLEATM BLA is August 20, 2011. In June 2011, Bayer HealthCare submitted regulatory applications for marketing 

approval of EYLEA TM in wet AMD in the European Union and in Japan. We plan to submit a BLA to the FDA in the second half of 2011 for marketing approval of EYLEA TM in CRVO in 

the U.S., and Bayer HealthCare is planning to submit regulatory applications for marketing approval of EYLEA TM in CRVO in Europe in 2012. We also plan to submit a supplemental BLA to 

the FDA in the second half of 2011 for marketing approval in the U.S. of AR CAL YST®for the prevention of gout flares in patients initiating uric acid-lowering therapy. We and Sanofi plan 
to submit regulatory applications for marketing approval of ZALTRAP™ for the treatment of patients with previously treated mCRC to the FDA and the EMA in the second half of 2011. 

We expect to incur substantial costs to prepare for potential commercialization of these late-stage product candidates and, if one or more of these product candidates receive 
regulatory approval, to fund the launch of the product(s). Thus, we expect to continue to incur substantial operating losses over at least the next few years related primarily to our research 
and development and commercialization activities. Also, our research and development activities outside our collaborations, the costs of which are not reimbursed, may expand and require 
additional resources. Our losses may fluctuate from quarter to quarter and will depend on, among other factors, the scope and progress of our research and development efforts, the 
progress of our efforts to commercialize our late-stage product candidates, the timing of certain expenses, and the amount of reimbursement that we receive from collaborators. We cannot 

predict whether or when our late-stage product candidates, including EYLEATM in wet AMD, will receive regulatory approval or, if such approval is received, whether we will be able to 
successfully commercialize such product(s), or ifwe do commercialize such product(s), whether or when they may become profitable. 

The planning, execution, and results of our clinical programs are significant factors that can affect our operating and financial results. In our clinical programs, key events in 2011 to 
date were, and plans for the next 12 months are, as follows: 

Clinical Program 

EYLEATM 

2011 Events to Date 

• Submitted a BLA to the U.S. FDA for the treatment 
ofwetAMD 

• FDA accepted BLA for wet AMD and granted our 
request for Priority Review 

• FDA Advisory Committee unanimously 
recommended FDA approval of BLA for the 
treatment of wet AMD 

• Bayer Healthcare submitted regulatory applications 
for marketing approval for EYLEATM for the 
treatment of wet AMD in the European Union and in 
Japan 

• Reported positive six-month results in the Phase 3 
GALILEO trial in CRVO 

• Initiated Phase 3 trials in DME in the U.S. and 
outside the U.S. 

• Bayer Healthcare initiated a Phase 3 trial in Asia in 
CNV of the retina as a result of pathologic myopia 
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2011-12 Plans 

(next 12 months) 
• Target date for FDA decisiononEYLEATMBLA is 

August 20, 2011 

• Report two-year data from VIEW I and VIEW 2 in wet 
AMD in the second half of 2011 

• Report one-year data from COPERNICUS and 
GALILEO in CRVO in the second half of 2011 

• Submit aBLA to the FDA for the treatment of CRVO in 
the second halfof 2011 
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Clinical Program 

ZALTRAP™ 

ARCALYST® 

Sarilumab 
(IL-6R Antibody) 

REGN727 
(PCSK9 Antibody) 

REGN668 
(IL-4R Antibody) 

REGN421 
(Dll4 Antibody) 

REGN910 
(ANG2 Antibody) 

REGN475 
(NGF Antibody) 

REGN728 
(target not disclosed) 

REGN846 
(target not disclosed) 

2011 Events to Date 

• Presented positive results from the Phase 3 VELOUR 
trial in previously treated metastatic colorectal 
cancer (mCRC) patients 

• IDMC reviewed interim results for the Phase 3 
VENICE trial in prostate cancer and recommended 
study continue to completion 

• Reported results for the VITAL trial in non-small cell 
lung cancer. ZAL TRAP™ did not meet primary 
study endpoint. 

• Reported positive results from two Phase 3 studies 
for the prevention of gout flares (PRE-SURGE 2 and 
RESURGE) 

• Reported positive Phase 2b data in rheumatoid 
arthritis 

• Reported that the Phase 2b trial in anky losing 
spondy Ii tis did not meet its primary endpoint 

• Initiated Phase 2 studies for LDL cholesterol 
reduction 

• Initiated Phase lb study in atopic dermatitis and 
Phase 2 proof of concept study in eosinophilic 
asthma 

• Continued patient enrollment in Phase I program 

• Continued patient enrollment in Phase I program 

• On clinical hold 

• Continued patient enrollment in Phase I program 

• Continued patient enrollment in Phase I program 

• Sanofi elected not to co-develop REGN846 
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2011-12 Plans 

(next 12 months) 

• Submit a BLA to the FDA for the treatment of mCRC in 
the second halfof 2011 

• Report initial results in the Phase 2 AFFIRM trial in 
colorectal cancer in the second half of 2011 

• Submit a supplemental BLA to the FDA for the 
prevention of gout flares in the second half of 2011 

• Initiate the Phase 3 portion of the Phase 2/3 
rheumatoid arthritis trial 

• Report initial data from the Phase 2 program for LDL 
cholesterol reduction 

• Initiate Phase 2 program in atopic dermatitis 

• Initiate a Phase lb program in advanced malignancies 
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Results of Operations 

Three Months Ended June 30, 2011 and 2010 

Net Loss 

Regeneron reported a net loss of $62.5 million, or $0.69 per share (basic and diluted), for the second quarter of 2011, compared to a net loss of $25.5 million, or $0.31 per share (basic and 
diluted), for the second quarter of 2010. The increase in our net loss in 2011 was principally due to higher research and development expenses and higher selling, general, and 
administrative expenses. 

Revenues 

Revenues for the three months ended June 30, 2011 and 2010 consist of the following: 

(In millions) 2011 2010 

@i\i~!Miii~~@::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi $ 84.5 $ 84.9 

::::::::::::mf~:1~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1:t::1:::::::::::::::::::::::::::::1:i::1 
Total collaboration revenue 95.6 98.6 

mf~Ai~~iw::,~~m100.:r.@~#.#.~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;@:::::::::::::::::::::::::::::~g1ij 
Net product sales 5.0 5.2 

tM\\MiHMiMMWM~W.MMi#.@]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]i]JJJJM]i]JJJJM 
Total revenue $ 107.8 $ 115.9 

Sanofi Collaboration Revenue 

The collaboration revenue we earned from Sanofi, as detailed below, consisted primarily of reimbursement for research and development expenses and recognition of revenue related to 

non-refundable up-front payments of $105.0 million related to the ZAL TRAP™ collaboration and $85.0 million related to the antibody collaboration. 

Sanofi Collaboration Revenue 

Three months ended 

June 30, 

(In millions) 2011 2010 

-~iJ::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Regeneron expense reimbursement $ 4.2 $ 3.8 

::r:::rn~s;;;m1u~1@m.tma@@M@l.ffiw.fMi@i@:tJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtirn1.rJtJtJtJ 
Recognition of deferred revenue related to up-front payments 2.5 2.5 

:::::::::::::::::::::::::1J11:~um::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::}:~:::::::::::::::::::::::::::::::::~;~: 
Antibody: 

lilililililii.®.i.M@.:i.!§@.i@ii.ii.i@.%.#.§m@!lilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililJ:ijlij!ililililililililililililililJ:[i 
Recognition of deferred revenue related to up-front and other 

payments 2.1 1.8 

i]]Ji~~~Mi@Mifi@@~ii.iiMtHM~iiW.~H~t;~;\i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!ilililililililililil@@j]J]J/IM 
Total antibody 79.1 78.6 

w~m::~11ij@&ifMifHi~¥ifttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttt:t::::rn@:::J:)tt:rn@ 
Sanofi's reimbursement of our ZALTRAP™ expenses increased in the second quarter of 2011 compared to same period in 2010, primarily due to higher costs related to manufacturing 

ZAL TRAP™ clinical supplies. Effective in the second quarter of 2011, we and Sanofi began equally sharing pre-launch commercialization expenses related to ZAL TRAP™ in accordance 
with the companies' collaboration agreement. Our share of these expenses was $1.3 million in the second quarter of 2011, which reduced our Sanofi collaboration revenue. As of June 30, 

2011, $27.6 million of the original $105.0 million of up-front payments related to ZALTRAP™ was deferred and will be recognized as revenue in future periods. 
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In the second quarter of 2011, Sanofi' s reimbursement of our antibody expenses consisted of $40. 7 million under the discovery agreement and $3 5. 9 million of development costs under 
the license agreement, compared to $36.6 million and $39.8 million, respectively, in the second quarter of 2010. The higher reimbursement amount under the discovery agreement in the 
second quarter of 2011, compared to the same period in 20 I 0, was primarily due to an increase in our antibody discovery activities. The lower reimbursement of development costs in the 
second quarter of 2011, compared to the same period in 2010, was primarily due to REGN475, which is currently on clinical hold. 

Recognition of deferred revenue related to Sanofi's $85.0 million up-front payment and other payments increased in the second quarter of 2011 compared to the same period in 2010. In 
connection with the November 2009 amendment of the discovery agreement, Sanofi is funding up to $30 million of agreed-upon costs to expand our manufacturing capacity at our 
Rensselaer, New York facilities. Revenue related to such funding from Sanofi is deferred and recognized as collaboration revenue prospectively over the performance period applicable to 
recognition of the original $85.0 million up-front payment. As of June 30, 2011, $25.5 million of such funding from Sanofi was received or receivable, compared to $14.3 million as of June 30, 
2010; as a result, we recognized more deferred revenue in the second quarter of 2011 than in the same quarter of 2010. As of June 3 0, 2011, $77.8 million of the Sanofi payments was 
deferred and will be recognized as revenue in future periods. 

In August 2008, we entered into a separate Ve/ociGene®agreement with Sanofi. For both three months ended June 30, 2011 and 2010, we recognized $0.4 million in revenue related to 
this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earned from Bayer HealthCare, as detailed below, consisted of cost sharing of Regeneron's global EYLEA™ development expenses and recognition of 
revenue related to a non-refundable $75.0 million up-front payment received in October 2006 and a $20.0 million milestone payment received in August 2007 (which, for the purpose of 
revenue recognition, was not considered substantive). 

Bayer HealthCare Collaboration Revenue 

Three months ended 

June 30, 

(In millions) 2011 2010 

i~M@OOiH\h~@IMMfM\@IBJ®~MW.@Nli.lM]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]]]i]!~JJJ@~]/MJJM@ 
Recognition of deferred revenue related to up-front and other milestone 

payments 2.5 2.5 

]]Ml.fiMW:~dMM@IM~OOMMi@JHi.i.l.Wf]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]tt:tMW!]W?t#M 

Cost-sharing of our global EYLEA ™ development expenses with Bayer HealthCare decreased in the second quarter of 2011 compared to the same period in 20 IO. In the second quarter 
of 2011, we incurred lower clinical development costs in connection with our Phase 3 VIEW I trial in wet AMD and our Phase 2 trial in DME. In connection with the recognition of deferred 
revenue related to the $75.0 million up-front payment and $20.0 million milestone payment received in August 2007, as of June 30, 2011, $42.0 million of these payments was deferred and 
will be recognized as revenue in future periods. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreement with Astellas, the $20.0 million non-refundable payment received in the second quarter of 2010 was deferred upon receipt and 
recognized as revenue ratably over the ensuing year. In addition, in connection with the amendment and extension of our license agreement with Astellas, in August 2010, we received a 
$165.0 million up-front payment, which was deferred upon receipt and is being recognized as revenue ratably over a seven-year period beginning in June 2011. In connection with our 

Ve/oclmmune® license agreement with AstraZeneca, which terminated effective as of February 2011, the $20.0 million non-refundable payment received in the first quarter of 2010 was 
deferred upon receipt and recognized as revenue ratably through February 2011. In the second quarter of 2011, we recognized $5.2 million of technology licensing revenue related to the 
Astellas agreement. In the second quarter of 2010, we recognized $10.0 million of technology licensing revenue related to the Astellas and AstraZeneca agreements. As of June 30, 2011, 
$163. 5 million of technology licensing payments received from Astellas was deferred and will be recognized as revenue in future periods. 
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Net Product Sales 

For the three months ended June 30, 2011 and 2010, we recognized as revenue $5.0 million and $5.2 million, respectively, of ARCAL YST® net product sales. 

Contract Research and Other Revenue 

Contract research and other revenue for both the three months ended June 30, 2011 and 2010 included $1.2 million recognized in connection with our five-year grant from the NIH, 
which we were awarded in September 2006 as part of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $168.1 million in the second quarter of 2011 from $139.6 million in the second quarter of 2010. Our average headcount in the second quarter of 
2011 increased to 1,497 from 1,214 in the same period of 2010 principally as a result of our expanding research and development activities, which were primarily attributable to our antibody 
collaboration with Sanofi. 

Operating expenses in the second quarter of 2011 and 2010 included a total of $12.4 million and $8. 7 million, respectively, of non-cash compensation expense related to employee stock 
option and restricted stock awards (Non-cash Compensation Expense), as detailed below: 

For the three months ended June 30, 2011 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

i~@~MMiiM®i~MW.@i.JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@WJJ%JJJJJ\%%J:@JJJWM1 
Selling, general, and administrative 19.9 4.7 24.6 

9.~~~!~ti~~~~~i!~~i#.!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!ililililililililililililililililililililililililililililililij)~!i!i!i!i!i!lililililililililililililililililililililililili!i!i!i!i!ililililililililililililililil!~J~ 
Total operating expenses $ 155.7 $ 12.4 $ 168.1 

For the three months ended June 30, 2010 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

i@~@i@M#@@iiffiii!JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@JJJJJJJJJJ~W@JJ~JJJJJJ%WJJMJJJMM 
Selling, general, and administrative 11.0 3.7 14.7 

gf~~i~tiiff~~!i~~@!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!ilililililililililililililililililililililililililililililil!ij)i!i!i!i!i!i!ililililililililililililililililililililililili!i!i!i!i!i!ililililililililililililililil~li 
Total operating expenses $ 130.9 $ 8.7 $ 139.6 

The increase in total Non-cash Compensation Expense in the second quarter of 2011 was primarily attributable to (i) the recognition of higher expense in the second quarter of 2011 in 
connection with previously granted performance-based stock options that we estimate will vest, (ii) the higher fair market value of our Common Stock on the date of our annual employee 
option grants made in December 2010 compared to recent prior years, and (iii) the recognition of higher expense related to grants of restricted stock in December 2010. 
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Research and Development Expenses 

Research and development expenses increased to $143. l million in the second quarter of 2011 from $124.5 million in the same period of 2010. The following table summarizes the major 
categories of our research and development expenses for the three months ended June 30, 2011 and 2010: 

For the three months ended 

Research and Development Expenses June 30, Increase 

(In millions) 2011 2010 (Decrease) 

r~i~li.il~@iliiji~i:~~i:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!~:::::::::::::::::::::f~::~::::::::::::~:::::::::::::::::::::::~:~;t!:!:!:!::~::::::::::::::::::::~::~:: 
Clinical trial expenses 23.5 28.5 (5.0) 

00\ij\§~i.imiiw.Miii#iii.l®#.1!~~]!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!1!¥.9.)W:!lilililililililililililililililililil~J)~:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i@!.~:i: 
Research and other development costs 15.8 13.8 2.0 

@Ml.lMl.iMiiMMMMiMiiMJ;M@MJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ\MWJJJJJJ\MWJJJJJJ@t 
Cost-sharing of Bayer HealthCare EYLEA TM 

development expenses (3) 17.3 10.0 7.3 

]]Jt~@)iM@@~~J~Ui.llli~~P.~li.[]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]ttt:tHMf]]tt:ttMJ.W])ttt?M@ 

(I) Includes $6.7 million and $4.2 million of Non-cash Compensation Expense for the three months ended June 30, 2011 and 2010, respectively. 
(2) Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, including related payroll and benefits, Non-cash Compensation 

Expense, manufacturing materials and supplies, depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $1.0 million and $0.8 million of Non-cash 
Compensation Expense for the three months ended June 30, 2011 and 2010, respectively. 

(3) Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs global EYLEATM development expenses, we also recognize, as additional research and 

development expense, the portion of Bayer HealthCare' s global EYLEA TM development expenses that we are obligated to reimburse. Bayer HealthCare provides us with estimated 

global EYLEATM development expenses for the most recent fiscal quarter. Bayer HealthCare's estimate is reconciled to its actual expenses for such quarter in the subsequent 

fiscal quarter and our portion of its global EYLEA TM development expenses that we are obligated to reimburse is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. Clinical trial expenses decreased due primarily to lower costs related to our 

Phase 3 clinical development program for ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy and our clinical development program for 
REGN475, which is currently on clinical hold. Clinical manufacturing costs increased primarily due to higher facility-related costs in connection with the expansion of our manufacturing 
capacity at our Rensselaer facility, partly offset by lower costs related to manufacturing supplies of antibody candidates, including REGN475. Research and other development costs 
increased due to higher costs associated with our antibody programs. Occupancy and other operating costs increased principally in connection with our higher headcount, expanded 
research and development activities, and new and expanded leased laboratory and office facilities in Tarrytown, New York. Cost-sharing of Bayer HealthCare's global EYLEATM 
development expenses increased primarily due to higher costs in connection with Bayer HealthCare' s Phase 3 trial in DME, which was initiated in the second quarter of 2011, and costs 

associated with ex-U.S. regulatory approval filings for EYLEATM in wet AMD. 
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We prepare estimates of research and development costs for projects in clinical development, which include direct costs and allocations of certain costs such as indirect labor, Non
cash Compensation Expense, and manufacturing and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, the portion of 
Bayer HealthCare's EYLEA™ development expenses that we are obligated to reimburse. Our estimates of research and development costs for clinical development programs are shown 
below: 

Project Costs 

For the three months 

ended June 30, Increase 

(In millions) 2011 2010 (Decrease) 

~tMx§iililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil~:::::::::::::::::::~;~::!:!:!:!~::::::::::::::::1:~;~!:!:!:!::~::::::::::::::::::q::jj 
EYLEA™ 44.1 31.2 12.9 

t.w.•w.::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;W::::::::::::::::::::::::::::::::J;~::::::::::::::::::::::::::::::::::t;W::: 
Sarilumab 7.3 9.8 (2.5) 

M&w1it:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~::i:::::::::::::::::::::::::::::::~;~:::::::::::::::::::::::::::::::::@.!.fi: 
Other antibody candidates in clinical development 15.4 20.2 (4.8) 

PmMiiiM@lm@iiiiMW@ffi~Mffi@M\JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ/JJJJMJJJJJJN@]/JJJJ#iW: 
Total research and development expenses $ 143.1 $ 124.5 $ 18.6 

Drug development and approval in the U.S. is a multi-step process regulated by the FDA. The process begins with discovery and preclinical evaluation, leading up to the submission 
of an IND to the FDA which, if successful, allows the opportunity for study in humans, or clinical study, of the potential new drug. Clinical development typically involves three phases of 
study: Phases I, 2, and 3. The most significant costs in clinical development are in Phase 3 clinical trials, as they tend to be the longest and largest studies in the drug development 
process. Following successful completion of Phase 3 clinical trials for a biological product, a BLA must be submitted to, and accepted by, the FDA, and the FDA must approve the BLA 
prior to commercialization of the drug. It is not uncommon for the FDA to request additional data following its review of a BLA, which can significantly increase the drug development 
timeline and expenses. We may elect either on our own, or at the request of the FDA, to conduct further studies that are referred to as Phase 3B and 4 studies. Phase 3B studies are 
initiated and either completed or substantially completed while the BLA is under FDA review. These studies are conducted under an IND. Phase 4 studies, also referred to as post
marketing studies, are studies that are initiated and conducted after the FDA has approved a product for marketing. In addition, as discovery research, preclinical development, and clinical 
programs progress, opportunities to expand development of drug candidates into new disease indications can emerge. We may elect to add such new disease indications to our 
development efforts (with the approval of our collaborator for joint development programs), thereby extending the period in which we will be developing a product. For example, we, and 

our collaborators where applicable, continue to explore further development of AR CAL YST®, ZALTRAP™, and EYLEA™ in different disease indications. 

There are numerous uncertainties associated with drug development, including uncertainties related to safety and efficacy data from each phase of drug development, uncertainties 
related to the enrollment and performance of clinical trials, changes in regulatory requirements, changes in the competitive landscape affecting a product candidate, and other risks and 
uncertainties described in Part II, Item IA, "Risk Factors" under "Risks Related to the Development and Approval of Our Product Candidates," "Risks Related to Commercialization of 
Products," and "Regulatory and Litigation Risks." The lengthy process of seeking FDA approvals, and subsequent compliance with applicable statutes and regulations, require the 
expenditure of substantial resources. Any failure by us to obtain, or delay in obtaining, regulatory approvals could materially adversely affect our business. 

For these reasons and due to the variability in the costs necessary to develop a pharmaceutical product and the uncertainties related to future indications to be studied, the estimated 
cost and scope of the projects, and our ultimate ability to obtain govermnental approval for commercialization, accurate and meaningful estimates of the total cost to bring our product 
candidates to market are not available. Similarly, we are currently unable to reasonably estimate if our product candidates will generate material product revenues and net cash inflows. In 

2008, we received FDA approval for ARCAL YST® for the treatment of CAPS, a group of rare, inherited auto-inflammatory diseases that affect a very small group of people. We currently 

do not expect to generate material product revenues and net cash inflows from the sale of ARCAL YST® for the treatment of CAPS. 

Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $24.6 million in the second quarter of 2011 from $14.7 million in the same period of 2010 due primarily to increases in 
compensation expense and recruitment costs principally in connection with higher headcount in the second quarter of 2011, higher commercialization-related costs, primarily in connection 
with EYLEA™, higher legal expenses in connection with patent-related litigation with Genentech, and an increase in Non-cash Compensation Expense for the reasons described above. 

Cost of Goods Sold 

Cost of goods sold in both the second quarter of 2011 and 2010 was $0.4 million and consisted primarily of royalties and other period costs related to ARCALYST® commercial 
supplies. 
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Other Income and Expense 

Investment income increased to$ 1.0 million in the second quarter of 2011 from $0.6 million in the same period of 2010, due primarily to higher yields on, and higher average balances of, 
cash and marketable securities. 

Interest expense increased to $4.0 million in the second quarter of 2011 from $2.3 million in the same period of 2010. Interest expense is primarily attributable to the imputed interest 
portion of payments to our landlord, commencing in the third quarter of 2009, to lease newly constructed laboratory and office facilities in Tarrytown, New York. In February 2011, we 
began occupying an additional new building in Tarrytown and, therefore, began recognizing interest expense on the related payments to our landlord. 

Six Months Ended June 30, 2011 and 2010 

Net Loss 

Regeneron reported a net loss of $106.0 million, or $1.18 per share (basic and diluted), for the first half of 2011, compared to a net loss of $56.0 million, or $0.69 per share (basic and 
diluted) for the first half of 2010. The increase in our net loss in 2011 was principally due to higher research and development expenses and higher selling, general, and administrative 
expenses. 

Revenues 

Revenues for the six months ended June 30, 2011 and 2010 consist of the following: 

(In millions) 2011 2010 

®.i.i.®.~ifflii.W.!W.i:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi $ 169.8 $ 153.6 

::::::::::::~i~:m.i•::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::)~::ij:::::::::::::::::::::::::iij:j 
Total collaboration revenue 193.4 180.3 

w.f~iiil.~~::1~~mi1:r.@~iil.;:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::*~:;~:::::::::::::::::::::::::~~;i: 
Net product sales 9.5 15.0 

i~it~MHi~MMiM~t:ffiM@Mi]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]JJJJWJJ]JJJMM 
Total revenue $ 220.0 $ 219.4 

Sanofi Collaboration Revenue 

The collaboration revenue we earned from Sanofi, as detailed below, consisted primarily of reimbursement for research and development expenses and recognition of revenue related to 

non-refundable up-front payments of $105.0 million related to the ZAL TRAP™ collaboration and $85.0 million related to the antibody collaboration. 

Sanofi Collaboration Revenue 

(In millions) 

Six months ended 

June 30, 

2011 2010 

~~1-::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Regeneronexpense reimbursement $ 11.4 $ 8.7 

ttmi!lMM4.H®.Mii@itW.iffiiW\M\l.@.iMiiMW4.MMMilMiJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]JMMJJJ]J]J] 
Recognition of deferred revenue related to up-front payments 5.0 5.0 

:::::::::::::::::::::::::r.~~1:m~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::tj::t::::::::::::::::::::::::::::::t~;1 
Antibody: 

JJW¥W.iMM@lM¥.M¥•~Mi.iMJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]JMl~\J]J]J@;~ 
Recognition of deferred revenue related to up-front and other 

payments 4 .I 3 .3 

J]J~~@J~i®.Mii@mi@Ml.lMl.{r.J1.JW;iJ1.~H~ij~@i.i.l.i.]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]JJJJJMI]JJJJJ@ 
Total antibody 154.7 139.9 

¥JMHlilMWM&tM1MJHMMi.J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?J?t:t:::w:tMHJ:JW/M@ij 
,•.····························································································································································································································································································································································································································································································································· ............... .., ... ·.·.·~ 
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Sanofi's reimbursement of our ZALTRAP™ expenses increased in the first half of 2011 compared to the same period in 2010, primarily due to higher costs related to manufacturing 

ZAL TRAP™ clinical supplies. Effective in the second quarter of 2011, we and Sanofi began equally sharing pre-launch commercialization expenses related to ZAL TRAP™ in accordance 
with the companies' collaboration agreement. Our share of these expenses was $1.3 million in the first half of 2011, which reduced our Sanofi collaboration revenue. 

In the first half of 2011, Sanofi's reimbursement of our antibody expenses consisted of $82.8 million under the discovery agreement and $67.0 million of development costs under the 
license agreement, compared to $63.4 million and $72.4 million, respectively, in the first half of 2010. The higher reimbursement amount under the discovery agreement in the first half of 
2011, compared to the same period in 2010, was primarily due to an increase in our antibody discovery activities. The lower reimbursement of development costs in the second quarter of 
2011, compared to the same period in 2010, was primarily due to REGN475, which is currently on clinical hold. 

Recognition of deferred revenue related to Sanofi's $85.0 million up-front payment and other payments increased in the first half of 2011 compared to the same period in 2010. In 
connection with the November 2009 amendment of the discovery agreement, Sanofi is funding up to $30 million of agreed-upon costs to expand our manufacturing capacity at our 
Rensselaer, New York facilities. Revenue related to such funding from Sanofi is deferred and recognized as collaboration revenue prospectively over the performance period applicable to 
recognition of the original $85.0 million up-front payment. 

In August 2008, we entered into a separate Ve loci Gene® agreement with Sanofi. For both six months ended June 30, 2011 and 2010, we recognized $0.8 million in revenue related to this 
agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earned from Bayer HealthCare, as detailed below, consisted of cost sharing of Regeneron's global EYLEA™ development expenses and recognition of 
revenue related to a non-refundable $75.0 million up-front payment received in October 2006 and a $20.0 million milestone payment received in August 2007 (which, for the purpose of 
revenue recognition, was not considered substantive). 

Bayer HealthCare Collaboration Revenue 

Six months ended 

June 30, 

(In millions) 2011 2010 

p~~l.Mi@\MtiilMMOO&iMiiWMmMiMffil)l.,{]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]])]MMJ]J::::::m;~ 
Recognition of deferred revenue related to up-front and other milestone payments 4.9 4.9 

::::::::tr1mi.Jlf~i~M@m~t:~@wMi@\@!M@iEf]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]KJ#¥]]:w::rnM 

Cost-sharing of our global EYLEATM development expenses with Bayer HealthCare decreased in the first half of 2011 compared to the same period in 2010. In the first half of 2011, we 
incurred lower clinical development costs in connection with our Phase 3 VIEW I trial in wet AMD and our Phase 2 DA VINCI trial in DME, partly offset by higher internal costs in 
connection with regulatory filings in wet AMD. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreement with Astellas, the $20.0 million non-refundable payment received in the second quarter of 2010 was deferred upon receipt and 
recognized as revenue ratably over the ensuing year. In addition, in connection with the amendment and extension of our license agreement with Astellas, in August 2010, we received a 
$165.0 million up-front payment, which was deferred upon receipt and is being recognized as revenue ratably over a seven-year period beginning in June 2011. In connection with our 

Ve/oclmmune® license agreement with AstraZeneca, which terminated effective as of February 2011, the $20.0 million non-refundable payment received in the first quarter of 2010 was 
deferred upon receipt and recognized as revenue ratably through February 2011. In the first half of 2011 and 2010, we recognized $13.0 million and $20.0 million, respectively, of technology 
licensing revenue related to these agreements. 
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Net Product Sales 

For the six months ended June 30, 2011 and 2010, we recognized as revenue $9.5 million and $15.0 million, respectively, of AR CAL YST® net product sales. We had limited historical 

return experience for ARCAL YST® beginning with initial sales in 2008 through the end of 2009; therefore, AR CAL YST® net product sales were deferred until the right of return no longer 
existed and rebates could be reasonably estimated. Effective in the first quarter of 2010, we determined that we had accumulated sufficient historical data to reasonably estimate both 

product returns and rebates of ARCAL YST®. As a result, for the six months ended June 30, 2010, we recognized as revenue $15.0 million of ARCAL YST® net product sales, which 

included $10.2 million of ARCAL YST® net product sales made during the period and $4.8 million of previously deferred net product sales. 

Contract Research and Other Revenue 

Contract research and other revenue for the first half of 2011 and 2010 included $2.2 million and $2.3 million, respectively, recognized in connection with our five-year grant from the 
NIH, which we were awarded in September 2006 as part of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $321.3 million in the first half of 2011 from $272.0 million for the same period of 2010. Our average headcount in the first half of 2011 increased to 
1,464 from I, 151 in the same period of 2010 principally as a result of our expanding research and development activities, which were primarily attributable to our antibody collaboration with 
Sanofi. 

Operating expenses in the first half of 2011 and 2010 included a total of $27.2 million and $17.5 million, respectively, of Non-cash Compensation Expense, as detailed below: 

For the six months ended June 30, 2011 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

t¥\i@@JOO\OOM■.Wi?JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ!J]J@J@J@J@J@t.@~:::::::::@:::::::::::::::::::::::::::::rntt:::]::::::::::::::::::MM 
Selling, general, and administrative 36.3 I 1.7 48.0 

1J~~:~t:iJJ~~::~Jiij:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~1ij::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::ij:ij 

Total operating expenses $ 294.1 $ 27.2 $ 321.3 

For the six months ended June 30, 2010 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

F.J.@¥ii.i.i.%/Jl@~-;m::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::wttt?J?J?J@MA]]%J?t:t?l@J]¥:t?JMM 
Selling, general, and administrative 21.4 7.5 28.9 

!~~r:i~i:i~~ij~::~~@.::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::i;l:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::l::i: 

Total operating expenses $ 254.5 $ 17.5 $ 272.0 

The increase in total Non-cash Compensation Expense in the first half of 2011 was primarily attributable to (i) the recognition of higher expense in the first half of 2011 in connection 
with previously granted performance-based stock options that we estimate will vest, (ii) the higher fair market value of our Common Stock on the date of our annual employee option 
grants made in December 2010 compared to recent prior years, and (iii) the recognition of higher expense related to grants ofrestricted stock in December 2010. 
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Research and Development Expenses 

Research and development expenses increased to $272.5 million in the first half of 2011 from $242.0 million for the same period of 2010. The following table summarizes the major 
categories of our research and development expenses for the six months ended June 30, 2011 and 2010: 

Research and Development Expenses 

For the six months ended 

June 30, Increase 

(In millions) 2011 2010 (Decrease) 

i~ii.t.i.!~OO.i@iiiii.i.~::~~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::@.::::::::::::::::::::::~~;1.::::::::::::~:::::::::::::::::::::::~1,::::::::::::}::::::::::::::::*~;~::: 
Clinical trial expenses 42.5 60.8 (18.3) 

00/ij@@iiiMfiii\\ijMf&i@Hi]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]JJi~]J]J]i]i]M@]J]J]Jd@ 
Research and other development costs 31.1 26.6 4.5 

§.@ii®.ii\MMWiiiMMiMiiiMi@~!iiJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ!#@JJJJJJ/4%:MJJJJJJ@t 
Cost-sharing of Bayer HealthCare EYLEA TM 

development expenses (3) 33.6 22.8 10.8 

]]]j~@)iM@@~~J~Ui.llli~~P.~li.~]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]WJ?JMH]]W?t:t:mw::::::::::w:t:JM)f 

(I) Includes $13.6 million and $8.5 million of Non-cash Compensation Expense for the six months ended June 30, 2011 and 2010, respectively. 

(2) Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, including related payroll and benefits, Non-cash Compensation 
Expense, manufacturing materials and supplies, depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $1. 9 million and $1. 5 million of Non-cash 
Compensation Expense for the six months ended June 30, 2011 and 2010, respectively. 

(3) Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs global EYLEATM development expenses, we also recognize, as additional research and 

development expense, the portion of Bayer HealthCare's global EYLEATM development expenses that we are obligated to reimburse. Bayer HealthCare provides us with 

estimated global EYLEATM development expenses for the most recent fiscal quarter. Bayer HealthCare's estimate is reconciled to its actual expenses for such quarter in the 

subsequent fiscal quarter and our portion of its global EYLEATM development expenses that we are obligated to reimburse is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. Clinical trial expenses decreased due primarily to lower costs related to our 

Phase 3 clinical development program for ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy and our clinical development program for 
REGN475, which is currently on clinical hold. Clinical manufacturing costs increased primarily due to higher facility-related costs in connection with the expansion of our manufacturing 
capacity at our Rensselaer facility, partly offset by lower costs related to manufacturing supplies of antibody candidates, including REGN475. Research and other development costs 

increased primarily due to higher costs associated with our antibody programs and filing our BLA for EYLEATM in wet AMD. Occupancy and other operating costs increased 
primarily principally in connection with our higher headcount, expanded research and development activities, and new and expanded leased laboratory and office facilities in Tarrytown, 

New Y Olk. Cost-sharing of Bayer HealthCare' s global EYLEA TM development expenses increased primarily due to higher costs in connection with Bayer HealthCare' s Phase 3 trial in DME, 

which was initiated in the second quarter of 2011, and costs associated with ex-U.S. regulatory approval filings for EYLEATM in wet AMD. 

We prepare estimates of research and development costs for projects in clinical development, which include direct costs and allocations of certain costs such as indirect labor, Non
cash Compensation Expense, and manufacturing and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, the portion of 

Bayer HealthCare's EYLEATM development expenses that we are obligated to reimburse. Our estimates of research and development costs for clinical development programs are shown 
below: 

Project Costs 

For the six months 

ended June 30, Increase 

(In millions) 2011 2010 (Decrease) 

~t.~x$.t.i::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~::::::::::::i1;t:::::::::::~::::::::::::~:~;1::::::::::::t:::::::::::::mi~;~:i 
EYLEATM 83.7 64.8 18.9 

?M-flililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililili~;ililililililililililililililili~(~i:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!~:i~::: 
Sarilumab 14.0 14.7 (0.7) 

~,1i1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::i~i~:::::::::::::::::::::::::::i:t;:::::::::::::::::::::::::::::::::::~;t:: 
Other antibody candidates in clinical development 28.0 39.1 (11.1) 

§~i@iW:i@M~M@\W:Ii!MffiM\imH@]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]JJW@@]JJJJM¥J]JJJJM@ 
Total research and development expenses $ 272.5 $ 242.0 $ 30.5 
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Forthe reasons described above under "Research and Development Expenses" for the three months ended June 30, 2011 and 2010, and due to the variability in the costs necessary to 
develop a pharmaceutical product and the uncertainties related to future indications to be studied, the estimated cost and scope of the projects, and our ultimate ability to obtain 
governmental approval for commercialization, accurate and meaningful estimates of the total cost to bring our product candidates to market are not available. Similarly, we are currently 

unable to reasonably estimate if our product candidates will generate material product revenues and net cash inflows. In 2008, we received FDA approval for AR CAL YST® for the 
treatment of CAPS, a group of rare, inherited auto-inflammatory diseases that affect a very small group of people. We currently do not expect to generate material product revenues and net 

cash inflows from the sale of ARCAL YST® for the treatment of CAPS. 

Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $48.0 million in the first half of 2011 from $28.9 million for the same period of 2010 due primarily to increases in compensation 

expense and recruitment costs principally in connection with higher headcount in the first half of 2011, higher commercialization-related costs, primarily in connection with EYLEA™, 
higher legal expenses in connection with patent-related litigation with Genentech, and an increase in Non-cash Compensation Expense for the reasons described above. 

Cost of Goods Sold 

Cost of goods sold in the first half of 2011 and 2010 was $0.8 million and $1.1 million, respectively, and consisted primarily of royalties and other period costs related to ARCAL YST® 
commercial supplies. 

Other Income and Expense 

Investment income increased to $2.0 million in the first half of 2011 from $1.0 million in the same period of 2010, due primarily to higher yields on, and higher average balances of, cash 
and marketable securities. 

Interest expense increased to $7.8 million in the first half of 2011 from $4.4 million in the same period of 2010. Interest expense is primarily attributable to the imputed interest portion of 
payments to our landlord, commencing in the third quarter of 2009, to lease newly constructed laboratory and office facilities in Tarrytown, New York. In February 2011, we began 
occupying an additional new building in Tarrytown and, therefore, began recognizing interest expense on the related payments to our landlord. 

Liquidity and Capital Resources 

Since our inception in 1988, we have financed our operations primarily through offerings of our equity securities, a private placement of convertible debt (which was repurchased or 
repaid in 2008), purchases of our equity securities by our collaborators, including Sanofi, revenue earned under our past and present research and development agreements, including our 

agreements with Sanofi and Bayer HealthCare, our past contract manufacturing agreements, our technology licensing agreements, ARCAL YST® product revenue, and investment income. 

Six months ended June 30, 2011 and 2010 

At June 30, 2011, we had $569. l million in cash, cash equivalents, and marketable securities (including $8.2 million of restricted cash and marketable securities) compared with $626.9 
million at December 31, 2010 (including $7.5 million of restricted cash and marketable securities). In January 2011, we received, from Bayer HealthCare, a $10.0 million milestone payment, 

which was earned in 2010, in connection with the COPERNICUS study ofEYLEATM in CRVO. 
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Cash Used in Operating Activities 

Net cash used in operating activities was $44.6 million in the first six months of 2011 and $21.4 million in the first six months of 2010. Our net losses of $106.0 million in the first half of 
2011 and $56.0 million in the first half of 2010 included $27.2 million and $17.5 million, respectively, of Non-cash Compensation Expense. Our net losses also included depreciation and 
amortization of $14.9 million and $8.7 million in the first half of 2011 and 2010, respectively. 

At June 30, 2011, accounts receivable decreased by $8.5 million, compared to end-of-year 2010, primarily due to the receipt of the $10.0 million milestone payment in January 2011 from 
Bayer HealthCare, as discussed above. Prepaid expenses and other assets increased by $8.2 million, compared to end-of-year 2010, primarily due to increases in prepaid clinical trial costs 
and capitalized inventory supplies. Our deferred revenue at June 30, 2011 decreased by $20.6 million, compared to end-of-year 2010, primarily due to the amortization of previously received 
and deferred $20.0 million payments under our license agreements with AstraZeneca and Astellas, as well as amortization of previously received deferred payments under our Sanofi and 
Bayer HealthCare collaborations. Accounts payable, accrued expenses, and other liabilities increased by $38.6 million at June 30, 2011, compared to end-of-year 2010, primarily in 
connection with our expanded levels of activities and expenditures, including higher liabilities for pre-launch commercialization activities, higher payroll-related liabilities, and an $8.8 
million increase in cost-sharing payments due to Bayer HealthCare in connection with our EYLEA TM collaboration. 

At June 30, 2010, accounts receivable increased by $29.6 million, compared to end-of-year 2009, primarily due to a higher receivable balance related to our antibody collaboration with 
Sanofi. Also, our deferred revenue balances at June 30, 2010 increased by $16.6 million, compared to end-of-year 2009, primarily due to (i) the receipt of the $20.0 million annual payments 
from AstraZeneca and Astellas in the first half of 2010, which were deferred and recognized ratably over the ensuing year and (ii) Sanofi's funding of $13.8 million of agreed-upon costs 
incurred by us during the first half of 2010 to expand our manufacturing capacity at our Rensselaer facilities, which was deferred and is being recognized as collaboration revenue 
prospectively over the related performance period in conjunction with the original $85.0 million up-front payment received from Sanofi. These increases were partially offset by 
amortization of previously received deferred payments under our Sanofi and Bayer HealthCare collaborations. At June 30, 2010, accounts payable, accrued expenses, and other liabilities 
increased by $18.1 million, compared to end-of-year 2009, primarily in connection with our expanded levels of activities and expenditures, including higher liabilities for payroll and related 
costs and clinical trial expenses. 

Cash Provided by (Used in) Investing Activities 

Net cash provided by investing activities was $163.3 million in the first six months of 2011, compared with net cash used in investing activities of $132.6 million in the first half of 2010. 
In the first half of 2011, sales or maturities of marketable securities exceeded purchases by $201.0 million, whereas in the first half of 2010, purchases of marketable securities exceeded sales 
or maturities by $85 .5 million. Capital expenditures in the first half of 2011 and 20 IO included costs in connection with expanding our manufacturing capacity at our Rensselaer, New York 
facilities and tenant improvements and related costs in connection with our leased facilities in Tarrytown, New York. 

Cash Provided by Financing Activities 

Net cash provided by financing activities was $23.l million in the first six months of 2011 and $58.9 million in the first six months of 2010. In the first half of 2010, we received $47.5 
million from our landlord in connection with tenant improvement costs for our new Tarrytown facilities, which we recognized as additional facility lease obligations since we are deemed to 
own these facilities in accordance with Financial Accounting Standards Board ("FASB") authoritative guidance. In addition, proceeds from issuances of Common Stock in connection with 
exercises of employee stock options were $23.8 million in the first six months of 2011 and $12.1 million in the first six months of 2010. 
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Fair Value of Marketable Securities 

At June 30, 2011 and December 31 2010, we held marketable securities whose aggregate fair value totaled $314.7 million and $513.9 million, respectively. The composition of our 
portfolio of marketable securities on these dates was as follows: 

June 30, 2011 December 31, 2010 

Investmenttype Fair Value Percent Fair Value Percent 

W.1&?@~?.¥:J:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
U.S. government agency securities $ 237.2 75% $ 434.4 85% 

t.MVii@i#ii@,MiiiMiMi@MMliMiiiNMMJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJMWJJJJM%.JJJJJJJ%i.@JJJJ4~M 
Municipal bonds 16.1 5% 1.6 

iij11:~@ij&1~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1:i~::::::::::::::::::::::::::::¥.%::::::::::::::::::::::::::::::::::::::::@:;~::::::::::::::::::::::::::::~w: 
U.S. government guaranteed collateralized mortgage 

obligations 1.3 I% 2.1 

~i@.\j@ij~,:~tw.i@§::::::::::::::::::::::::::1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::@:;g:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::t;j:::::::::::::::::::::::::::::::::::::::: 
Total unrestricted marketable securities 306.6 97% 506.8 99% 

U.S. government agency securities 8.1 3% 7.1 

In addition, at June 30, 2011 and December 31, 2010, we had $254.4 million and $113.0 million, respectively, of cash, cash equivalents, and restricted cash, primarily held in money market 
funds that invest in U.S. government securities. 

Capital Expenditures 

Our cash expenditures for property, plant, and equipment totaled $37.0 million and $45.3 million for the first six months of 2011 and 2010, respectively. In February 2010, we received 
$4 7.5 million from our landlord in connection with tenant improvement costs in Tarrytown. In addition, Sanofi has funded $2.1 million and $13 .8 million, respectively, of agreed-upon capital 
expenditures incurred by us during the first half of 2011 and 2010 to expand our manufacturing capacity at our Rensselaer facilities, which was either received or receivable at June 30, 2011 
and 2010. 

We expect to incur capital expenditures of approximately $35 to $55 million during the remainder of 2011 primarily in connection with tenant improvements at our leased Tarrytown 
facilities, capital improvements at our Rensselaer, New York manufacturing facilities, and purchases of equipment. We expect to be reimbursed for a portion of these capital expenditures 
for our Rensselaer facilities by Sanofi, with the remaining amount to be funded by our existing capital resources. 

Funding Requirements 

We expect to continue to incur substantial funding requirements for research and development activities (including preclinical and clinical testing). As described above, expenses that 

we incur in connection with our ZALTRAP™ and antibodies collaborations are, generally, fully funded by Sanofi. In addition, as described above, we and Bayer HealthCare share agreed

upon development expenses that both companies incur in connection with our EYLEA™ collaboration. After taking into account anticipated reimbursements from our collaborators, we 
currently estimate that approximately 30-40% of our funding requirements for 2011 will be directed toward technology development, basic research and early preclinical activities, and the 

preclinical and clinical development of our product candidates (principally, for ARCAL YST® and EYLEA™). For 2011, we also currently estimate that approximately 15-25% of our funding 
requirements will be directed toward the planned commercialization of our late-stage product candidates; approximately 20-30% of our funding requirements will be applied to capital 
expenditures (as described above); and the remainder of our funding requirements will be used for general corporate purposes. 
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The amount we need to fund operations will depend on various factors, including the potential regulatory approval and commercialization of our product candidates and the timing 
thereof, the status of competitive products, the success of our research and development programs, the potential future need to expand our professional and support staff and facilities, 
the status of patents and other intellectual property rights (and pending or future litigation related thereto), the delay or failure of a clinical trial of any of our potential drug candidates, and 
the continuation, extent, and success of our collaborations with Sanofi and Bayer HealthCare. Clinical trial costs are dependent, among other things, on the size and duration of trials, fees 
charged for services provided by clinical trial investigators and other third parties, the costs for manufacturing the product candidate for use in the trials, and for supplies, laboratory tests, 
and other expenses. The amount of funding that will be required for our clinical programs depends upon the results of our research and preclinical programs and early-stage clinical trials, 
regulatory requirements, the duration and results of clinical trials underway and of additional clinical trials that we decide to initiate, and the various factors that affect the cost of each trial 
as described above. Our commercialization costs over approximately the next few years will depend on, among other things, whether or not our late-stage product candidates receive 
regulatory approval, the market potential for such product candidates, and the commercialization terms of our collaboration agreements, if applicable (whereby some or all 

commercialization costs may be shared with our collaborators). Currently, we are required to pay royalties on product sales of ARCAL YST® for the treatment of CAPS. In the future, if we 

are able to successfully develop, market, and sell AR CAL YST® for other indications or certain of our product candidates, we may be required to pay royalties or share the profits from 
such sales pursuant to our license or collaboration agreements. 

We expect that expenses related to the filing, prosecution, defense, and enforcement of patents and other intellectual property will continue to be substantial. 

We believe that our existing capital resources, including funding we are entitled to receive under our collaboration agreements, will enable us to meet operating needs through at least 
2013. However, this is a forward-looking statement based on our current operating plan, and there may be a change in projected revenues or expenses that would lead to our capital being 
consumed significantly before such time. For example, in connection with preparing to commercialize and launch potential products that are not licensed to a third party, we could incur 
substantial pre-marketing and commercialization expenses that could lead us to consume our cash at a faster rate. If there is insufficient capital to fund all of our planned operations and 
activities, we anticipate that we would (i) seek sources of additional capital through collaborative arrangements and/or additional public or private financing, including debt and equity 
financing and/or (ii) prioritize available capital to fund selected preclinical and clinical development programs and/or preparations for the potential commercialization of our late-stage 
product candidates, or license selected products. 

Other than letters of credit totaling $4.2 million, including a $3 .4 million letter of credit issued in connection with our lease for facilities in Tarrytown, New York, we have no off-balance 
sheet arrangements. In addition, we do not guarantee the obligations of any other entity. As of June 30, 2011, we had no other established banking arrangements through which we could 
obtain short-term financing or a line of credit. In October 2010, we filed a shelfregistration statement on Form S-3 registering the sale, in one or more offerings, of an indeterminate amount 
of equity or debt securities, together or separately. Our October 2010 public offering of approximately 6.3 million shares of Common Stock was completed under this shelf registration 
statement; however, there is no assurance that we will be able to complete any additional offerings of securities. Factors influencing the availability of additional financing include our 
progress in product development and commercialization, investor perception of our prospects, and the general condition of the financial markets. We may not be able to secure additional 
funding through new collaborative arrangements or additional public or private offerings. If we cannot raise adequate funds to satisfy our capital requirements, we may have to delay, 
scale-back, or eliminate certain of our research and development activities or future operations. This could materially harm our business. 

Future Impact of Recently Issued Accounting Standards 

In December 2010, the FASB provided authoritative guidance on how pharmaceutical manufacturers should recognize and classify in their income statement annual fees mandated by 
the Patient Protection and Affordable Care Act (PP ACA) as amended by the Health Care and Education Reconciliation Act. This guidance became effective for calendar years beginning 
after December 31, 2010. The adoption of this guidance did not have an impact on our financial statements as the fee does not currently apply to us. Our one marketed product, 

ARCAL YST® for the treatment of CAPS, has been approved as an orphan drug and orphan drugs are not subject to this annual fee. 
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In June 2011, the FASB amended its authoritative guidance on the presentation of comprehensive income. Under the amendment, an entity will have the option to present the total of 
comprehensive income, the components of net income, and the components of other comprehensive income either in a single continuous statement of comprehensive income or in two 
separate but consecutive statements. This amendment, therefore, eliminates the currently available option to present the components of other comprehensive income as part of the 
statement of changes in stockholders' equity. The amendment does not change the items that must be reported in other comprehensive income or when an item of other comprehensive 
income must be reclassified to net income. We will adopt this amended guidance for the fiscal year beginning January I, 2012. As this guidance relates to presentation only, the adoption 
of this guidance will not have any other effect on our financial statements. 

ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK 

Interest Rate Risk 

Our earnings and cash flows are subject to fluctuations due to changes in interest rates, principally in connection with our investments in marketable securities, which consist primarily 
of direct obligations of the U.S. government and its agencies, other debt securities guaranteed by the U.S. govermnent, and money market funds that invest in U.S. Government securities. 
We do not believe we are materially exposed to changes in interest rates. Under our current policies, we do not use interest rate derivative instruments to manage exposure to interest rate 
changes. We estimate that a one percent unfavorable change in interest rates would have resulted in approximately a $1.4 million and $1.2 million decrease in the fair value of our 
unrestricted investment portfolio at June 30, 2011 and 2010, respectively. The increase in interest rate risk year over year is due primarily to higher balances of marketable debt securities 
with maturities in excess of one year that we held at June 30, 2011 compared to the same period of 2010. 

Credit Quality Risk 

We have an investment policy that includes guidelines on acceptable investment securities, minimum credit quality, maturity parameters, and concentration and diversification. 
Nonetheless, deterioration of the credit quality of an investment security subsequent to purchase may subject us to the risk of not being able to recover the full principal value of the 
security. We recognized an other-than-temporary impairment charge related to a marketable security of $0.1 million in the first six months of 2010. During the first six months of 2011, we did 
not recognize any other-than-temporary impairment charges. 

ITEM 4. CONTROLS AND PROCEDURES 

Our management, with the participation of our chief executive officer and chief financial officer, conducted an evaluation of the effectiveness of our disclosure controls and procedures 
(as such term is defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as amended (the "Exchange Act")), as of the end of the period covered by this report. 
Based on this evaluation, our chief executive officer and chief financial officer each concluded that, as of the end of such period, our disclosure controls and procedures were effective in 
ensuring that information required to be disclosed by us in the reports that we file or submit under the Exchange Act is recorded, processed, summarized, and reported on a timely basis, 
and is accumulated and communicated to our management, including our chief executive officer and chief financial officer, as appropriate to allow timely decisions regarding required 
disclosure. 

There has been no change in our internal control over financial reporting (as such term is defined in Rules 13a-15(f) and 15d-15(f) under the Exchange Act) during the quarter ended 
June 3 0, 2011 that has materially affected, or is reasonably likely to materially affect, our internal control over financial reporting. 

43 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5554



PART II. OTHER INFORMATION 

ITEM 1. LEGAL PROCEEDINGS 

From time to time, we are a party to legal proceedings in the course of our business. We do not expect any such current ordinary course legal proceedings to have a material adverse 
effect on our business or financial condition. 

As previously reported, on November 19, 20 I 0, we filed a complaint against Genentech in the U.S. District Court for the Southern District of New York seeking a declaratory judgment 
that no activities relating to our VEGF Trap (aflibercept) infringe any valid claim of certain Genentech patents referred to as the Davis-Smyth patents. On January 12, 2011, Genentech filed 

a motion to dismiss the complaint, arguing that the lawsuit was premature and thus the Court lacked subject matter jurisdiction. Upon our submission to the FDA of a BLA for EYLEA™ 
(aflibercept injection) for the treatment of wet AMD, we filed a second complaint against Genentech in the same court seeking the same declaratory relief. On April 7, 2011, we and 
Genentech entered into a Joint Stipulation, which was approved and executed by the Court on April 11, 2011. Pursuant to the Joint Stipulation, we voluntarily dismissed our original 
complaint in favor of proceeding with our second complaint, and Genentech agreed that it would not seek to transfer the case to another judicial district or move to dismiss the second 
complaint for lack of subject matter jurisdiction or otherwise under Rule 12(b) of the Federal Rules of Civil Procedure. On April 25, 2011, Genentech filed an answer to the second complaint, 
denying that we are entitled to the declaratory relief being sought by us, and asserting counterclaims that our prior or planned activities relating to VEGF Trap have infringed or will 
infringe one or more claims of the Davis-Smyth patents. In its answer, Genentech requests a judgment against us for damages, including for willful infringement, and other relief as the 
Court deems appropriate. On May 11, 2011, Genentech filed an amended answer and counterclaim, again denying that we are entitled to the declaratory relief being sought by us, and 
asserting counterclaims that our prior or planned activities relating to VEGF Trap have infringed or will infringe claims of four of the five Davis-Smyth patents. In its amended answer and 
counterclaim, Genentech requests a judgment against us for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 25, 2011, we replied to 
Genentech's amended answer and counterclaim, denying Genentech's counterclaims, and denying that any of our prior or planned activities relating to VEGF Trap infringe any valid claim 
of the Davis-Smyth patents. We believe Genentech's counterclaims are without merit and intend to continue to defend against them vigorously. 

We have initiated patent-related actions against Genentech in Germany and the United Kingdom, and may initiate other actions in other countries outside the U.S. 

ITEM lA. RISK FACTORS 

We operate in an environment that involves a number of significant risks and uncertainties. We caution you to read the following risk factors, which have affected, and/or in the future 
could affect, our business, operating results, financial condition, and cash flows. The risks described below include forward-looking statements, and actual events and our actual results 
may differ materially from these forward-looking statements. Additional risks and uncertainties not currently known to us or that we currently deem immaterial may also impair our business 
operations. Furthermore, additional risks and uncertainties are described under other captions in this report and should also be considered by our investors. 

Risks Related to Our Financial Results and Need for Additional Financing 

We have had a history of operating losses and we may never achieve prof'Itability. If we continue to incur operating losses, we may be unable to continue our operations. 

From inception on January 8, 1988 through June 30, 2011, we had a cumulative loss of $1.2 billion. If we continue to incur operating losses and fail to become a profitable company, we 
may be unable to continue our operations. In the absence of substantial revenue from the sale of products or other sources, the amount, timing, nature or source of which cannot be 
predicted, our losses will continue as we conduct our research and development activities. 
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We may need additional funding in the future, which may not be available to us, and which may force us to delay, reduce or eliminate our product development programs or 
commercialization efforts. 

We will need to expend substantial resources for research and development, including costs associated with clinical testing of our product candidates, and to prepare for potential 
commercialization of our late-stage product candidates and, if one or more of those product candidates receive(s) regulatory approval, to fund the launch of those product(s). We believe 
our existing capital resources, together with funding we are entitled to receive under our collaboration agreements, will enable us to meet operating needs through at least 2013; however, 
one or more of our collaboration agreements may terminate, our projected revenue may decrease, or our expenses may increase, which could result in our capital being consumed 
significantly before that time. Our expenses may increase for many reasons, including expenses in connection with the potential commercial launch of our late-stage product candidates, 
expenses related to clinical trials testing ARCAL YST® or EYLEA™, and expenses related to the potential requirement for us to fund 20% of Phase 3 clinical trial costs for any of our 
antibody product candidates pursuant to the terms of our collaboration with Sanofi. 

We may require additional financing in the future and we may not be able to raise additional funds. If we are able to obtain additional financing through the sale of equity or 
convertible debt securities, such sales may be dilutive to our shareholders. Debt financing arrangements may require us to pledge certain assets or enter into covenants that would restrict 
our business activities or our ability to incur further indebtedness and may contain other terms that are not favorable to our shareholders. In October 2010, we filed a shelf registration 
statement on Form S-3 registering the sale, in one or more offerings, of an indeterminate amount of equity or debt securities, together or separately. Our October 2010 public offering of 
approximately 6.3 million shares of Common Stock was completed under this shelf registration statement; however, there is no assurance that we will be able to complete any additional 
offerings of securities. Should we require and be unable to raise sufficient funds to complete the development of our product candidates and also to successfully commercialize our late
stage product candidates if they obtain regulatory approval, we may face delay, reduction, or elimination of our research and development or preclinical or clinical programs. Even if we 
obtain regulatory approval for our product candidates, they may never be successfully launched or become profitable, in which case our business, financial condition, or results of 
operations may be materially harmed. 

The value of our investment portfolio, which includes cash, cash equivalents, and marketable securities, is influenced by varying economic and market conditions. A decrease in 
the value of an asset in our investment portfolio or a default by the issuer may result in our inability to recover the principal we invested and/or a recognition of a loss charged 
against income. 

As of June 30, 2011, our cash, cash equivalents, and marketable securities totaled $569. l million (including $8.2 million of restricted cash and marketable securities). We have invested 
our excess cash primarily in direct obligations of the U.S. government and its agencies, other debt securities guaranteed by the U.S. government, and money market funds that invest in 
U.S. government securities. We consider assets classified as marketable securities to be "available-for-sale," as defined by FASB authoritative guidance. Marketable securities totaled 
$306.6 million at June 30, 2011, are carried at fair value, and the unrealized gains and losses are included in other accumulated comprehensive income (loss) as a separate component of 
stockholders' equity. If the decline in the value of a security in our investment portfolio is deemed to be other-than-temporary, we write down the security to its current fair value and 
recognize a loss which may be fully charged against income. The current economic environment and the volatility of securities markets increase the risk that we may not recover the 
principal we invested and/or there may be further declines in the market value of securities in our investment portfolio. As a result, we may incur additional charges against income in 
future periods for other-than-temporary impairments or realized losses upon a security's sale or maturity, and such amounts may be material. 

Risks Related to the Development and Approval of Our Product Candidates 

We believe that a significant portion of the value attributed to our company by investors is based on the commercial potential of EYLEA ™ for the treatment of wet AMD and other 
ophthalmologic diseases, which has not yet been approved by the FDA or by regulatory authorities in countries outside the U.S. If there are material delays in obtaining marketing 

approval for EYLEA ™, or such approval is not obtained, our business, results of operations, and financial condition will be materially harmed. 
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The FDA has substantial discretion in deciding whether or not EYLEA™ should be granted approval in the U.S. based on the benefits and risks of EYLEA™ in treating the particular 

ophthalmologic diseases in which it is being studied in clinical trials. In February 2011, we submitted a BLAforEYLEA™forthe treatment ofwetAMD to the FDA. In April 2011, the FDA 
accepted the BLA for filing and granted our request for Priority Review. Under Priority Review, the target date for an FDA decision on the BLA is August 20, 2011. However, the FDA is 
not under any legal obligation to complete its review of the BLA or to render a decision within this timeframe, and it is not unusual for the FD A's review of and/or rendering a decision 
with respect to a BLA that has been granted Priority Review to extend beyond the initial target date. For instance, the FDA may request additional clinical or other data or information, 
including by issuing a complete response letter which may require that we submit additional clinical or other data or impose other conditions that must be met in order to secure final 
approval of our BLA. Even if such data and information are submitted, the FDA may ultimately decide that the BLA does not satisfy the criteria for approval. The granting of Priority 

Review designation for our BLA does not change the standards for approval and does not ensure that EYLEA ™ for the treatment of wet AMD will be approved. In June 2011, the 

Dermatologic and Ophthalmic Drugs Advisory Committee of the FDA voted unanimously to recommend that the FDA approve EYLEA™ for the treatment of wet AMD at a dose of 2 
milligrams every eight weeks following three initial doses given every four weeks. The FDA will consider the committee's recommendation in its review of our BLA, but it is not bound by 
the committee's recommendation and there can be no assurance that the FDA will follow the committee's recommendation. 

Whether EYLEA™ is approved by the FDA for the treatment of wet AMD, and the timing thereof, will depend on many factors, including the following: 

• whether or not the FDA determines that the evidence gathered in well-controlled clinical trials, other clinical trials and nonclinical studies ofEYLEA™ demonstrates that it is safe 
and effective as a treatment for wet AMD; 

• whether or not the FDA is satisfied that the manufacturing facilities, processes, and controls for EYLEA™ are adequate, that the labeling is satisfactory, and that plans for post
marketing studies, safety monitoring, and risk evaluation and management are sufficient; and 

• the timing and nature of the FDA's comments and questions, or those of any advisers to the FDA if the FDA seeks external advice, regarding our BLA for EYLEATM for the 
treatment of wet AMD, the time required to respond to any such comments and questions and to obtain final labeling, and any other delays that may be associated with the BLA 
review process. 

In June 2011, Bayer Healthcare submitted regulatory applications for marketing approval of EL YEA™ in wet AMD in the European Union and Japan. Analogous regulatory authorities 

in these and other countries outside the U.S. have similar discretion to the FDA as to approval ofEYLEA™ in those countries. 

If we experience material delays in obtaining marketing approval for EYLEA™ for wet AMD, we will not receive product revenues during the delay, which would negatively affect our 
business, results of operations, and financial condition. Such delays may also increase the challenge of competitive products as doctors and patients continue to use existing therapies. If 

we do not obtain approval to market EYLEA™ for wet AMD, or if there are material delays in obtaining such approval, our business and financial position will be materially harmed. 

If we do not obtain regulatory approval for our product candidates, we will not be able to market or sell them, which would materially and negatively impact our business and 
prospects. 

We cannot sell or market products without regulatory approval. If we do not obtain and maintain regulatory approval for our product candidates, including ARCAL YST® for the 

treatment of diseases other than CAPS, EYLEATM for the treatment of ophthalmologic diseases, and/or ZAL TRAP™ for one or more oncology indications, the value of our company and 

our results of operations will be materially harmed. As with our BLA for EYLEA™ for the treatment of wet AMD, we cannot predict as to whether or when our other product candidates, 

including ZALTRAP™ for previously treated mCRC, EYLEA™ for CRVO and DME, and ARCAL YST®for the prevention of gout flares in patients initiating uric acid-lowering therapy, will 
receive regulatory approval. If we are unable to obtain such approval(s), or if we are materially delayed in doing so, our business and prospects would be materially harmed. 
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Obtaining and maintaining regulatory approval for drug products is costly, time-consuming, and highly uncertain. 

In the U.S., we must obtain and maintain approval from the FDA for each drug we intend to sell. Obtaining FDA approval is typically a lengthy and expensive process, and approval is 
highly uncertain. Foreign governments also regulate drugs distributed in their country and approval in any country is likely to be a lengthy and expensive process, and approval is highly 
uncertain. Except for FDA approval of ARCAL YST®, and the EMA approval of rilonacept, for the treatment of CAPS, none of our product candidates has ever received regulatory 
approval to be marketed and sold in the U.S. or any other country. We may never receive regulatory approval for any of our current or future product candidates. 

The FDA enforces Good Clinical Practices (GCPs) and other regulations through periodic inspections of trial sponsors, clinical research organizations (CROs), principal investigators, 
and trial sites. If we or any of the third parties conducting our clinical studies are determined to have failed to fully comply with GCPs, the study protocol or applicable regulations, the 
clinical data generated in those studies may be deemed unreliable. This could result in non-approval of our product candidates by the FDA, or we or the FDA may decide to conduct 
additional audits or require additional clinical studies, which would delay our development programs, require us to incur additional costs and could substantially harm our business. 

Before approving a new drug or biologic product, the FDA requires that the facilities at which the product will be manufactured or advanced through the supply chain be in compliance 
with current Good Manufacturing Practices, or cGMP, requirements and regulations governing the shipment and storage of the product. Manufacturing product candidates in compliance 
with these regulatory requirements is complex, time-consuming, and expensive. To be successful, our products must be manufactured for development, and following approval in 
commercial quantities, in compliance with regulatory requirements, and at competitive costs. If we or any of our product collaborators, or third-party manufacturers, product packagers, 
labelers, or other parties performing steps in the supply chain are unable to maintain regulatory compliance, the FDA can impose regulatory sanctions, including, among other things, 
refusal to approve a pending application for a new drug or biologic product, or revocation of a pre-existing approval. As a result, our business, financial condition, and results of 
operations may be materially harmed. 

In addition to the FDA and other regulatory agency regulations in the U.S., we are subject to a variety of foreign regulatory requirements governing human clinical trials, 
manufacturing, marketing and approval of drugs, and commercial sale and distribution of drugs in foreign countries. The foreign regulatory approval process and requirements include all 
of the risks associated with FDA approval as well as country specific regulations, and actions by a regulatory agency in a country or region with respect to a product candidate may have 
an impact on the approval process for that product candidate in another country or region. Whether or not we obtain FDA approval for a product in the U.S., we must obtain approval of 
the product by the comparable regulatory authorities in foreign countries before we can conduct clinical trials of or market that product or any other product in those countries. 

Clinical trials required for our product candidates are expensive and time-consuming, and their outcome is highly uncertain. If any of our drug trials are delayed or yield 
unfavorable results, regulatory approval for our product candidates may be delayed or become unobtainable. 

As described above, we must conduct extensive testing of our product candidates before we can obtain regulatory approval to market and sell them. We need to conduct both 
preclinical animal testing and human clinical trials. Conducting these trials is a lengthy, time-consuming, and expensive process. These tests and trials may not achieve favorable results 
for many reasons, including, among others, failure of the product candidate to demonstrate safety or efficacy, the development of serious or life-threatening adverse events (or side 
effects) caused by or connected with exposure to the product candidate, difficulty in enrolling and maintaining subjects in the clinical trial, lack of sufficient supplies of the product 
candidate or comparator drug, and the failure of clinical investigators, trial monitors, contractors, consultants, or trial subjects to comply with the trial plan, protocol, or applicable 
regulations related to GCPs. A clinical trial may fail because it did not include a sufficient number of patients to detect the endpoint being measured or reach statistical significance. A 
clinical trial may also fail because the dose(s) of the investigational drug included in the trial were either too low or too high to determine the optimal effect of the investigational drug in 
the disease setting. 
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We will need to reevaluate any drug candidate that does not test favorably and either conduct new trials, which are expensive and time consuming, or abandon that drug development 
program. The failure of clinical trials to demonstrate the safety and effectiveness of our clinical candidates for the desired indication(s) would preclude the successful development of 
those candidates for such indication(s), in which event our business, financial condition, and results of operations may be materially harmed. 

Successful development of our current and future product candidates is uncertain. 

Only a small minority of all research and development programs ultimately result in commercially successful drugs. We are testing ZALTRAP™ and EYLEA ™ in a number of late-stage 

clinical trials in various indications and AR CAL YST® for the prevention of gout flares in patients initiating uric acid-lowering drug therapy. Clinical trials may not demonstrate statistically 
sufficient effectiveness and safety to obtain the requisite regulatory approvals for these product candidates in these indications. In a number of instances, we have terminated the 
development of product candidates due to a lack of or only modest effectiveness. Moreover, even if we obtain positive results from preclinical or clinical trials, we may not achieve the 
same success in future trials. Many companies in the biopharmaceutical industry, including our company, have suffered significant setbacks in clinical trials, even after promising results 
have been obtained in earlier trials. 

In April 2011 we announced that our Phase 3 VELOUR trial of ZAL TRAP™ met its primary endpoint of improving overall survival in the treatment of previously treated mCRC, and that 
based upon these positive results, we and Sanofi plan to submit regulatory applications for marketing approval to the FDA and EMA in the second half of 2011. However, we can give no 

assurance as to whether or when such applications, if submitted, will be approved. ZAL TRAP™ is also in a Phase 3 clinical trial in combination with a standard chemotherapy regimen for 

the treatment of first-line androgen independent prostate cancer. We do not have proof of concept data from early-stage, double-blind, controlled clinical trials that ZAL TRAP™ will be 

safe or effective in this cancer setting. In March 2010, Genentech announced that a Phase 3 trial of its VEGF antagonist, Avastin® (Bevacizumab Injection), in combination with 

chemotherapy in men with prostate cancer, did not meet its primary endpoint. This trial had a very similar design to our ongoing Phase 3 trial of ZAL TRAP™ in prostate cancer. 

We are testingEYLEA™ in Phase 3 trials for the treatment of wet AMD, the treatment of CRVO, and the treatment ofDME. As described above, in February 2011, we submitted a BLA 

to the FDA for marketing approval of EYLEATM in wet AMD in the U.S. In April 2011, the FDA accepted the BLA for filing and granted our request for Priority Review. Although we 

reported positive Phase 3 trial results with EYLEA ™ in wet AMD after one year of treatment, the Phase 3 trials will continue for an additional year and there is a risk that the results from 
the second year of the studies could differ from the previously reported results; such difference could delay or preclude regulatory approval or, if regulatory approval has been granted, 
result in the revocation of such approval. 

We also reported positive Phase 3 trial results with EYLEA ™ in CRVO after six months of treatment and, based on these results, plan to submit a regulatory application for marketing 

approval of EYLEA™ in CRVO in the second half of 2011. However, these trials are not all completed, and there is a risk that one-year results could differ from six-month results, and such 
final results could delay or preclude regulatory approval or, if regulatory approval has been granted, result in the revocation of such approval. There can be no assurance as to if or when 

we will receive regulatory approval for EYLEA™ in CRVO. 

We also reported positive results of a Phase 2 trial of EYLEA™ for the treatment of DME and that we have initiated a Phase 3 program in that indication. A number of other potential 
new drugs and biologics which showed promising results in Phase I and 2 clinical trials subsequently failed to establish sufficient safety and efficacy data to obtain necessary regulatory 

approvals, and this could occur with respect to subsequent clinical trials of EYLEA ™ for the treatment of DME. 

Based on the results of three Phase 3 studies, we plan to submit a supplemental BLA to the FDA seeking approval of AR CAL YST® for the prevention of gout flares in patients 
initiating uric acid-lowering drug therapy. However, there can be no assurance as to if or when the FDA will grant such approval. For example, in June 2011, following two positive Phase 3 
trials, the Arthritis Advisory Committee of the FDA, voted to recommend against approval in a gout indication for Haris® (canikinurnab), Novartis' IL-I inhibitor which works through a 

similar mechanism as ARCAL YST®. 
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Many of our clinical trials are conducted under the oversight of IDMCs. These independent oversight bodies are made up of external experts who review the progress of ongoing 
clinical trials, including available safety and efficacy data, and make recommendations concerning a trial's continuation, modification, or termination based on interim, unblinded data. Any 
of our ongoing clinical trials may be discontinued or amended in response to recommendations made by responsible IDMCs based on their review of such interim trial results. For example, 
in September 2009, a Phase 3 trial that was evaluating ZAL TRAP™ as a first-line treatment for metastic pancreatic cancer in combination with gemcitabine was discontinued at the 
recommendation of an IDMC after a planned analysis of interim efficacy data determined that the trial would not meet its efficacy endpoint. The recommended termination of any of our 
ongoing late-stage clinical trials by an IDMC could negatively impact the future development of our product candidate(s), and our business may be materially harmed. 

We are studying our antibody candidates in a wide variety of indications in early stage clinical trials. Many of these trials are exploratory studies designed to evaluate the safety 
profile of these compounds and to identify what diseases and uses, if any, are best suited for these product candidates. These early stage product candidates may not demonstrate the 
requisite efficacy and/or safety profile to support continued development for some or all of the indications that are being, or are planned to be, studied, which would diminish our clinical 
"pipeline" and could negatively affect our future prospects and the value of our company. 

Serious complications or side effects have occurred, and may continue to occur, in connection with the use of ARCALYSTID for the treatment of CAPS and in clinical trials of some 

of our product candidates, and may also occur with the more widespread use of ZALTRAP™, EYLEA™, and/or ARCALYSTID for the prevention of gout flares if they receive 
regulatory approval, which could cause our regulatory approval(s) to be revoked or otherwise negatively affected or lead to delay or discontinuation of development of our 
product candidates which could severely harm our business. 

During the conduct of clinical trials, patients report changes in their health, including illnesses, injuries, and discomforts, to their study doctor. Often, it is not possible to determine 
whether or not the drug candidate being studied caused these conditions. Various illnesses, injuries, and discomforts have been reported from time-to-time during clinical trials of our 
product candidates. It is possible that as we test our drug candidates in larger, longer, and more extensive clinical programs, or as use of these drugs becomes more widespread if they 
receive regulatory approval, illnesses, injuries, and discomforts that were observed in earlier trials, as well as conditions that did not occur or went undetected in previous trials, will be 
reported by patients. Many times, side effects are only detectable after investigational drugs are tested in large scale, Phase 3 clinical trials or, in some cases, after they are made available 
to patients after approval. If additional clinical experience indicates that any of our product candidates has many side effects or causes serious or life-threatening side effects, the 
development of the product candidate may fail or be delayed, or if the product candidate has received regulatory approval such approval may be revoked, which would severely harm our 
business. 

ZAL TRAP™ is being studied for the potential treatment of certain types of cancer and our EYLEA™ candidate is being studied in diseases of the eye. There are many potential safety 

concerns associated with significant blockade of VEGF that may limit our ability to successfully develop ZAL TRAP™ and EYLEA™ in each of the indications for which we are studying 
these product candidates. These serious and potentially life-threatening risks, based on clinical and preclinical experience of VEGF inhibitors, include bleeding, intestinal perforation, 
hypertension, proteinuria, congestive heart failure, heart attack, and stroke. In addition, patients given infusions of any protein, including ZAL TRAP™ delivered through intravenous 
administration, may develop severe hypersensitivity reactions or infusion reactions. Other VEGF blockers have reported side effects that became evident only after large scale trials or after 
marketing approval when large numbers of patients were treated. There are risks inherent in the intravitreal administration of drugs like EYLEA™, which can cause injury to the eye and 

other complications. These and other complications or side effects could harm the development and/or commercialization of ZAL TRAP™ for the treatment of cancer or EYLEA ™ for the 
treatment of diseases of the eye. 

As more patients begin to use AR CAL YST® if it receives approval for the prevention of gout flares in patients initiating uric acid-lowering therapy, and to the extent it is tested in new 

disease settings, new risks and side effects associated with AR CAL YST® may be discovered, and risks previously viewed as inconsequential could be determined to be significant. Like 

cytokine antagonists such as Haris® (canakinumab), a registered trademark of Novartis, Kineret® (anakinra), a registered trademark of Biovitrum AB, Enbrel® (etanercept), a registered 

trademark of Amgen, Inc. and Pfizer Inc., and Remicade® (infliximab) a registered trademark of Centocor Ortho Biotech, ARCAL YST® affects the immune defense system of the body by 

blocking some of its functions. Therefore, ARCAL YST® may interfere with the body's ability to fight infections. As noted above, in June 2011, following two positive Phase 3 trials, the 

Arthritis Advisory Committee of the FDA, voted to recommend against approval in a gout indication for Haris®, Novartis' IL-I inhibitor which works through a similar mechanism as 

ARCALYST®. 
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Treatment with Kineret®, a medication that works through the inhibition of IL-I, has been associated with an increased risk of serious infections, and serious, life threatening infections 

have been reported in patients taking ARCAL YST®. These or other complications or side effects could cause regulatory authorities to revoke approvals of ARCAL YST® for the treatment 

of CAPS or deny the approval of AR CAL YST® for the prevention of gout flares in patients initiating uric acid-lowering treatment or other disease settings. Alternatively, we may be 

required to conduct additional clinical trials, make changes in the labeling of our product, or limit or abandon our efforts to develop ARCAL YST® in new disease settings. Any such side 

effects may also result in a reduction, or even the elimination, of sales of ARCAL YST® in the current or future approved indications. 

We are studying REGN4 7 5, a fully human monoclonal antibody to NGF, in a variety of pain indications, including osteoarthritis of the knee. In December 20 I 0, we were informed by the 
FDA that a case confirmed as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA believes this case, which follows previously-reported cases of joint 
replacements in patients on an anti-NGF drug candidate being developed by another pharmaceutical company, provides evidence to suggest a class-effect and placed REGN475 on clinical 
hold. On September 13, 2011, the FDA's Arthritis Advisory Committee will meet to discuss possible safety issues related to anti-NGF compounds. The FDA will ask the Committee to 
determine whether reports of joint destruction represent a safety signal for the class and whether the risk-benefit balance for these compounds favors continued development as 
analgesics. There are currently no ongoing trials with REGN4 75 that are either enrolling or treating patients. 

Our product candidates in development are recombinant proteins that could cause an immune response, resulting in the creation of harmful or neutralizing antibodies against the 
therapeutic protein. 

In addition to the safety, efficacy, manufacturing, and regulatory hurdles faced by our product candidates, the administration of recombinant proteins frequently causes an immune 
response, resulting in the creation of antibodies against the therapeutic protein. The antibodies can have no effect or can totally neutralize the effectiveness of the protein, or require that 
higher doses be used to obtain a therapeutic effect. In some cases, the antibody can cross react with the patient's own proteins, resulting in an "auto-immune" type disease. Whether 
antibodies will be created can often not be predicted from preclinical or clinical experiments, and their detection or appearance is often delayed, so there can be no assurance that 
neutralizing antibodies will not be detected at a later date, in some cases even after pivotal clinical trials have been completed. 

We may be unable to formulate or manufacture our product candidates in a way that is suitable for clinical or commercial use, which would delay or prevent continued 
development of such candidates and/or receipt of regulatory approval or commercial sale, which could materially harm our business. 

If we are unable to continue to develop suitable product formulations or manufacturing processes to support large scale clinical testing of our product candidates, including our 
antibody candidates, we may be unable to supply necessary materials for our clinical trials, which would delay or prevent the development of our product candidates. Similarly, if we are 
unable, directly or through our collaborators or third parties, to supply sufficient quantities of our products or develop formulations of our product candidates suitable for commercial use, 
we will be unable to obtain regulatory approval for those product candidates. 

Risks Related to Intellectual Property and Market Exclusivity 

If we cannot protect the confidentiality of our trade secrets or our patents are insufficient to protect our proprietary rights, our business and competitive position will be harmed. 

Our business requires using sensitive and proprietary technology and other information that we protect as trade secrets. We seek to prevent improper disclosure of these trade secrets 
through confidentiality agreements. If our trade secrets are improperly disclosed, by our own employees, our collaborators or otherwise, it would help our competitors and adversely affect 
our business. We will be able to protect our proprietary rights from unauthorized use by third parties only to the extent that our rights are covered by valid and enforceable patents or are 
effectively maintained as trade secrets. The patent position of biotechnology companies, including our company, involves complex legal and factual questions and, therefore, 
enforceability cannot be predicted with certainty. Our patents may be challenged, invalidated, or circumvented. Patent applications filed outside the U.S. may be challenged by third parties 
who file an opposition. Such opposition proceedings are increasingly common in the European Union and are costly to defend. We have pending patent applications in the European 
Patent Office and it is likely that we will need to defend patent applications from third-party challengers from time to time in the future. Our patent rights may not provide us with a 
proprietary position or competitive advantages against competitors. Furthermore, even if the outcome is favorable to us, the enforcement of our intellectual property rights can be 
extremely expensive and time consuming. 
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We may be restricted in our development, manufacturing, and/or commercialization activities by, and could be subject to damage awards if we are found to have infringed, third
party patents or other proprietary rights, and the costs and expenses of ongoing patent litigation have been and will likely continue to be significant. 

Our commercial success depends significantly on our ability to operate without infringing the patents and other proprietary rights of third parties. Other parties may allege that they 
have blocking patents to our products in clinical development or even to products that have received regulatory approval and are being or have been commercialized, either because they 
claim to hold proprietary rights to the composition of a product or the way it is manufactured or used. Moreover, other parties may allege that they have blocking patents to antibody 
products made using our Ve/oclmmune® technology, either because of the way the antibodies are discovered or produced or because of a proprietary position covering an antibody or the 
antibody's target. 

We are aware of issued patents and pending patent applications owned by Genentech that claim certain chimeric VEGF receptors. We do not believe that ZALTRAP™ or EYLEA™ 
infringe any valid claim in these patents or patent applications. As described above under Part II, Item I ("Legal Proceedings"), in November 2010, we commenced a lawsuit against 
Genentech in the U.S. District Court for the Southern District of New York, seeking a declaratory judgment that no activities relating to VEGF Trap infringe any valid claim of certain 
Genentech patents referred to as the Davis-Smyth patents. In April 2011, we and Genentech entered into a Joint Stipulation whereby Genentech agreed that it would not seek to transfer 
the case to another judicial district or move to dismiss the case for lack of subject matter jurisdiction. On April 25, 2011, Genentech filed an answer to our complaint, denying that we are 
entitled to the declaratory relief being sought by us, and asserting counterclaims that our prior or planned activities relating to VEGF Trap have infringed or will infringe one or more claims 
of the Davis-Smyth patents. In its answer, Genentech requests a judgment against us for damages, including for willful infringement, and other relief as the Court deems appropriate. On 
May 11, 2011, Genentech filed an amended answer and counterclaim, again denying that we are entitled to the declaratory relief being sought by us, and asserting counterclaims that our 
prior or planned activities relating to our VEGF Trap have infringed or will infringe claims of four of the five Davis-Smyth patents. In its amended answer and counterclaim, Genentech 
requests a judgment against us for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 25, 2011, we replied to Genentech's amended 
answer and counterclaim, denying Genentech's counterclaims, and denying that any of our prior or planned activities relating to VEGF Trap infringe any valid claim of the Davis-Smyth 
patents. We believe Genentech's counterclaims are without merit and intend to continue to defend against them vigorously. However, it is possible that there could be an adverse 
determination or judgment in this litigation that would materially harm our business by requiring us to seek a license, which may not be available, or precluding the manufacture, further 

development, or sale of ZAL TRAP™ or EYLEA ™, or resulting in a damage award. In addition, irrespective of the outcome of this litigation, we have incurred and will likely continue to 
incur significant costs and expenses associated with this matter, which has negatively affected, and will likely continue to negatively affect, our results of operations. We have initiated 
patent-related actions against Genentech in Germany and the United Kingdom, and may initiate other actions in other countries outside the U.S., which could have similar or other adverse 
outcomes that would materially harm our business and which, irrespective of the outcomes, may also entail significant costs and expenses. 

We are aware of patents and pending applications owned by Roche that claim antibodies to IL-6R and methods of treating rheumatoid arthritis with such antibodies. We are 
developing sarilumab, an antibody to IL-6R, for the treatment of rheumatoid arthritis. Although we do not believe that sarilumab infringes any valid claim in these patents or patent 
applications, Roche could initiate a lawsuit for patent infringement and assert its patents are valid and cover sarilumab. 
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We are aware of a U.S. patent jointly owned by Genentech and City of Hope relating to the production of recombinant antibodies in host cells. We currently produce our antibody 

product candidates using recombinant antibodies from host cells and may choose to produce additional antibody product candidates in this manner. Neither ARCAL YST®, ZALTRAP™, 

nor EYLEA™ are recombinant antibodies. If any of our antibody product candidates are produced in a manner subject to valid claims in the Genentech patent, then we may need to obtain 
a license from Genentech, should one be available. Genentech has licensed this patent to several different companies under confidential license agreements. If we desire a license for any 
of our antibody product candidates and are unable to obtain a license on commercially reasonable terms or at all, we may be restricted in our ability to use Genentech's techniques to make 
recombinant antibodies in or to import them into the U.S. 

Further, we are aware of a number of other third-party patent applications that, if granted with claims as currently drafted, may cover our current or planned activities. We cannot 
assure you that our products and/or actions in manufacturing or selling our product candidates will not infringe such patents. 

Patent holders in addition to Genentech could assert claims against us for damages and seek to prevent us from manufacturing, selling, or developing our drug candidates, and a court 

may find that we are infringing validly issued patents of third parties. In the event that the manufacture, use, or sale of any of our drug candidates, including EYLEA™ or our other late
stage product candidates, infringes on the patents or violates other proprietary rights of third parties, we may be prevented from pursuing product development, manufacturing, and 
commercialization of those drugs and may be required to pay costly damages. Such a result may materially harm our business, financial condition, and results of operations. In any event, 
legal disputes are likely to be costly and time consuming to defend. 

We seek to obtain licenses to patents when, in our judgment, such licenses are needed. If any licenses are required, we may not be able to obtain such licenses on commercially 
reasonable terms, if at all. The failure to obtain any such license could prevent us from developing or commercializing any one or more of our product candidates, which could severely 
harm our business. 

Loss or limitation of patent rights, and new regulatory pathways for biosimilar competition, could reduce the duration of market exclusivity for our products. 

In the pharmaceutical and biotechnology industries, the majority of an innovative product's commercial value is usually realized during the period in which it has market exclusivity. In 
the U.S. and some other countries, when market exclusivity expires and generic versions of a product are approved and marketed, there can be very substantial and rapid declines in the 
product's sales. 

If our late-stage product candidates or other clinical candidates are approved for marketing in the U.S or elsewhere, market exclusivity for those products will generally be based upon 
patent rights and/or certain regulatory forms of exclusivity. As described above under "Ifwe cannot protect the confidentiality of our trade secrets or our patents are insufficient to 
protect our proprietary rights, our business and competitive position will be harmed", the scope and enforceability of our patent rights may vary from country to country. The failure to 
obtain patent and other intellectual property rights, or limitations on the use, or the loss, of such rights could be material to us. Absent patent protection or regulatory exclusivity for our 
products, it is possible, both in the U.S. and elsewhere, that generic and/or biosimilar versions of those products may be approved and marketed which could result in substantial and 
rapid reductions in revenues from sales of those products. 

Under the PPACA, enacted in 2010, there is now a new, abbreviated path in the U.S. for regulatory approval of biosimilar versions of biological products. The PPACA provides a 
regulatory mechanism that allows for FDA approval of biologic drugs that are similar to (but not generic copies of) innovative drugs on the basis of less extensive data than is required by 
a full BLA. Under this new regulation, an application for approval of a biosimilar may be filed four years after approval of the innovator product. However, qualified innovative biological 
products will receive 12 years of regulatory exclusivity, meaning that the FDA may not approve a biosimilar version until 12 years after the innovative biological product was first 
approved by the FDA. 

The increased likelihood of biosimilar competition has increased the risk of loss of innovators' market exclusivity. Due to this risk, and uncertainties regarding patent protection, if our 
late-stage product candidates or other clinical candidates are approved for marketing, it is not possible to predict the length of market exclusivity for a particular product with certainty 
based solely on the expiration of the relevant patent(s) or the current forms of regulatory exclusivity. The loss of market exclusivity for a product would likely materially and negatively 
affect revenues from product sales of that product and thus our financial results and condition. 
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Risks Related to Manufacturing and Supply 

We have and rely on limited internal and contracted manufacturing and supply chain capacity, which could result in our being unable to successfully commercialize our products 
if they receive regulatory approval and also to continue to develop our clinical candidates. 

Our manufacturing facility would be inadequate to produce the active pharmaceutical ingredients of (a) EYLEA ™, ZAL TRAP™, and AR CAL YS T® for the treatment of gout flares in 
sufficient commercial quantities if these late-stage product candidates were all to receive regulatory approval, and (b) our earlier stage product candidates in sufficient clinical quantities if 
our clinical pipeline advances as planned. In addition to expanding our internal capacity, we intend to rely on our corporate collaborators, as well as contract manufacturers, to produce 
commercial quantities of drug material needed for commercialization of our products to the extent such quantities are not manufactured at our own facility. We rely entirely on third-parties 
and our collaborators for filling and finishing services. Generally, in order for other parties to perform any step in the manufacturing and supply chain, we must transfer technology to the 
other party which can be time consuming and may not be successfully accomplished without considerable cost and expense, or at all. We will have to depend on these other parties to 
perform effectively on a timely basis and to comply with regulatory requirements. If for any reason they are unable to do so, and as a result we are unable to manufacture and supply 
sufficient commercial quantities of our products on acceptable terms, or if we should encounter delays or other difficulties in our relationships with our corporate collaborators, third-party 
manufacturers, or other parties involved in our supply chain which adversely affect the timely manufacture and supply of our products, our business, financial condition, and results of 
operations may be materially harmed. 

Expanding our manufacturing capacity will be costly and we may be unsuccessful in doing so in a timely manner, which could delay or prevent the launch and successful 
commercialization of our late-stage product candidates if they are approved for marketing and could jeopardize our current and future clinical development programs. 

Expanding our manufacturing capacity to supply commercial quantities of the active pharmaceutical ingredients for our late-stage product candidates if they are approved for 
marketing, and to supply clinical drug material to support the continued growth of our clinical programs, will require substantial additional expenditures, and we will need to hire and train 
significant numbers of employees and managerial personnel to staff our manufacturing and supply chain operations. Start-up costs can be large and scale-up entails significant risks 
related to process development and manufacturing yields. In addition, we may face difficulties or delays in developing or acquiring the necessary production equipment and technology to 
manufacture sufficient quantities of our product candidates at reasonable costs and in compliance with applicable regulatory requirements. The FDA and analogous foreign regulatory 
authorities must determine that our existing and any expanded manufacturing facilities comply, or continue to comply, with cGMP requirements for both clinical and commercial production 
and license them, or continue to license them, accordingly, and such facilities must also comply with applicable environmental, safety, and other governmental permitting requirements. We 
may not successfully expand or establish sufficient manufacturing capabilities or manufacture our products economically or in compliance with cGMPs and other regulatory requirements, 
and we and our collaborators may not be able to build or procure additional capacity in the required timeframe to meet commercial demand for our late-stage product candidates if they 

receive regulatory approval, and to continue to meet the requirements of our clinical programs. This would interfere with our efforts to successfully commercialize EYLEA™, ZALTRAP™, 

and ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering treatment if they receive regulatory approval, and could also delay or require us to discontinue 
one or more of our clinical development programs. As a result, our business, financial condition, and results of operations could be materially harmed. 
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Our ability to manufacture our products may be impaired if any of our manufacturing activities, or the activities of third parties involved in our manufacture and supply chain, are 
found to infringe third-party patents. 

Our ability to continue to manufacture ARCAL YST®, EYLEA™, and ZALTRAP™ in our Rensselaer, New York facilities, or to utilize third-parties to produce our products or perform 
fill/finish services or other steps in our manufacture and supply chain, depends on our and their ability to operate without infringing the patents or other intellectual property rights of 
third parties. Other parties may allege that our manufacturing activities, or the activities of third parties involved in our manufacture and supply chain, infringe patents or other intellectual 
property rights. A judicial decision in favor of one or more parties making such allegations could preclude the manufacture of our products which could materially harm our business, 
operations and prospects. 

If the launch of our late-stage product candidates, or any of our clinical programs, are delayed or discontinued, we may face costs related to unused capacity at our manufacturing 
facilities and at the facilities of third parties performing fill/finish services or other steps in our manufacture and supply chain. 

We have large-scale manufacturing operations in Rensselaer, New York. We use our facilities to produce bulk product of ARCAL YST® for the treatment of CAPS and of clinical and 
preclinical candidates for ourselves and our collaborations, and plan to use such facilities to produce bulk product for commercial supply of our late-stage product candidates if they are 
approved for marketing. If our clinical candidates are discontinued or their clinical development is delayed, if the launch of our late-stage product candidates is delayed or does not occur, 
or if such products are launched and subsequently recalled or marketing approval is rescinded, we may have to absorb one hundred percent of related overhead costs and inefficiencies, 
as well as similar costs of third-party contract manufacturers performing fill/finish services for us. 

Third-party service or supply failures, or other failures, business interruptions, or natural disasters affecting our manufacturing facilities in Rensselaer, New York or the facilities 
of any other party participating in the supply chain, would adversely affect our ability to supply our products. 

We manufacture all of our bulk drug materials at our manufacturing facilities in Rensselaer, New York. We would be unable to manufacture these materials if our Rensselaer facilities 
were to cease production due to regulatory requirements or action, business interruptions, labor shortages or disputes, contaminations, fire, natural disasters, or other problems at the 
facilities. 

Also, certain raw materials necessary for the manufacture and formulation of ARCAL YST® and of our product candidates, including EYLEA™ and ZALTRAP™, are provided by 
single-source unaffiliated third-party suppliers. In addition, we rely on certain third parties to perform filling, finishing, distribution, laboratory testing, and other services related to the 

manufacture of ARCAL YST® and our product candidates. We would be unable to obtain these raw materials or services for an indeterminate period of time if any of these third parties 
were to cease or interrupt production or otherwise fail to supply these materials, products, or services to us for any reason, including due to regulatory requirements or action, adverse 
financial developments at or affecting the supplier, failure by the supplier to comply with cGMPs, business interruptions, or labor shortages or disputes. This, in tum, could materially and 

adversely affect our ability to manufacture or supply ARCAL YST® for the treatment of CAPS and to manufacture and supply commercial quantities of EYLEA™, ZAL TRAP™, and 

ARCAL YST® for the prevention of gout flares if they receive regulatory approval, which could materially and adversely affect our business and future prospects. 

Certain of the raw materials required in the manufacture and the formulation of our product candidates may be derived from biological sources, including mammalian tissues, bovine 
serum, and human serum albumin. There are certain European regulatory restrictions on using these biological source materials. If we are required to substitute for these sources to comply 
with European regulatory requirements, our clinical development activities may be delayed or interrupted. 

If we fail to meet the stringent requirements of governmental regulation in the manufacture of drug products or product candidates, we could incur substantial remedial costs, 
delays in the development or approval of our product candidates and/or in their commercial launch if they obtain regulatory approval, and a reduction in sales. 

We and our third-party providers are required to maintain compliance with cGMP, and are subject to inspections by the FDA or comparable agencies in other jurisdictions to confirm 
such compliance. Changes of suppliers or modifications of methods of manufacturing may require amending our application(s) to the FDA or such comparable foreign agencies and 
acceptance of the change by the FDA or such comparable foreign agencies prior to release of product(s). Because we produce multiple product candidates at our facility in Rensselaer, 

New York, including ARCAL YST®, EYLEA™, and ZALTRAP™, there are increased risks associated with cGMP compliance. Our inability, or the inability of our third-party fill/finish or 
other service providers, to demonstrate ongoing cGMP compliance could require us to engage in lengthy and expensive remediation efforts, withdraw or recall product, halt or interrupt 
clinical trials, and/or interrupt commercial supply of any marketed products, and could also delay or prevent our obtaining regulatory approval for our late-stage product candidates. Any 
delay, interruption, or other issue that arises in the manufacture, fill/finish, packaging, or storage of any drug product or product candidate as a result of a failure of our facilities or the 
facilities or operations of third parties to pass any regulatory agency inspection or maintain cGMP compliance could significantly impair our ability to develop, obtain approval for, and 
successfully commercialize our products, which would substantially harm our business and prospects. Any finding of non-compliance could also increase our costs, cause us to delay the 
development of our product candidates, and cause us to lose revenue from any marketed products, which could be seriously detrimental to our business and financial condition. 
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Risks Related to Commercialization of Products 

Even if we receive regulatory approval to market EYLEATM or our other late-stage product candidates, we may be unsuccessful in commercializing them, which would materially 
delay or prevent our achieving profitability. 

Even if clinical trials demonstrate the safety and effectiveness of any of our product candidates for a specific disease and the necessary regulatory approvals are obtained, the 
commercial success of any of our product candidates will depend upon, among other things, their acceptance by patients, the medical community, and third-party payers and on our and 
our collaborators' ability to successfully manufacture and commercialize those products. Even if we obtain regulatory approval for our product candidates, if they are not successfully 
commercialized, we will not be able to recover the significant investment we have made in developing such products and our business, results of operations, and financial condition would 
be severely harmed. 

In particular, we cannot be sure that EYLEATM for the treatment of wet AMD will be commercially successful in the pharmaceutical market even if we obtain marketing approval for 

EYLEATM for such indication in a timely manner. In addition to the challenges we face related to a company launching its first major commercial drug, as described in detail in the risk factor 

immediately below, we and Bayer Healthcare will face intense competition from Lucentis® and from off-label use of Avastin®, both of which have been on the market for a number of years. 

We expect that the initial commercial success of EYLEA TM for the treatment of wet AMD if it is approved for marketing will depend on many factors, including the following: 

• the effectiveness of our and Bayer Healthcare's commercial strategy for the launch and marketing of EYLEATM in and outside the U.S., respectively, including pricing strategy and 
the effectiveness of efforts to obtain, and the timing of obtaining, adequate third-party reimbursements; 

• maintaining and successfully monitoring commercial manufacturing arrangements for EYLEATM with third-parties who perform fill/finish or other steps in the manufacture of 
EYLEATM to ensure that they meet our standards and those of regulatory authorities, including the FDA, which extensively regulate and monitor pharmaceutical manufacturing 
facilities; 

• our ability to meet the demand for commercial supplies of EYLEA TM; 
• our ability to effectively communicate to the marketplace the benefits of EYLEA'sTM dosing regimen of every 2 months as compared to the monthly dosing regimen of Lucentis®, 

and the willingness of retinal specialists and patients to switch from Lucentis® or off-label use of Avastin® to EYLEATM for the treatment of wet AMD; 
• the ability of patients, retinal specialists, and other providers to obtain and maintain sufficient coverage and reimbursement from third-party payors, including Medicare and 

Medicaid in the U.S. and other government payors; and 
• the effect of new health care legislation currently being implemented in the United States. 

While we believe that EYLEA TM for the treatment of wet AMD will have a commercially competitive profile, we cannot predict whether ophthalmologists, particularly retinal specialists, 

and patients, will accept or utilize EYLEATM. Our and Bayer Healthcare's efforts to educate the relevant medical community and third-party payors regarding the benefits of EYLEATM for 

the treatment of wet AMD will require significant resources and may not be successful in achieving our objectives. If EYLEATM is approved for marketing but does not achieve significant 
market acceptance for the treatment of wet AMD, our ability to achieve profitability would be materially impaired or delayed. 

55 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5566



If we are unable to establish and effectively deploy and manage sales, marketing, and distribution capabilities in the applicable markets or to enter into agreements with third 
parties to do so, even if our late-stage product candidates receive regulatory approval we will be unable to successfully launch and commercialize those products in those markets, 
which would materially harm our business, operating results, and financial condition. 

We are selling ARCAL YST® ourselves in the U.S. for the treatment of CAPS, primarily through third-party service providers. We are establishing our own sales, marketing, and 

distribution organization in anticipation of receiving regulatory approval to market and sell EYLEATM in the U.S. for the treatment of wet AMD, and in anticipation of filing for and 

receiving regulatory approval to market and sell EYLEA™ in the U.S. for the treatment of CRVO. However, even if we can fully establish this organization in a timely fashion, we may be 

unsuccessful in achieving a successful launch and commercialization of EYLEA™ in the U.S., which would materially harm our business, operating results, and financial condition. 

We will have to rely on a third party or devote significant resources to develop our own sales, marketing, and distribution capabilities for AR CAL YST® for patients with gout initiating 
uric acid-lowering drug therapy if it receives regulatory approval. If we are unable to obtain these capabilities, either by developing our own organizations or entering into agreements with 

others to provide these functions, even if AR CAL YST® for the prevention of gout flares receives marketing approval, we will not be able to successfully launch and commercialize this 
product, which would also materially harm our business, operating results, and financial condition. 

We have no experience in sales, marketing, or distribution of products in substantial commercial quantities or in establishing and managing the required infrastructure to do so, 
including large-scale information technology systems and a large-scale distribution network, and we may be unable to establish such infrastructure on a timely basis. In building a field 

force in anticipation of the possible approval and launch in the U.S. of EYLEATM in wet AMD and other ophthalmologic indications for which it is currently in Phase 3 clinical trials, we 
may be unable to successfully recruit and retain within the required time frame an adequate number of qualified sales representatives. To the extent we determine to utilize third parties to 

provide sales, marketing, or distribution capabilities for ARCAL YST® for the prevention of gout flares or any of our other products if they receive regulatory approval, we may encounter 
difficulties in retaining such parties on acceptable terms. Even if we hire qualified sales and marketing personnel, and establish the required infrastructure we need to support our 
objectives, or enter into marketing and distribution agreements with third parties on acceptable terms, we may not do so in an efficient manner or on a timely basis. We may not be able to 

correctly judge the size and experience of the sales and marketing force and the scale of distribution capabilities necessary to successfully market and sell in the U.S. EYLEA™, 

ARCAL YST® for the prevention of gout flares, or any of our other product candidates if they receive regulatory approval in the U.S. and as to which we retain sales and marketing 
responsibility in that market. Establishing and maintaining sales, marketing, and distribution capabilities are expensive and time-consuming. Our expenses associated with building up and 
maintaining a sales force and distribution capabilities may be disproportional, particularly in the near term, compared to the revenues we may be able to generate on sales in the U.S. of 

EYLEA ™ or AR CAL YST® for the prevention of gout flares. We cannot guarantee that we or our collaborators will be successful in commercializing EYLEA™, ZAL TRAP™, AR CAL YS T® 
for the prevention of gout flares, or any of our other product candidates. 

Under the terms of our collaboration agreement, Sanofi has primary responsibility for sales, marketing, and distribution of ZAL TRAP™ in cancer indications, should it be approved in 
the future by regulatory authorities for marketing. 

We currently have no sales, marketing, commercial, or distribution capabilities outside the U.S. Under the terms of our license and collaboration agreement with Bayer HealthCare, we 

will rely on Bayer HealthCare for sales, marketing, and distribution of EYLEA™ in countries outside the U.S. should it be approved for marketing in such countries. 
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Even if our product candidates are approved for marketing, their commercial success is highly uncertain given their method of administration, and because our competitors have 
received approval for and may be marketing products with a similar mechanism of action or may enter the marketplace with better or lower cost drugs. 

Our product candidates are delivered either by intravenous infusion or by intravitreal or subcutaneous injections, which are generally less well received by patients than tablet or 
capsule delivery and this could adversely affect the commercial success of those products if they receive marketing approval. 

There is substantial competition in the biotechnology and pharmaceutical industries from pharmaceutical, biotechnology, and chemical companies. Many of our competitors have 
substantially greater research, preclinical and clinical product development and manufacturing capabilities, and financial, marketing, and human resources than we do. Our smaller 
competitors may also enhance their competitive position if they acquire or discover patentable inventions, form collaborative arrangements, or merge with large pharmaceutical companies. 
Even if we achieve product commercialization, our competitors have achieved, and may continue to achieve, product commercialization before our products are approved for marketing and 
sale. 

As previously noted, Genentech has an approved VEGF antagonist, Avastin®, on the market for treating certain cancers and many different pharmaceutical and biotechnology 
companies are working to develop competing VEGF antagonists, including Novartis, Amgen, Imclone LLC/Eli Lilly and Company, Pfizer, AstraZeneca, and GlaxoSmithKline. Some of these 

molecules are further along in development than ZAL TRAP™ and may offer competitive advantages over our molecule. Each of Pfizer, Onyx Pharmaceuticals, Inc. (together with its 
partner Bayer HealthCare), and GlaxoSmithKline are marketing and selling oral medications that target tumor cell growth and new vasculature formation that fuels the growth of tumors. 

The marketing approvals for Genentech's VEGF antagonist, Avastin®, and their extensive, ongoing clinical development plan for Avastin® in other cancer indications, make it more 

difficult for us to enroll patients in clinical trials to support ZAL TRAP™ for those indications and to obtain regulatory approval of ZALTRAP™ in those indications. This may delay or 

impair our ability to successfully develop and commercialize ZALTRAP™ for various cancer indications. In addition, even if ZAL TRAP™ is approved for sale for the treatment of certain 

cancers, it will be difficult for our drug to compete against Avastin® and the FDA approved kinase inhibitors, because doctors and patients will have significant experience using these 
medicines. In addition, an oral medication may be considerably less expensive for patients than a biologic medication, providing a competitive advantage to companies that market such 
products. 

The market for eye disease products is also very competitive. Novartis and Genentech are collaborating on the commercialization and further development of a VEGF antibody 

fragment, Lucentis® for the treatment of wet AMD, CRVO, DME, and other eye indications. Lucentis® was approved by the FDA in June 2006 for the treatment of wet AMD and in June 

2010 for the treatment of macular edema following retinal vein occlusion (RVO), CRVO, and branch retinal vein occlusion (BRVO). Lucentis® was also approved by the EMA for wet AMD 
in January 2007 and for DME in January 2011. Many other companies are working on the development of product candidates for the potential treatment of wet AMD and DME including 
those that act by blocking VEGF and VEGF receptors, as well as siRNAs that modulate gene expression. In addition, ophthalmologists are using off-label, with success for the treatment of 

wet AMD, DME, and RVO, a third-party repackaged version of Genentech's approved VEGF antagonist, Avastin®. 

The NEI and others are conducting long-term, controlled clinical trials comparing Lucentis® to Avastin® in the treatment of wet AMD. One-year data from the Comparison of Age

Related Macular Degeneration Treatments Trial (CATT), were reported in April 2011 and indicated that Avastin® dosed monthly was non-inferior to Lucentis® dosed monthly in the 

primary efficacy endpoint of mean visual acuity gain at 52 weeks. Even if ourBLA forEYLEA™forthe treatment of wet AMD is approved, it may be difficult forEYLEA™ in this or other 

eye indications for which it may be approved to compete against Lucentis® and Avastin® because doctors and patients have had significant experience using these medicines. Moreover, 

the recently reported results of the CATT study, combined with the relatively low cost of Avastin® in treating patients with wet AMD, may well exacerbate the competitive challenge 

which EYLEA™ will face in this or other eye indications for which it may be approved. In addition, while we believe that ZAL TRAP™ would not be well tolerated if administered directly 

to the eye, if ZAL TRAP™ is approved for the treatment of certain cancers, there is a risk that third parties will attempt to repackage ZAL TRAP™ for use and sale for the treatment of wet 

AMD and other diseases of the eye, which would present a potential low-cost competitive threat to EYLEA™ if it is approved for wet AMD or other eye indications. 

57 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5568



The availability of highly effective FDA approved TNF-antagonists such as Enbrel®, Remicade®, Humira® (adalimumab), a registered trademark of Abbott Laboratories, Simponi® 

(golimumab ), a registered trademark of Centocor, the IL-I receptor antagonist Kineret®, Haris® ( canakinumab ), and other marketed therapies makes it more difficult to successfully develop 

and commercialize ARCAL YST® in indications other than CAPS, and this is one of the reasons we discontinued the development of AR CAL YST® in adult rheumatoid arthritis. In addition, 

even if ARCAL YST® is ever approved for sale in indications where TNF-antagonists are approved, it will be difficult for our drug to compete against these FDA approved TNF
antagonists because doctors and patients have had significant experience using these effective medicines. Moreover, in such indications these approved therapeutics may offer 

competitive advantages over AR CAL YST®, such as requiring fewer injections. 

There are both small molecules and antibodies in development by other companies that are designed to block the synthesis of IL-I or inhibit the signaling of IL-I. For example, Eli Lilly, 
Xoma Ltd. (in collaboration with Servier), and Novartis are each developing antibodies to IL-I and both Amgen and Medimmune are developing antibodies to the IL-I receptor. In 2009, 

Novartis received regulatory approval in the U.S. and Europe for Haris®, a fully human anti-interleukin-IL!Jl antibody, for the treatment of CAPS. Haris® is also in development for 

atherosclerosis and a number of other inflammatory diseases. Novartis' IL-I antibody and these other drug candidates could offer competitive advantages over AR CAL YST®. For example, 

Haris® is dosed once every eight weeks compared to the once-weekly dosing regimen for ARCAL YST®. The successful development and/or commercialization of these competing 

molecules could adversely affect sales of AR CAL YST® for the treatment of CAPS and delay or impair our ability to commercialize ARCAL YST® for indications other than CAPS. 

We are developing AR CAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy and plan to submit a BLA for U.S. regulatory approval in the second 

half of 2011. In January 2011, Novartis announced that the results of two Phase 3 studies with Haris® focused on reducing pain and preventing recurrent attacks or "flares" in patients with 

hard-to-treat gout were positive. Novartis has also reported that regulatory filings for the use of Haris® in gouty arthritis have been completed in the European Union in 2010 and in the 

U.S. in the first quarter of 2011, based on the results of these two Phase 3 studies. Haris® is dosed less frequently for the treatment of CAPS, and if it is approved for the treatment of gout, 

it may be perceived by some physicians as offering competitive advantages over ARCAL YST®, which would make it difficult for us to successfully commercialize ARCAL YST® in that 
disease. 

Currently, inexpensive, oral therapies such as analgesics and other Nonsteroidal anti-inflammatory drugs (NSAIDS), are used as the standard of care to treat the symptoms of gout 

diseases. These established, inexpensive, orally delivered drugs may make it difficult for us to successfully commercialize AR CAL YST® in these diseases. 

Our early-stage clinical candidates in development are all fully human monoclonal antibodies, which were generated using our Ve/oclmmune® technology. Our antibody generation 
technologies and early-stage clinical candidates face competition from many pharmaceutical and biotechnology companies using various technologies. 

Numerous other companies are developing therapeutic antibody products. Companies such as Pfizer, Johnson & Johnson, AstraZeneca, Amgen, Biogen Idec, Novartis, 
Genentech/Roche, Bristol-Myers Squib, Abbott, and GlaxoSmithKline have generated therapeutic products that are currently in development or on the market that are derived from 
recombinant DNA that comprise human antibody sequences. 

We are aware of several pharmaceutical and biotechnology companies actively engaged in the research and development of antibody products against targets that are also the targets 
of our early-stage product candidates. For example, Pfizer, Johnson & Johnson, and Abbott are developing antibody product candidates against NGF. Genentech/Roche is marketing an 
antibody against IL-6R (tocilizumab) for the treatment of rheumatoid arthritis, and several other companies, including Centocor/Johnson & Johnson, and Bristol-Myers Squibb, have 
antibodies against IL-6 in clinical development for this disease. GlaxoSmithKline, in partnership with OncoMed Pharmaceuticals, has a Dll4 antibody in clinical development for the 
treatment of solid tumors. Aerovance has two formulations of a biologic directed against IL-4 in clinical development. Amgen previously had an antibody against IL-4R in clinical 
development for the treatment of asthma. We believe that several companies, including Amgen and Pfizer, have development programs for antibodies against PCSK9. Amgen, Pfizer, and 
AstraZeneca have development programs underway for antibodies against ANG2. If any of these or other competitors announces a successful clinical study involving a product that may 
be competitive with one of our product candidates or the grant of marketing approval by a regulatory agency for a competitive product, such developments may have an adverse effect on 
our business or future prospects. 
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The successful commercialization of our late-stage product candidates will depend on obtaining coverage and reimbursement for use of these products from third-party payers, 
including Medicare and Medicaid in the U.S., and these payers may not agree to cover or adequately reimburse for use of our products or may do so at levels that make our 
products uncompetitive and/or unprofitable, which would materially harm our business, operating results, and financial condition. 

Our product candidates, if commercialized, may be significantly more expensive than traditional drug treatments. For example, we are developing ARCAL YST® for the prevention of 
gout flares in patients initiating uric acid-lowering drug therapy. Patients suffering from this gout indication are currently treated with inexpensive therapies, including NSAIDS. These 
existing treatment options are likely to be considerably less expensive and may be preferable to a biologic medication for some patients. Our future revenues and profitability will be 
adversely affected in a material manner if U.S. and foreign governmental, private third-party insurers and payers, and other third-party payers, including Medicare and Medicaid, do not 
agree to defray or reimburse the cost of our products to the patients. If these entities do not provide coverage and reimbursement with respect to our products or provide an insufficient 
level of coverage and reimbursement, our products may be too costly for many patients to afford them, and physicians may not prescribe them. Many third-party payers cover only 
selected drugs, making drugs that are not preferred by such payers more expensive for patients, and require prior authorization or failure on another type of treatment before covering a 
particular drug. In particular, payers may impose these obstacles to coverage on higher-priced drugs, as our product candidates are likely to be. 

Government and other third-party payers are challenging the prices charged for healthcare products and increasingly limiting, and attempting to limit, both coverage and level of 
reimbursement for prescription drugs. In March 2010, the PPACA and a related reconciliation bill were enacted in the U.S. This legislation imposes cost containment measures that are 
likely to adversely affect the amount of reimbursement for our future products. The full effects of this legislation are unknown at this time and will not be known until regulations and 
guidance are issued by the Centers for Medicare and Medicaid Services (CMS) and other federal and state agencies. Some states are also considering legislation that would control the 
prices of drugs, and state Medicaid programs are increasingly requesting manufacturers to pay supplemental rebates and requiring prior authorization by the state program for use of any 
drug for which supplemental rebates are not being paid. It is likely that federal and state legislatures and health agencies will continue to focus on additional health care reform in the 
future that will impose additional constraints on prices and reimbursements for our products. 

Since EYLEA™ for the treatment of wet AMD and other eye diseases, ZALTRAP™ for oncology indications, and ARCAL YST® for the prevention of gout flares will likely be too 
expensive for most patients to afford without health insurance coverage, if these products are approved for marketing but are unable to obtain adequate coverage and reimbursement by 
third-party payers, including Medicare and Medicaid in the U.S., our ability to successfully commercialize these products would be materially adversely impacted. We can provide no 
assurance that third-party payers, including Medicare and Medicaid in the U.S., will cover and/or reimburse for these products at levels required for us to successfully commercialize these 
products. Any limitation imposed by third-party payers on the use of our products if they are approved for marketing, any action or decision by CMS or analogous foreign agencies or 
authorities which for any reason denies coverage or reimbursement for our products or provides coverage or reimbursement at levels that harm our products' competitiveness or leads to 
lower prices for those products, will have a material negative effect on our ability to achieve profitability. 

In certain foreign countries, pricing, coverage, and level of reimbursement of prescription drugs are subject to governmental control, and we and our collaborators may be unable to 
obtain coverage, pricing, and/or reimbursement on terms that are favorable to us or necessary for us or our collaborators to successfully commercialize our products in those countries. In 
some foreign countries, the proposed pricing for a drug must be approved before it may be lawfully marketed. The requirements governing drug pricing vary widely from country to 
country. For example, the European Union provides options for its member states to restrict the range of medicinal products for which their national health insurance systems provide 
reimbursement and to control the prices of medicinal products for human use. A member state may approve a specific price for the medicinal product or it may instead adopt a system of 
direct or indirect controls on the profitability of the company placing the medicinal product on the market. Our results of operations may suffer if we or our collaborators are unable to 
market our products in foreign countries or if coverage and reimbursement for our products in foreign countries is limited or delayed. 
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Regulatory and Litigation Risks 

If the testing or use of our products harms people, we could be subject to costly and damaging product liability claims. 

The testing, manufacturing, marketing, and sale of drugs for use in people expose us to product liability risk. Any informed consent or waivers obtained from people who enroll in our 

clinical trials may not protect us from liability or the cost of litigation. We may also be subject to claims by patients who use our approved product, ARCAL YST® for the treatment of 

CAPS, or EYLEA™, ZAL TRAP™, or ARCAL YST® for the prevention of gout flares if those product candidates receive regulatory approval and become commercially available, that they 
have been injured by a side effect associated with the drug. We may face product liability claims and be found responsible even if injury arises from the acts or omissions of our third
party fill/finish or other providers. Our product liability insurance may not cover all potential liabilities or may not completely cover any liability arising from any such litigation. Moreover, 
in the future we may not have access to liability insurance or be able to maintain our insurance on acceptable terms. 

If we market and sell approved products, in a way that violates federal or state fraud and abuse laws, we may be subject to civil or criminal penalties. 

In addition to FDA and related regulatory requirements, we are subject to health care "fraud and abuse" laws, such as the federal False Claims Act, the anti-kickback provisions of the 
federal Social Security Act, and other state and federal laws and regulations. Federal and state anti-kickback laws prohibit, among other things, payments or other remuneration to induce 
or reward someone to purchase, prescribe, endorse or recommend a product that is reimbursed under federal or state healthcare programs. If we provide payments or other remuneration to 
a healthcare professional to induce the prescribing of our products, we could face liability under state and federal anti-kickback laws. 

Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false claim for payment to the federal government, or knowingly making, or 
causing to be made, a false statement to get a false claim paid. Pharmaceutical companies have been prosecuted under these laws for a variety of alleged promotional and marketing 
activities, such as allegedly providing free product to customers with the expectation that the customers would bill federal programs for the product; reporting to pricing services inflated 
average wholesale prices that were then used by federal programs to set reimbursement rates; engaging in promotion for uses that the FDA has not approved, known as off-label uses, 
that caused claims to be submitted to Medicaid for non-covered off-label uses, and submitting inflated best price information to the Medicaid Rebate program. 

The majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims laws, which apply to items and services reimbursed under Medicaid and 
other state programs, or, in several states, apply regardless of the payer. Sanctions under these federal and state laws may include civil monetary penalties, exclusion of a manufacturer's 
products from reimbursement under government programs, criminal fines, and imprisonment. 

Even if it is determined that we have not violated these laws, government investigations into these issues typically require the expenditure of significant resources and generate 
negative publicity, which would harm our business and financial results and condition. Because of the breadth of these laws and the narrowness of the safe harbors, it is possible that 
some of our business activities could be challenged under one or more of such laws. 

In recent years, several states and localities, including California, the District of Columbia, Massachusetts, Maine, Minnesota, Nevada, New Mexico, Vermont, and West Virginia, have 
enacted legislation requiring pharmaceutical companies to establish marketing compliance programs, and file periodic reports with the state or make periodic public disclosures on sales, 
marketing, pricing, clinical trials, and other activities. Similar requirements are being considered in other states. In addition, as part of the PP ACA pharmaceutical companies will be required 
to file reports with the federal government regarding payments made to healthcare professionals. Many of these requirements are new and uncertain, and the penalties for failure to comply 
with these requirements are unclear. Nonetheless, if we are found not to be in full compliance with these laws, we could face enforcement actions, fines, and other penalties, and could 
receive adverse publicity, which would harm our business and financial results and condition. 
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Our operations may involve hazardous materials and are subject to environmental, health, and safety laws and regulations. Compliance with these laws and regulations is costly, 
and we may incur substantial liability arising from our activities involving the use of hazardous materials. 

As a biopharmaceutical company with significant manufacturing operations, we are subject to extensive environmental, health, and safety laws and regulations, including those 
governing the use of hazardous materials. Our research and development and manufacturing activities involve the controlled use of chemicals, viruses, radioactive compounds, and other 
hazardous materials. The cost of compliance with environmental, health, and safety regulations is substantial. If an accident involving these materials or an environmental discharge were 
to occur, we could be held liable for any resulting damages, or face regulatory actions, which could exceed our resources or insurance coverage. 

Our business is subject to increasingly complex corporate governance, public disclosure, and accounting requirements and regulations that could adversely affect our business 
and financial results and condition. 

We are subject to changing mies and regulations of various federal and state governmental authorities as well as the stock exchange on which our Common Stock is listed. These 
entities, including the Public Company Accounting Oversight Board (PCAOB), the SEC and The NASDAQ Stock Market LLC, have issued a significant number of new and increasingly 
complex requirements and regulations over the course of the last several years and continue to develop additional requirements and regulations in response to laws enacted by Congress, 
including the Sarbanes-Oxley Act of 2002 and, most recently, the Dodd-Frank Wall Street Reform and Protection Act, or the Dodd-Frank Act. There are significant corporate governance 
and executive compensation-related provisions in the Dodd-Frank Act that expressly authorized or required the SEC to adopt additional mies in these areas, such as shareholder approval 
of executive compensation (so-called "say on pay") and proxy access. On January 25, 2011, the SEC adopted final mies concerning "say on pay". Our efforts to comply with these 
requirements and regulations have resulted in, and are likely to continue to result in, an increase in expenses and a diversion of management's time from other business activities. 

In future years, if we are unable to conclude that our internal control over financial reporting is effective, the market value of our Common Stock could be adversely affected. 

As directed by Section 404 of the Sarbanes-Oxley Act of 2002, the SEC adopted mies requiring public companies to include a report of management on the Company's internal control 
over financial reporting in their annual reports on Form 10-K that contains an assessment by management of the effectiveness of our internal control over financial reporting. In addition, 
the independent registered public accounting firm auditing our financial statements must attest to and report on the effectiveness of our internal control over financial reporting. Our 
independent registered public accounting firm provided us with an unqualified report as to the effectiveness of our internal control over financial reporting as of December 31, 2010, which 
report is included in our Annual Report on Form 10-K for the fiscal year ended on that date. However, we cannot assure you that management or our independent registered public 
accounting firm will be able to provide such an unqualified report as of future year-ends. In this event, investors could lose confidence in the reliability of our financial statements, which 
could result in a decrease in the market value of our Common Stock. In addition, if it is determined that deficiencies in the design or operation of internal controls exist and that they are 
reasonably likely to adversely affect our ability to record, process, summarize, and report financial information, we would likely incur additional costs to remediate these deficiencies and 
the costs of such remediation could be material. 
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Changes in laws and regulations affecting the healthcare industry could adversely affect our business. 

All aspects of our business, including research and development, manufacturing, marketing, pricing, sales, litigation, and intellectual property rights, are subject to extensive legislation 
and regulation. Changes in applicable federal and state laws and agency regulations could have a materially negative impact on our business. These include: 

• changes in the FDA and foreign regulatory processes for new therapeutics that may delay or prevent the approval of any of our current or future product candidates; 

• new laws, regulations, or judicial decisions related to healthcare availability or the payment for healthcare products and services, including prescription drugs, that would make it 
more difficult for us to market and sell products once they are approved by the FDA or foreign regulatory agencies; 

• changes in FDA and foreign regulations that may require additional safety monitoring prior to or after the introduction of new products to market, which could materially increase 
our costs of doing business; and 

• changes in FDA and foreign cGMPs that may make it more difficult and costly for us to maintain regulatory compliance and/or manufacture our marketed product and product 
candidates in accordance with cGMPs. 

As described above, the PP ACA and potential regulations thereunder easing the entry of competing follow-on biologics into the marketplace, other new legislation or implementation 
of existing statutory provisions on importation of lower-cost competing drugs from other jurisdictions, and legislation on comparative effectiveness research are examples of previously 
enacted and possible future changes in laws that could adversely affect our business. 

Risks Related to Our Reliance on Third Parties 

If our antibody collaboration with Sanofi is terminated, our business operations and financial condition, and our ability to discover, develop, manufacture, and commercialize our 
pipeline of product candidates in the time expected, or at all, would be materially harmed. 

We rely heavily on funding from Sanofi to support our target discovery and antibody research and development programs. Sanofi has committed to pay up to $160 million per year, or 
a total of $1.28 billion, between 20 IO and 2017 to fund our efforts to identify and validate drug discovery targets and pre-clinically develop fully human monoclonal antibodies against such 
targets. Sanofi has a one-time option to adjust the maximum reimbursement amount down to $120 million per year commencing in 2014 if over the prior two years certain specified criteria 
are not satisfied. If this downward adjustment occurs, it will reduce our resources available for antibody discovery activities and negatively affect our clinical pipeline. Sanofi also initially 
funds almost all of the development expenses incurred by both companies in connection with the clinical development of antibodies that Sanofi elects to co-develop with us. We rely on 
Sanofi to fund these activities. In addition, with respect to those antibodies that Sanofi elects to co-develop with us, such as REGN727, sarilumab, REGN668, REGN421, REGN910, 
REGN475, and REGN728, we rely on Sanofi to lead much of the clinical development efforts and assist with obtaining regulatory approval, particularly outside the U.S. We also rely on 
Sanofi to lead the commercialization efforts to support all of the antibody products that are co-developed by Sanofi and us if they receive regulatory approval. If Sanofi does not elect to 
co-develop the antibodies that we discover or opts-out of their development, we would be required to fund and oversee on our own the clinical trials, any regulatory responsibilities, and 
the ensuing commercialization efforts to support those antibody products. If Sanofi terminates the antibody collaboration or fails to comply with its payment obligations thereunder, our 
business, financial condition, and results of operations would be materially harmed. We would be required to either expend substantially more resources than we have anticipated to 
support our research and development efforts, which could require us to seek additional funding that might not be available on favorable terms or at all, or materially cut back on such 
activities. While we cannot assure you that any of the antibodies from this collaboration will ever be successfully developed and commercialized, if Sanofi does not perform its obligations 
with respect to antibodies that it elects to co-develop, our ability to develop, manufacture, and commercialize these antibody product candidates will be significantly adversely affected. 

If our collaboration with Sanofifor ZALTRAP™ is terminated, or Sanofi materially breaches its obligations thereunder, our business operations and financial condition, and our 

ability to develop, manufacture, and commercialize ZALTRAP™ in the time expected, or at all, would be materially harmed. 

We rely heavily on Sanofi to lead much of the development of ZAL TRAP™. Sanofi initially funds all of the development expenses incurred by both companies in connection with the 

ZALTRAP™ program. If the ZALTRAP™ program continues, we will rely on Sanofi to assist with funding the ZALTRAP™ program, provide commercial manufacturing capacity, enroll 

and monitor clinical trials, obtain regulatory approval, particularly outside the U.S., and lead the commercialization of ZAL TRAP™. While we cannot assure you that ZALTRAP™ will ever 

be successfully developed and commercialized, if Sanofi does not perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize ZALTRAP™ 
in cancer indications will be significantly adversely affected. Sanofi has the right to terminate its collaboration agreement with us at any time upon twelve months advance notice. If Sanofi 
were to terminate its collaboration agreement with us, we would not have the resources or skills to replace those of our partner, which could require us to seek additional funding that 

might not be available on favorable terms or at all, and could cause significant delays in the development and/or manufacture of ZALTRAP™ and result in substantial additional costs to 

us. We have limited commercial capabilities and would have to develop or outsource these capabilities. Termination of the Sanofi collaboration agreement for ZALTRAPTM would create 

substantial new and additional risks to the successful development and commercialization of ZAL TRAP™. 
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If our collaboration with Bayer HealthCare for EYLEA™ is terminated, or Bayer HealthCare materially breaches its obligations thereunder, our business operations and 

financial condition, and our ability to continue to develop EYLEA ™ and commercialize EYLEA™ outside the U.S. in the time expected, or at all, would be materially harmed. 

We rely heavily on Bayer HealthCare to assist with the development, and the commercialization outside the U.S., of EYLEA™. Under our agreement with them, Bayer HealthCare is 

required to fund approximately half of the development expenses incurred by both companies in connection with the global EYLEA™ development program. As the EYLEA™ program 

continues, we will continue to rely on Bayer HealthCare to assist with funding the EYLEA™ development program, continue to lead the development ofEYLEA™ outside the U.S., obtain 
regulatory approval outside the U.S., and provide all sales, marketing, and commercial support for the product outside the U.S. In particular, Bayer HealthCare has responsibility for selling 

EYLEA™ outside the U.S. using its sales force. While we cannot assure you that EYLEATM will receive regulatory approval in or outside the U.S. or be successfully commercialized, if 

Bayer HealthCare does not perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize EYLEA™ outside the U.S. will be significantly 
adversely affected. Bayer HealthCare has the right to terminate its collaboration agreement with us at any time upon six or twelve months advance notice, depending on the circumstances 
giving rise to termination. If Bayer HealthCare were to terminate its collaboration agreement with us, we would not have the resources or skills to replace those of our partner, which could 
require us to seek additional funding or another collaboration that might not be available on favorable terms or at all, and could cause significant delays in the development and/or 

commercialization ofEYLEA™ outside the U.S. and result in substantial additional costs to us. We currently have limited commercial capabilities and would have to develop or outsource 
these capabilities outside the U.S. Termination of the Bayer HealthCare collaboration agreement would create substantial new and additional risks to the successful development and 

commercialization ofEYLEA™, particularly outside the U.S. 

Our collaborators and service providers may fail to perform adequately in their efforts to support the development, manufacture, and commercialization of our drug candidates 
and current and future products. 

We depend upon third-party collaborators, including Sanofi, Bayer HealthCare, and service providers such as CR Os, outside testing laboratories, clinical investigator sites, and third
party manufacturers, fill/finish, and product packagers and labelers, to assist us in the manufacture and preclinical and clinical development of our product candidates, and will also 
depend on some of these third parties in connection with the commercialization of our late-stage product candidates if they are approved for marketing. If any of our existing collaborators 
or service providers breaches or terminates its agreement with us or does not perform its development or manufacturing services under an agreement in a timely manner or in compliance 
with applicable GMPs, Good Laboratory Practices (GLPs), or GCP Standards, we could experience additional costs, delays, and difficulties in the manufacture or development of, or in 
obtaining approval by regulatory authorities for and successfully commercializing, our product candidates. 

We rely on third-party service providers to support the distribution of AR CAL YST® and many other related activities in connection with the commercialization of ARCALYST® for the 

treatment of CAPS. We cannot be certain that these third parties will perform adequately. If these service providers do not perform their services adequately, our sales of AR CAL YST® for 
the treatment of CAPS will suffer. 
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Risk Related to Employees 

We are dependent on our key personnel and if we cannot recruit and retain leaders in our research, development, manufacturing, and commercial organizations, our business will 
be harmed. 

We are highly dependent on certain of our executive officers, other key members of our senior management team, and our Chairman. If we are not able to retain any of these persons, 
our business may suffer. In particular, we depend on the services of P. Roy Vagelos, M.D., the Chairman of our board of directors, Leonard Schleifer, M.D., Ph.D., our President and Chief 
Executive Officer, George D. Yancopoulos, M.D., Ph.D., our Executive Vice President, Chief Scientific Officer and President, Regeneron Research Laboratories, and Neil Stahl, Ph.D., our 
Senior Vice President, Research and Development Sciences. As we prepare for commercialization in the U.S. of our late-stage product candidates should they receive regulatory approval, 
we will also be highly dependent on the expertise and services of members of our senior management leading these commercialization efforts. There is intense competition in the 
biotechnology industry for qualified scientists and managerial personnel in the development, manufacture, and commercialization of drugs. We may not be able to continue to attract and 
retain the qualified personnel necessary to continue to advance our business and achieve our strategic objectives. 

Information Technology Risks 

Significant disruptions of information technology systems or breaches of data security could adversely affect our business. 

Our business is increasingly dependent on critical, complex, and interdependent information technology systems, including Internet-based systems, to support business processes as 
well as internal and external communications. The size and complexity of our computer systems make them potentially vulnerable to breakdown, malicious intrusion, and computer viruses 
which may result in the impairment of production and key business processes. 

In addition, our systems are potentially vulnerable to data security breaches-whether by employees or others-which may expose sensitive data to unauthorized persons. Such data 
security breaches could lead to the loss of trade secrets or other intellectual property, or could lead to the public exposure of personal information (including sensitive personal 
information) of our employees, clinical trial patients, customers, and others. 

Such disruptions and breaches of security could have a material adverse effect on our business, financial condition, and results of operations. 

Risks Related to Our Common Stock 

Our stock price is extremely volatile. 

There has been significant volatility in our stock price and generally in the market prices of biotechnology companies' securities. Various factors and events may have a significant 
impact on the market price of our Common Stock. These factors include, by way of example: 

• announcement of actions by the FDA or foreign regulatory authorities or their respective advisory committees regarding our currently pending or future application(s) for 
regulatory approval of our late-stage product candidate(s); 

• announcement of submission of an application for regulatory approval of one or more of our late-stage product candidates; 

• progress, delays, or adverse results in clinical trials; 

• announcement of technological innovations or product candidates by us or competitors; 
• fluctuations in our operating results; in particular, if EYLEA ™ or any of our other late-stage product candidates is approved for marketing, and our revenues, market share, and/or 

market acceptance of EYLEA™ or such other products do not meet the expectations of investors or analysts; 

• third-party claims that our products or technologies infringe their patents; 
• public concern as to the safety or effectiveness of any of our product candidates, including EYLEA™, ZALTRAP™, or ARCALYST® for the prevention of gout flares; 

• developments in our relationship with collaborative partners; 

• developments in the biotechnology industry or in government regulation of healthcare; 

• large sales of our Common Stock by our executive officers, directors, or significant shareholders; 

• arrivals and departures of key personnel; and 

• general market conditions. 
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The trading price of our Common Stock has been, and could continue to be, subject to wide fluctuations in response to these and other factors, including the sale or attempted sale of 
a large amount of our Common Stock in the market. Broad market fluctuations may also adversely affect the market price of our Common Stock. 

Future sales of our Common Stock by our significant shareholders or us may depress our stock price and impair our ability to raise funds in new share offerings. 

A small number of our shareholders beneficially own a substantial amount of our Common Stock. As of April 13, 2011, our five largest shareholders plus Leonard S. Schleifer, M.D, 
Ph.D., our Chief Executive Officer, beneficially owned 55.0% of our outstanding shares of Common Stock, assuming, in the case of our Chief Executive Officer, the conversion of his Class 
A Stock into Common Stock and the exercise of all options held by him which are exercisable within 60 days of April 13, 2011. In September 2003, Sanofi (then Aventis Pharmaceuticals 
Inc.) purchased 2,799,552 newly issued, unregistered shares of our Common Stock, and in December 2007 Sanofi purchased an additional 12,000,000 newly issued, unregistered shares of 
our Common Stock. Under our investor agreement, as amended, with Sanofi, these shares may not be sold until December 20, 2017 except under limited circumstances and subject to earlier 
termination of these restrictions upon the occurrence of certain events. In addition, in October 2010, Sanofi purchased an additional 1,017,40 I shares of Common Stock in our underwritten 
public offering. As of April 13, 2011, Sanofi beneficially owned 15,816,953 shares of our Common Stock, representing approximately 17.8% of the shares of Common Stock then 
outstanding. If Sanofi, or our other significant shareholders or we, sell substantial amounts of our Common Stock in the public market, or the perception that such sales may occur exists, 
the market price of our Common Stock could fall. Sales of Common Stock by our significant shareholders, including Sanofi, also might make it more difficult for us to raise funds by selling 
equity or equity-related securities in the future at a time and price that we deem appropriate. 

Our existing shareholders may be able to exert significant influence over matters requiring shareholder approval. 

Holders of Class A Stock, who are generally the shareholders who purchased their stock from us before our initial public offering, are entitled to ten votes per share, while holders of 
Common Stock are entitled to one vote per share. As of April 13, 2011, holders of Class A Stock held 19.5% of the combined voting power of all shares of Common Stock and Class A 
Stock then outstanding. These shareholders, if acting together, would be in a position to significantly influence the election of our directors and the vote on certain corporate transactions 
that require majority or supermajority approval of the combined classes, including mergers and other business combinations. This may result in our taking corporate actions that other 
shareholders may not consider to be in their best interest and may affect the price of our Common Stock. As of April 13, 2011: 

• our current executive officers and directors beneficially owned 12.1 % of our outstanding shares of Common Stock, assuming conversion of their Class A Stock into Common Stock 
and the exercise of all options held by such persons which are exercisable within 60 days of April 13, 2011, and 25.8% of the combined voting power ofour outstanding shares of 
Common Stock and Class A Stock, assuming the exercise of all options held by such persons which are exercisable within 60 days of April 13, 2011; and 

• our five largest shareholders plus Leonard S. Schleifer, M.D ., Ph.D. our Chief Executive Officer, beneficially owned 55 .0% of our outstanding shares of Common Stock, assuming, in 
the case of our Chief Executive Officer, the conversion of his Class A Stock into Common Stock and the exercise of all options held by him which are exercisable within 60 days of 
April 13, 2011. In addition, these six shareholders held 59.2% of the combined voting power of our outstanding shares of Common Stock and Class A Stock, assuming the exercise 
of all options held by our Chief Executive Officer which are exercisable within 60 days of April 13, 2011. 

Pursuant to an investor agreement, as amended, Sanofi has agreed to vote its shares, at Sanofi's election, either as recommended by our board of directors or proportionally with the 
votes cast by our other shareholders, except with respect to certain change of control transactions, liquidation or dissolution, stock issuances equal to or exceeding 10% of the then 
outstanding shares or voting rights of Common Stock and Class A Stock, and new equity compensation plans or amendments if not materially consistent with our historical equity 
compensation practices. 
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The anti-takeover effects of provisions of our charter, by-laws, and of New York corporate law and the contractual "standstill" provisions in our investor agreement with Sanofi, 
could deter, delay, or prevent an acquisition or other "change in control" of us and could adversely affect the price of our Common Stock. 

Our restated certificate of incorporation, our by-laws, and the New York Business Corporation Law contain various provisions that could have the effect of delaying or preventing a 
change in control of our company or our management that shareholders may consider favorable or beneficial. Some of these provisions could discourage proxy contests and make it more 
difficult for shareholders to elect directors and take other corporate actions. These provisions could also limit the price that investors might be willing to pay in the future for shares of our 
Common Stock. These provisions include: 

• authorization to issue "blank check" preferred stock, which is preferred stock that can be created and issued by the board of directors without prior shareholder approval, with 
rights senior to those of our Common Stock and Class A Stock; 

• a staggered board of directors, so that it would take three successive annual meetings to replace all of our directors; 

• a requirement that removal of directors may only be effected for cause and only upon the affirmative vote of at least eighty percent (80%) of the outstanding shares entitled to vote 
for directors, as well as a requirement that any vacancy on the board of directors may be filled only by the remaining directors; 

• a provision whereby any action required or permitted to be taken at any meeting of shareholders may be taken without a meeting, only if, prior to such action, all of our 
shareholders consent, the effect of which is to require that shareholder action may only be taken at a duly convened meeting; 

• a requirement that any shareholder seeking to bring business before an annual meeting of shareholders must provide timely notice of this intention in writing and meet various 
other requirements; and 

• under the New York Business Corporation Law, in addition to certain restrictions which may apply to "business combinations" involving our company and an "interested 
shareholder", a plan of merger or consolidation of our company must be approved by two-thirds of the votes of all outstanding shares entitled to vote thereon. See the risk factor 
immediately above captioned "Our existing shareholders may be able to exert significant influence over matters requiring shareholder approval." 

Until the later of the fifth anniversaries of the expiration or earlier termination of our antibody collaboration agreements with Sanofi or our ZAL TRAP™ collaboration with Sanofi, 
Sanofi will be bound by certain "standstill" provisions, as amended, which contractually prohibit Sanofi from acquiring more than certain specified percentages of our Class A Stock and 
Common Stock (taken together) or otherwise seeking to obtain control of our company. 

In addition, we have a Change in Control Severance Plan and our Chief Executive Officer has an employment agreement that provides severance benefits in the event our officers are 
terminated as a result of a change in control of our company. Many of our stock options issued under our 2000 Long-Term Incentive Plan, as amended and restated, may become fully 
vested in connection with a "change in control" of our company, as defined in the plan. These contractual provisions may also have the effect of deterring, delaying, or preventing an 
acquisition or other change in control. 

ITEM 6. EXHIBITS 

(a) Exhibits 

Exhibit 

Number Description 

:@@MH/A@@MAiiM@@iiM:l~~OO@JM@Mi~f.m\HMii#.iif@fi\M\JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ 
31.1 - Certification of CEO pursuant to Rule 13a-14(a) under the Securities Exchange Act of 1934. 

M@JJJJJM¥.&®~MWiifilf9JiiM@MMM@rn~f:iliMiNM~#l@MiM@ffi\MiMi@MNMM%JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ: 
32 - Certification of CEO and CFO pursuant to 18 U.S.C. Section 1350. 

:~1t::::::::::::::::::::::::::::::~:iiii~~w~::m.w.:m~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
IOI.INS - XBRL Instance Document 

@@®fJJM®w.2r~~iiiM\\U~i~iM~@ii.iM\MJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ 
10 I.CAL - XBRL Taxonomy Extension Calculation Linkbase 

:rnm@J]W@W.Wi1@iiiMi@##®.i#.@Mi@!iiW®FJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J] 
IO I .PRE - XBRL Taxonomy Extension Presentation Linkbase 

MUmMJJMi@Mt®.iil.WW@.@®.m@®l.l.MM:!%@@M!JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ 

(a) Incorporated by reference from the Form S-8 for RegeneronPharmaceuticals, Inc., filed June 13, 2011. 

Indicates a compensatory plan or arrangement. 
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(b) SIGNATURE 

Pursuant to the requirements of the Securities Exchange Act of 193 4, the Registrant has duly caused this report to be signed on its behalf by the undersigned thereunto duly authorized. 

Date: July 28, 2011 
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I, Leonard S. Schleifer, certify that: 

Certification of CEO Pursuant to 
Rule 13a-14( a) under the Securities Exchange Act 

of 1934, as Adopted Pursuant to 
Section 302 of the Sarbanes-Oxley Act of 2002 

I. I have reviewed this quarterly report on Form IO-Q of Regeneron Pharmaceuticals, Inc.; 

Exhibit 31.1 

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make 
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this report; 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects 
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report; 

4. The registrant's other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined 
in Exchange Act Rules l3a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules l3a-15(f) and 
15d-15(f)) for the registrant and have: 

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our 
supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to 
us by others within those entities, particularly during the period in which this report is being prepared; 

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed 
under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of 
financial statements for external purposes in accordance with generally accepted accounting principles; 

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions 
about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such 
evaluation; and 

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's 
most recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is 
reasonably likely to materially affect, the registrant's internal control over financial reporting; and 

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, 
to the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions): 

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are 
reasonably likely to adversely affect the registrant's ability to record, process, summarize and report financial information; and 

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's 
internal control over financial reporting. 

Date: July 28, 2011 /s/ LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 

President and Chief Executive Officer 
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I, Murray A. Goldberg, certify that: 

Certification of CFO Pursuant to 
Rule 13a-14( a) under the Securities Exchange Act 

of 1934, as Adopted Pursuant to 
Section 302 of the Sarbanes-Oxley Act of 2002 

I. I have reviewed this quarterly report on Form IO-Q of Regeneron Pharmaceuticals, Inc.; 

Exhibit 31.2 

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make 
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this report; 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects 
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report; 

4. The registrant's other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined 
in Exchange Act Rules l3a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules l3a-15(f) and 
15d-15(f)) for the registrant and have: 

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our 
supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to 
us by others within those entities, particularly during the period in which this report is being prepared; 

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed 
under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of 
financial statements for external purposes in accordance with generally accepted accounting principles; 

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions 
about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such 
evaluation; and 

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's 
most recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is 
reasonably likely to materially affect, the registrant's internal control over financial reporting; and 

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, 
to the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions): 

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are 
reasonably likely to adversely affect the registrant's ability to record, process, summarize and report financial information; and 

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's 
internal control over financial reporting. 

Date: July 28, 2011 /s/ MURRAY A. GOLDBERG 

Murray A. Goldberg 

Senior Vice President, Finance & Administration, 

Chief Financial Officer, Treasurer, and 

Assistant Secretary 
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Certification of CEO and CFO Pursuant to 
18 U.S.C. Section 1350, 
As Adopted Pursuant to 

Section 906 of the Sarbanes-Oxley Act of 2002 

Exhibit 32 

In connection with the Quarterly Report ofRegeneron Pharmaceuticals, Inc. (the "Company") on Form IO-Q for the quarterly period ended June 30, 
20 l l as filed with the Securities and Exchange Commission on the date hereof (the "Report"), Leonard S. Schleifer, M.D ., Ph.D., as Chief Executive 
Officer of the Company, and Murray A. Goldberg, as Chief Financial Officer of the Company, each hereby certifies, pursuant to 18 U.S.C. § 1350, as 
adopted pursuant to § 906 of the Sarbanes-Oxley Act of 2002, to the best of his knowledge, that: 

(I) The Report fully complies with the requirements of Section l3(a) or l5(d) of the Securities Exchange Act of 1934; and 

(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the 
Company. 

/s/ LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 

Chief Executive Officer 

July 28, 20 II 

/ s/ MURRAY A. GoLDBERG 

Murray A. Goldberg 

Chief Financial Officer 

July 28, 20 II 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 10-Q 

Filing Date: 10/27/2011 

Copyright© 2020 LexisNexis. All rights reserved. 
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(Mark One) 

UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

Washington, DC 20549 

Fonn 10-Q 

(X) QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934 

Forthe quarterly period ended September 30, 2011 
----------

OR 

( ) TRANSITION REPORT PURSUANT TO SECTION 13 OR 15 (d) OF THE SECURITIES EXCHANGE ACT OF 1934 

For the transition period from to 
------- -------

New York 

(State or other jurisdiction of 

incorporation or organization) 

777 Old Saw Mill River Road 

Tarrytown, New York 

(Address of principal executive offices) 

Commission File Number 0-19034 

REGENERON PHARMACEUTICALS, INC. 
(Exact name of registrant as specified in its charter) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

13-3444607 

(I.R.S. Employer Identification No.) 

10591-6707 

(Zip Code) 

Indicate by check mark whether the registrant: (I) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during the preceding 12 months (or 
for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for the past 90 days. 

Yes X No ----- -----

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required to be submitted and posted 
pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the registrant was required to submit and post such files). 

Yes X No 

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the definitions of "large accelerated 
filer", "accelerated filer" and "smaller reporting company" in Rule 12b-2 of the Exchange Act. 

Large accelerated filer ___K_ Accelerated filer 

Non-accelerated filer __ (Do not check if a smaller reporting company) Smaller reporting company 

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). 

Yes No 

Number of shares outstanding of each of the registrant's classes of common stock as of October 19, 2011: 

Class of Common Stock 

Class A Stock, $0.001 par value 

Common Stock, $0.001 par value 

X 

Number of Shares 

2,109,512 

90,466,178 
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REGENERON PHARMACEUTICALS, INC. 
Table of Contents 

September 30, 2011 

Page Numbers 

t.iit:~:::::::::::::iijffli@.milffl§@.li~§.®!:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:::::::::::::::::::::::::::::::::::::::::::::::::: 
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PART I. FINANCIAL INFORMATION 
ITEM 1. FINANCIAL STATEMENTS 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS AT SEPTEMBER 30, 2011 AND DECEMBER 31, 2010 (Unaudited) 
(In thousands, except share data) 

Current assets 

Marketable securities 

September 30, 

2011 

39,103 

December 31, 

2010 

136,796 

JJJM@@MM®.@i.HMi%iiiiitJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJMU@/JJJJJJ@lMt 
Accounts receivable - other 3,659 13,509 

!J]]@iMii@J.~ii~@MMij~\MiffiMM@iiDJ]J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J]J]J]JJJJJ!MUiili\J!JJJJJ@H# 
Total current assets 339,872 357,622 

!~~fflit:l~@hl\J@i~iWi@iii.@½fiJ!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!JM~~J!J!J!J!J!JJ1J@!: 
Marketable securities 258,073 370,053 

riiiifitm::!l:mmmwm]M~~~::wrnuiffliii®ettt:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
:::::::::::::¥.P.t~~~W.!~~:~~~:~m.~m~@i:!:11:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::?f~\f:i~~::::::::::::::::::::::::::::::::::~~}\1~~:: 
Other assets 13,023 6,789 

::::::::::::::::::::::::::i~l1!~~$.~;::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::,::::::::::::::::::1®;11i::::::::::::::,:::::::::::i;~~1t1J*::: 

:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::oommjm:~w.:§1.00lffiitit.Mr:®§ti.lt::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Current liabilities 

JJ\Ms\M®i@il@i:M@li@iiH@~ii@!JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ]JJJ!JMl@1J!J]JJJJ~ilM~i: 
Deferred revenue from Sanofi, current portion 19,819 19,506 

JJ@lffi@Ji@@?iii@#WMI.Miji.M/JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ]lM~iJJJJJJJM@i% 
Facility lease obligations, current portion 920 675 

:::::::::::::::::::::::::11im:®¥.&::11~w.mii~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1:¥.}@~~:::::::::::::::::::::::::::::::::::¥.®lµ.}~:: 

mir(®J:@W.ij@:r.#.®.!§~®1:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1;?:J~::::::::::::::::::::::::::::::::::::::imlnijj::: 
Deferred revenue - other 166,623 188,775 

i~iiiiiif iit®.i:mmw~~&.:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~~~lijijg!lililililililililililililililililii:~~J.~~::: 
Other long term liabilities 7,405 7,350 

!i!i!i!i!i!i!i!i!i!i!i!i!Jiiii@i.i.i.~~!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!:l::::::::::::::::::::~~~\11~::i!i!i!i!i!il:::::::::::::::::::}ij/lt~l~f::: 

§1~~\j~~j~ijjil~ij~~rnilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil 
Preferred stock, $.01 par value; 30,000,000 shares authorized; issued and 

outstanding - none 

ttm!li\ifa@rnME!i1t@M~treMIH!M@i~~iffiiMIEf@~;]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]f 
J))J)Wl.ii@f@'i\M@iliAiMl*-WNfHPP.M#.UiN@MiiMU~i;~:ww@W)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)J)@J)J)J)J)J))t 

Common Stock, $.001 par value; 160,000,000 shares authorized; 

shares issued and outstanding- 90,418,871 in 2011 and 87,238,301 in 2010 90 87 

J?Ji\Mi@#hw.M@iiii?JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ?Mt.Mi~JJJJJ!i@MM~~:: 
Accumulated deficit (1,213,880) (1,045,563) 

::::::::ri~@m.iiiiMi1iiMii.ml.rii#.~iMi.)~M]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]?J?J?HMM(]]J?J?HtMH 
Total stockholders' equity 428,253 527,815 

]]]i]]ii~Mii~iii~~@~~i~Ml.~@.i.@tt:M\l{]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]])t?JWM@H]]W?M\MM@: 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 
(In thousands, except per share data) 

Three months ended September 30, 

2011 2010 

Nine months ended September 30, 

2011 2010 

t.~t~oo.g::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi collaboration revenue $ 79,802 $ 75,583 $ 249,577 $ 229,195 

JJJli.i.i.iMiM@MMMMi@@JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJMMf PJJJJJJJJMW@JJJJJJJ\M@WJJJJJJJ@tMt 
Technology licensing 5,893 10,037 18,966 30,112 

JJJ1@iMl¥H~~~~JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJMIJJJJJJJJJ@i~~/JJJJJJJMJ~fJJJJJJJrnM~~I 
Contract research and other 1,576 1,662 5,672 5,624 

i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!:::::::::::::::::::::::::::1~1:~~t::::l!i!i!i!il:::::::::::::::::::::::::::*~~;Mf::::::::::::::::::::::::::::::::::::tti;11::::l!i!i!i!::::::::::::::::::::::::tm@~f:: 

ffl?.~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Research and development 127,924 122,043 400,465 364,040 

:::::::tMWWN~lfaMi.i@@M#.i~®.i@JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ!JJMNJJJJJJ!JJJ~@(JJJJJJJJ(~;f@JJJJJJJ/@J@:: 
Cost of goods sold 450 372 1,227 1,494 

i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!il:::::::::::::::::::::::::::1ijil:~M:::::::::::::::::::::::::::::::::::::::::*~~;~1~:::::::::::::::::::::::::::::::::::::1.~i;@i::::::::::::::::::::::::::::::::::::1.1ij\~~i:: 

2.r:iiii#.~~~:t;w.~1;1:::::::::1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Investment income 715 453 2,750 1,484 

r:tJiMMrnmm1rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrttttt:trnwrnrtttttttrnim::rr:ttttmMM6.ttttttttMM~1 
___ (3_,3_4_6) (1,781) (9,077) (5,176) 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF STOCKHOLDERS' EQUITY (Unaudited) 
For the nine mouths ended September 30, 2011 and 2010 
(In thousands) 

Additional 

Accumulated 

Other Total 

Class A Stock Common Stock Paid-in Accumulated Comprehensive Stockholders' Comprehensive 

Issuance of Common Stock in collllection 

with exercise of stock options, net of 

shares tendered 

Shares Amount Shares Amount Capital 

3,000 23,819 

Deficit Income (Loss) Equity Loss 

23,822 

i=i=i=i=i=~~i3/:lf!l:\Ml®.!\iM1=~~1-=*@~~i®i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i~~=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i=i~;f~~:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,~;~~~:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:,:, 

Issuance of restricted Common Stock under 

Long-Term Incentive Plan 

Stock-based compensation charges 

Change in net unrealized gain (loss) on marketable 

securities, net of tax effect of $0.5 million 

Issuance of Common Stock in collllection 

with exercise of stock options, net of 

shares tendered 

Issuance of restricted Common Stock under 

Long-Term Incentive Plan 

Stock-based compensation charges 

Change in net unrealized gain (loss) on 

marketable securities 

16 

40,768 

993 

15 

26,331 

The accompanying notes are an integral part of the financial statements. 

40,768 

760 760 760 

26,331 

(1,219) (1,219) (1,219) 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF CASH FLOWS (Unaudited) 
(In thousands) 

Nine months ended September 30, 

2011 2010 

@§ij:tiw~:m.m:1100~:~~ji.fiii~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Net loss $ (168,317) $ (89,871) 

Depreciation and amortization 23,156 13,601 

JJJJ@@ij@~l#Mffe.il.MiiM@iMl.HJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@HJJJJJJJJMMF 
Other non-cash charges and expenses, net 2,121 2,627 

::::::::::::::::::::::::¢.¼~i~i:w.:fflii~~~:1i,~~~1=\if~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Decrease (increase) in accounts receivable 14,665 (16,719) 

JJJJJJJJi.@¥.MWM@i.ii@@.#.MitirniiimWMiW.@®.WM~iWJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ\HM@JJJJJJJJMMM 
(Decrease) increase in deferred revenue (32,498) 172,660 

Total adjustments 76,952 229,944 

::::::::::::::::::::::::::::::::::::::::::::::::1;rnJ~@MiMirnmfM@MJili~M@f@@m~i]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]?J:t?Hi!MMf]]J?J?H®.lMt 

§~#.®i§!#~fu:~&:#.~~:¥.ii.#.&.~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Purchases of marketable securities (115,538) (241,665) 

JJ@i.\MMMMM!M@¥.MMi.M@@i!MWJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ\J@M®.@JJJJJJJM1MMI 
Capital expenditures (45,928) (67,427) 

:::::::::::::m@~~M.~!ii.i\\iiij~i.~iijit~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::l®-1:)::::::::::::::::::::::::::::::::::::::::i~\~9.~j 
Net cash provided by (used in) investing activities 162,379 (82,409) 

ffi.§ii~W~:#Mi!f.1.$.lij@:@IB.#.~§::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Proceeds in connection with facility lease obligations 47,544 

JJJf®m~#.@iMii@MiM\i~~1\l~~iiiiMi¥@~µW\i\iltttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttttJ#i~fftftftf/H@fj 
Net proceeds from the issuance of Common Stock 23,989 13,760 

::::ttriMM@HMw.ii@MWi.i@ii1m;@.i.:@µiMiHJJJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]ttttttmtmtttttttttttt 
Net cash provided by financing activities 22,809 60,547 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

1. Interim Financial Statements 

The interim Condensed Financial Statements of Regeneron Pharmaceuticals, Inc. ("Regeneron" or the "Company") have been prepared in accordance with the instructions to Form 10-
Q and Article 10 of Regulation S-X. Accordingly, they do not include all information and disclosures necessary for a presentation of the Company's financial position, results of 
operations, and cash flows in conformity with accounting principles generally accepted in the United States of America. In the opinion of management, these financial statements reflect all 
adjustments, consisting only of normal recurring accruals, necessary for a fair statement of the Company's financial position, results of operations, and cash flows for such periods. The 
results of operations for any interim periods are not necessarily indicative of the results for the full year. The December 31, 2010 Condensed Balance Sheet data were derived from audited 
financial statements, but do not include all disclosures required by accounting principles generally accepted in the United States of America. These financial statements should be read in 
conjunction with the financial statements and notes thereto contained in the Company's Annual Report on Form 10-K for the year ended December 31, 2010. 

Certain reclassifications have been made to the financial statements for the nine months ended September 3 0, 20 IO to conform with the current period's presentation. 

2. ARCAL YST® (rilonacept) Product Revenue 

In February 2008, the Company received marketing approval from the U.S. Food and Drug Administration ("FDA") for ARCALYST® Injection for Subcutaneous Use for the treatment 

of Cryopyrin-Associated Periodic Syndromes ("CAPS"). The Company had limited historical return experience for ARCAL YST® beginning with initial sales in 2008 through the end of 

2009; therefore, ARCAL YST® net product sales were deferred until the right ofreturn no longer existed and rebates could be reasonably estimated. Effective in the first quarter of 2010, the 

Company determined that it had accumulated sufficient historical data to reasonably estimate both product returns and rebates of ARCAL YST®. As a result, $4.8 million of previously 

deferred ARCAL YST® net product sales were recognized as revenue in the first quarter of 2010. The effect of this change in estimate related to AR CAL YST® net product sales revenue 
was to lower the Company's net loss per share by $0.06 for the nine months ended September 30, 2010. 

ARCAL YST® net product sales totaled $5.5 million and $4.9 million for the three months ended September 30, 2011 and 2010, respectively, and $14.9 million and $20.0 million for the 

nine months ended September 30, 2011 and 2010, respectively. AR CAL YST® net product sales during the first nine months of 2010 included $15.2 million of net product sales made during 

this period and $4.8 million of previously deferred net product sales, as described above. There was no deferred AR CAL YST® net product sales revenue at September 30, 2011 or 2010. 

Cost of goods sold related to AR CAL YST® sales, which consisted primarily of royalties, totaled $0.5 million and $0.4 million for the three months ended September 30, 2011 and 2010, 
respectively, and $1.2 million and $1.5 million for the nine months ended September 30, 2011 and 2010, respectively. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

3. Per Share Data 

The Company's basic and diluted net loss per share amounts have been computed by dividing net loss by the weighted average number of shares of Common Stock and Class A 
Stock outstanding. Net loss per share is presented on a combined basis, inclusive of Common Stock and Class A Stock outstanding, as each class of stock has equivalent economic rights. 
For the three and nine months ended September 30, 2011 and 2010, the Company reported net losses; therefore, no common stock equivalents were included in the computation of diluted 
net loss per share for these periods, since such inclusion would have been antidilutive. The calculations of basic and diluted net loss per share are as follows: 

Three Months Ended September 30, 

2011 2010 

Rfi:t@!:{&il.MWi.@::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~::::::::::::::::::::::::::t~t@.@ti::::::::::~::::::::::::::::::::::m~~l~1~1 

Nine Months Ended September 30, 

2011 2010 

fM@ilMi.B.iiMJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]~JJJ:JMttM@]]!~JJJJMM#~ 

Shares issuable upon the exercise of stock options and vesting of restricted stock awards, which have been excluded from the September 30, 2011 and 2010 diluted per share amounts 
because their effect would have been antidilutive, include the following: 

Three months ended September 30, 

2011 2010 

iij~t::mi,~ij§i.:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Weighted average number, in thousands 20,395 21,265 

JJ%ti@iM®tMW.H~M@liM!i:JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ]JJJJJ!@@%JJ]JJJJJrnM~ 

Weighted average number, in thousands 854 511 

Nine months ended September 30, 

2011 2010 

iji.ij~;:mi,~ij§i.:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Weighted average number, in thousands 21,239 21,317 

:::::::::::::w#.i\i@ij:@-.:i.i.i/~r:~i§\i.!M@::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::j:i:::::::::::::::::::::::::::~ij\iti::::::::::::::j:i:::::::::::::::::::::::::::jij\~i 

lf~mlij!i~i1@::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Weighted average number, in thousands 848 507 

4. Statement of Cash Flows 

Supplemental disclosure of noncash investing and financing activities: 

Included in accounts payable and accrued expenses at September 30, 2011 and December 31, 2010 were $4.9 million and $10.7 million, respectively, of accrued capital expenditures. 
Included in accounts payable and accrued expenses at September 30, 2010 and December 31, 2009 were $12.0 million and $9.8 million, respectively, of accrued capital expenditures. 

Included in accounts payable and accrued expenses at December 31, 2010 and 2009 were $2.9 million and $2.6 million, respectively, of accrued Company 40l(k) Savings Plan 
contribution expense. In the first quarter of 2011 and 2010, the Company contributed 91,761 and 111,419 shares, respectively, of Common Stock to the 40l(k) Savings Plan in satisfaction of 
these obligations. 

Included in facility lease obligations and property, plant, and equipment at September 30, 2010 was $2.6 million of capitalized and deferred interest for the nine months ended September 
30, 2010, as the related facilities being leased by the Company were under construction and lease payments on these facilities did not commence until January 2011. 
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REGENERON PHARMACEUTICALS,INC.
Notes to Condensed Financial Statements (Unaudited)
(Unless otherwise noted, dollars in thousands, exceptper share data)

The Company incurred capital lease obligations of $0.7 million during the nine months ended September30, 2011 in connection with acquisitions of equipment.

Included in marketable securities at September 30, 2011 and December 31, 2010 were $1.1 million and $1.4 million, respectively, of accrued interest income. Included in marketable
securities at September 30, 2010 and December31, 2009 were $1.3 million and $0.6 million, respectively, of accruedinterest income.

5. Marketable Securities

Marketable securities at September 30, 2011 and December 31, 2010 consisted of debt securities, as detailed below, and equity securities. The aggregate fair value of the equity
securities was $3.1 million and $3.6 million at September 30, 2011 and December 31, 2010, respectively, and the aggregate cost basis was $4.0 million at both September 30, 2011 and
December 31, 2010. The Company also held restricted marketable securities at both September 30, 2011 and December 31, 2010, which consisted of debt securities, as detailed below, that
collateralize letters of credit and lease obligations.

The following tables summarize the amortized cost basis of debt securities included in marketable securities, the aggregate fair value of those securities, and gross unrealized gains and
losses on those securities at September 30, 2011 and December 31, 2010. The Companyclassifies its debt securities, other than mortgage-backed securities, based on their contractual
maturity dates. Maturities of mortgage-backed securities have been estimated based primarily on repayment characteristics and experience of the senior tranches that the Company holds.

Amortized Fair Unrealized

At September30, 2011 Cost Bas Value Gains_—_(Losses) Net
 
 
  

Maturities within one year

 
U.S. government guaranteed corporate

bonds 21,249 21,309 60 60

 
39,011 39,103 92 92

 
U.S. government obligations 519 $ (9) 460

 
254,373 254,875 561 (59) 502

 
Mortgage-backed securities 270 123 (147) (147)
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REGENERON PHARMACEUTICALS,INC.
Notes to Condensed Financial Statements (Unaudited)
(Unless otherwise noted, dollars in thousands, exceptper share data)

Amortized Fair Unrealized

At September30, 2011 (continued) Cost Basi. Value Gains_—_(Losses) Net

 
Maturities within one year

 
At December31, 2010

 
Maturities within one year

 
U.S. government guaranteed corporate

bonds 48,173 48,531 358 358

 
136,307 136,796 522 (33) 489 

 
U.S. government obligations 352,345 350,683 64 (1,726) (1,662)

 
Maturities between five and seven years

 
504,568 503,237 586 (1,917) (1,331)

 
Maturities within one year

 
At September30, 2011 and December31, 2010, marketable securities included an additional unrealized loss of $0.9 million and $0.4 million, respectively, related to one equity security in

the Company’s marketable securities portfolio.

The following table shows the fair value of the Company’s marketable securities that have unrealized losses and that are deemed to be only temporarily impaired, aggregated by
investment category and length of time that the individual securities have been in a continuous unrealized loss position, at September 30, 2011 and December 31, 2010. The debt securities
held at September 30, 2011, excluding mortgage-backed securities, mature at various dates through June 2014. The mortgage-backed securities held at September 30, 2011 have various
estimated maturity dates through August 2017.
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

Less than 12 Months 12 Months or Greater 

Unrealized Unrealized 

At September 30, 2011 Fair Value Loss Fair Value Loss 

Total 

Fair Value 

Unrealized 

Loss 

Y#.f?:i:fi?t?:1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
U.S. government obligations $ 67,234 $ (59) $ 67,234 $ (59) 

::::::::::::m.w.m:~gijiji~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::J;oo~::::::::::::::::::::::::::t111.~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::J;oo~:::::::::::::::::::::::::i1~i1 
Mortgage-backed securities ===~- ~~=~ $ 149 $ (147) 149 (147) 

!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!!ililililililililiiij)~iji!!i!lililililililili~~l~@.]!!!!ililililililililililililili~i?:l!i!lililililililililili~~iiJ:!!i!lililililililil!ffl)@ij!!i!lililililililili~~;~j~] 

Less than 12 Months 12 Months or Greater 

Unrealized Unrealized 

At December 31, 2010 Fair Value Loss Fair Value Loss 

Total 

Fair Value 

Unrealized 

Loss 

v#.ff¥:tiitf1:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
U.S. government obligations $ 340,444 $ (1,731) $ 340,444 $ (1,731) 

:::::::::::::11:~;:1rta,~:mm~l:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
::::::::::::::::::::::::::tiii®{¾i=l®.@§lil::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::11;@~:::::::::::::::::::::::::::::tf~ili:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1J;@~:::::::::::::::::::::::::::::\f~1 

Equity securities 3,612 (433) 3,612 (433) 

J]JMmMiw.~~@@1@.@.~@]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]i]JJJJJJJ]JJJJJJJJJJJJ#J@]WJJM@@JJJJMM]JJJ\@@i 
363,061 (2,209) 1,128 (141) 364,189 (2,350) 

Realized gains and losses are included as a component of investment income. For the three and nine months ended September 30, 2011 and 2010, realized gains and losses on sales of 
marketable securities were not significant. In computing realized gains and losses, the Company computes the cost of its investments on a specific identification basis. Such cost includes 
the direct costs to acquire the security, adjusted for the amortization of any discount or premium. 
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Notes to Condensed Financial Statements (Unaudited)
(Unless otherwise noted, dollars in thousands, exceptper share data)

The Company’s assets that are measuredat fair value ona recurring basis, at September 30, 2011 and December31, 2010, were as follows:

Fair Value Measurementsat Reporting Date Using
Quoted Prices

in Active

Marketsfor Significant Other Significant
Identical Observable Unobservable

Assets Inputs Inputs

At September30, 2011 Fair Value (Level 1) (Level 2) (Level3)

 
Available-for-sale marketable

securities

 
U.S. government guaranteed

 
Available-for-sale marketable

 
Fair Value Measurements at Reporting Date Using

Quoted Prices Significant
in Active Other Significant

Markets for Observable Unobservable

Identical Assets Inputs Inputs

At December31, 2010 Fair Value (Level1) (Level2) (Level3)

 
Available-for-sale marketable securities

 
64,008 64,008

 
Municipal bonds 1,603 1,603

 
Equity securities 3,612 §$ 3,612
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

Marketable securities included in Level 2 were valued using a market approach utilizing prices and other relevant information, such as interest rates, yield curves, prepayment speeds, 
loss severities, credit risks and default rates, generated by market transactions involving identical or comparable assets. The Company considers market liquidity in determining the fair 
value for these securities. During the nine months ended September 30, 2010, deterioration in the credit quality of a marketable security from one issuer subjected the Company to the risk 
of not being able to recover a portion of the security's carrying value. As a result, the Company recognized a $0.1 million impairment charge related to this Level 2 marketable security, 
which the Company considered to be other-than-temporarily impaired. During the three and nine months ended September 30, 2011, and the three months ended September 30, 2010, the 
Company did not record any charges for other-than-temporary impairment of its Level 2 marketable securities. 

The Company holds one Level 3 marketable security, which had no fair value at September 30, 2011 and December 31, 2010. This Level 3 security was valued using information 
provided by the Company's investment advisors and other sources, including quoted bid prices which took into consideration the security's lack of liquidity. There were no purchases, 
sales, or maturities of Level 3 marketable securities and no unrealized gains or losses related to Level 3 marketable securities for the three and nine months ended September 30, 2011 and 
2010. There were no transfers of marketable securities between Levels I, 2, or 3 classifications during the three and nine months ended September 30, 2011 and 2010. 

On a quarterly basis, the Company reviews its portfolio of marketable securities, using both quantitative and qualitative factors, to determine if declines in fair value below cost are 
other-than-temporary. With respect to debt securities, this review process also includes an evaluation of the Company's (a) intent to sell an individual debt security or (b) need to sell the 
debt security before its anticipated recovery or maturity. With respect to equity securities, this review process includes an evaluation of the Company's ability and intent to hold the 
securities until their full value can be recovered. 

6. Inventory 

Inventories as of September 30, 2011 and December 31, 2010 consist of the following: 

September 30, 

2011 

December 31, 

2010 

m:~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::&::::::::::::::::::::::::::::::::gm:::::::::::,::::::::::::::::::::::::::::::@i 
Work in process 7,728 699 

rin1~ij~i:i~~ij~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::w:::::::::::::::::::::::::::::::::::::::::::::l:~i 

$ 8,034 $ 1,423 

At September 30, 2011, $ 1.0 million of inventories were included in prepaid expenses and other current assets and $7.0 million of inventories were included in other assets. At December 
31, 2010, inventories were included in prepaid expenses and other current assets. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

7. Accounts Payable and Accrued Expenses 

Accounts payable and accrued expenses as of September 30, 2011 and December 31, 2010 consist of the following: 

September 30, December 31, 

2011 2010 

®.i.~Mlli~:i~i.JW.tii::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::}:::::::::::::::::::::::~t;@.@:::::::::::~::::::::::::::::::::::~~;#.~ 
Accrued payroll and related costs 37,616 12,025 

ffl@~~l\i\\ii!i/lii#.~/li~@ffiiililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil~~l~i~lililililililililililililililililililili~lj~i 
Accrued property, plant, and equipment costs 2,333 7,622 

P!1@i@¥.Miffli.im.M#.M@#.@@JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@MlFJJJJJJJMU 
Payable to Bayer HealthCare LLC 3,406 2,254 

::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~::::::::::::::::::::::1~:ij@:::::::::::ij:::::::::::::::::::::ji\$.~ 

8. Comprehensive Loss 

Comprehensive loss of the Company includes net loss adjusted for the change in net unrealized gain (loss) on marketable securities, net of any tax effect. For the three and nine 
months ended September 30, 2011 and 2010, the components of comprehensive loss are: 

Three months ended September 30, 

2011 2010 

N~ii!/1~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::t::::::::::::::::::::::::{#.~;¥.§}).!i!i!i!i!i!:t::::::::::::::::::::{¥.}\~1~~ 
Change in net unrealized gain (loss) on marketable securities, 

net of tax effect of $0.6 million in 2011 (827) 131 

]]@l.i@J@ii~Miw~@@i]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]:W:t?J?@@M]]:W:t?J@MM1 

Nine months ended September 30, 

2011 2010 

m~1::,J§~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~::::::::::::::::::::mi1~1~:~11::::::::::::~::::::::::::::::::::m~1;~1i1 
Change in net unrealized gain (loss) on marketable securities, 

netoftaxeffectof$0.5 millionin2011 760 (1,219) 

::::::::rn:i~~rn~iMl#.i.M\Mi~~~]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]i]]W?t:t:M@#:1)]]JJ?t:rn@M~J. 

9. Income Taxes 

For the three and nine months ended September 30, 2011 and 2010, the Company incurred net losses for tax purposes and recognized a full valuation allowance against deferred tax 
assets. For the three and nine months ended September 30, 2011, the Company recognized income tax expense of $0.6 million and an income tax benefit of $0.5 million, respectively, in 
connection with the net tax effect of the change in the Company's unrealized gain/(loss) on "available-for-sale" marketable securities, which is included in other comprehensive loss. For 
the three and nine months ended September 30, 2010, no provision or benefit for income taxes was recorded. 

10. Legal Matters 

From time to time, the Company is a party to legal proceedings in the course of the Company's business. The Company does not expect any such current ordinary course legal 
proceedings to have a material adverse effect on the Company's business or financial condition. Costs associated with the Company's involvement in legal proceedings are expensed as 
incurred. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

As previously reported, on November 19, 2010, the Company filed a complaint against Genentech in the U.S. District Court for the Southern District of New York seeking a declaratory 
judgment that no activities relating to the Company's VEGF Trap (aflibercept) infringe any valid claim of certain Genentech patents referred to as the Davis-Smyth patents. On January 12, 
2011, Genentech filed a motion to dismiss the complaint, arguing that the lawsuit was premature and thus the Court lacked subject matter jurisdiction. Upon the Company's submission to 

the FDA of a Biologics License Application (BLA) for EYLEATM (aflibercept injection) for the treatment of age-related macular degeneration (wet AMD), the Company filed a second 
complaint against Genentech in the same court seeking the same declaratory relief. On April 7, 2011, the Company and Genentech entered into a Joint Stipulation, which was approved and 
executed by the Court on April 11, 2011. Pursuant to the Joint Stipulation, the Company voluntarily dismissed its original complaint in favor of proceeding with its second complaint, and 
Genentech agreed that it would not seek to transfer the case to another judicial district or move to dismiss the second complaint for lack of subject matter jurisdiction or otherwise under 
Rule 12(b) of the Federal Rules of Civil Procedure. On April 25, 2011, Genentech filed an answer to the second complaint, denying that the Company is entitled to the declaratory relief 
being sought by the Company, and asserting counterclaims that the Company's prior or planned activities relating to VEGF Trap have infringed or will infringe one or more claims of the 
Davis-Smyth patents. In its answer, Genentech requests a judgment against the Company for damages, including for willful infringement, and other relief as the Court deems appropriate. 
On May 11, 2011, Genentech filed an amended answer and counterclaim, again denying that the Company is entitled to the declaratory relief being sought by the Company, and asserting 
counterclaims that the Company's prior or planned activities relating to VEGF Trap have infringed or will infringe claims of four of the five Davis-Smyth patents. In its amended answer and 
counterclaim, Genentech requests a judgment against the Company for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 25, 2011, the 
Company replied to Genentech's amended answer and counterclaim, denying Genentech's counterclaims, and denying that any of the Company's prior or planned activities relating to 
VEGF Trap infringe any valid claim of the Davis-Smyth patents. The Company believes Genentech's counterclaims are without merit and intends to continue to defend against them 
vigorously. As this litigation is at an early stage, at this time the Company is not able to predict the probability of the outcome or an estimate of loss, if any, related to this matter. 

The Company has initiated patent-related actions against Genentech in Germany, the United Kingdom, and Italy, and may initiate other actions in other countries outside the U.S. 

11. Subsequent Event - Offering of Senior Convertible Notes 

On October 17, 2011, the Company announced an offering of $400 million aggregate principal amount of 1.875% convertible senior notes (the "Notes") due October I, 2016. The 
offering closed on October 21, 2011. The initial purchaser of the Notes has a 13-day option to purchase up to an additional $60 million aggregate principal amount of Notes on the same 
terms and conditions. 

The Notes will pay interest semi-annually on April I and October I at an annual rate of 1.875%, and will mature on October I, 2016, unless earlier converted or repurchased. The Notes 
will be convertible, subject to certain conditions, into cash, shares of the Company's Common Stock, or a combination of cash and shares of Common Stock, at the Company's option. The 
initial conversion rate for the Notes will be 11.9021 shares of Common Stock (subject to adjustment in certain circumstances) per $1,000 principal amount of the Notes, which is equal to an 
initial conversion price of approximately $84.02 per share. 

In connection with the offering of the Notes, the Company entered into convertible note hedge and warrant transactions with multiple counterparties, including an affiliate of the initial 
purchaser. The convertible note hedge transactions cover, subject to customary anti-dilution adjustments, the number of shares of the Company's Common Stock that initially underlie the 
Notes, and are intended to reduce the dilutive impact of the conversion feature of the Notes. The warrant transactions will have an initial strike price of approximately $103.41 per share, 
and may be settled in cash or shares of the Company's Common Stock, at the Company's option. 

The net proceeds from the Notes offering were approximately $391.3 million after deducting the initial purchaser's discount and estimated offering expenses (and will be approximately 
$450.1 million if the initial purchaser exercises in full its option to purchase additional Notes). In addition, the cost of the initial convertible note hedge, after taking into account the 
proceeds received by the Company from the warrant transactions, was $23. 7 million. If the initial purchaser exercises its option to purchase additional Notes, the Company may use net 
proceeds from the sale of the additional Notes to enter into additional convertible note hedge and warrant transactions. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

12. Recently Issued Accounting Standards 

Multiple-deliverable revenue arrangements 

During the first quarter of 2011 the Company adopted amended authoritative guidance issued by the Financial Accounting Standards Board ("FASB") on multiple-deliverable revenue 
arrangements. The amended guidance provides greater ability to separate and allocate consideration to be received in a multiple-deliverable revenue arrangement by requiring the use of 
estimated selling prices to allocate the consideration, thereby eliminating the use of the residual method of allocation. The amended guidance also requires expanded qualitative and 
quantitative disclosures surrounding multiple-deliverable revenue arrangements. The Company is applying this amended guidance prospectively for new or materially modified 
arrangements, of which there were none during the nine months ended September 30, 2011. The adoption of this guidance did not have a material impact on the Company's financial 
statements. 

Milestone method of revenue recognition 

During the first quarter of 2011, the Company adopted amended authoritative guidance issued by the FASB codifying the milestone method of revenue recognition as an acceptable 
revenue recognition model when a milestone is deemed to be substantive. Since the Company has historically accounted for milestones under the milestone method, the adoption of this 
guidance did not have a material impact on the Company's financial statements. 

In accordance with the Company's accounting policy for recognition of revenue in connection with collaboration agreements, as previously disclosed in the Company's financial 
statements included in the Company's Annual Report on Form 10-K for the year ended December 31, 2010, payments which are based on achieving a specific performance milestone, 
involving a degree of risk, are recognized as revenue when the milestone is achieved and the related payment is due and non-refundable, provided there is no future service obligation 
associated with that milestone. Substantive performance milestones typically consist of significant achievements in the development life-cycle of the related product candidate, such as 
completion of clinical trials, filing for approval with regulatory agencies, and receipt of approvals by regulatory agencies. In determining whether a payment is deemed to be a substantive 
performance milestone, the Company takes into consideration (i) the nature, timing, and value of significant achievements in the development life-cycle of the related development product 
candidate, (ii) the relative level of effort required to achieve the milestone, and (iii) the relative level of risk in achieving the milestone, taking into account the high degree of uncertainty in 
successfully advancing product candidates in a drug development program and in ultimately attaining an approved drug product. Payments for achieving milestones which are not 
considered substantive are accounted for as license payments and recognized over the related performance period. 
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REGENERON PHARMACEUTICALS, INC. 
Notes to Condensed Financial Statements (Unaudited) 
(Unless otherwise noted, dollars in thousands, except per share data) 

The Company earns substantive performance milestone payments in connection with its collaboration agreements to develop and commercialize product candidates with Sanofi and 
Bayer HealthCare. Descriptions of these collaboration agreements, including various financial terms and conditions, were provided in the Company's financial statements included in the 
Company's Annual Report on Form 10-K for the year ended December 31, 2010. Under the Company's collaboration agreement with Sanofi to jointly develop and commercialize 
ZAL TRAP® (aflibercept, also known as VEGF Trap), the Company may receive up to $400 million in substantive milestone payments upon receipt of specified marketing approvals, 

including up to $360 million in milestone payments related to the receipt of marketing approvals for up to eight ZALTRAP® oncology and other indications in the U.S. or the European 

Union and up to $40 million related to the receipt of marketing approvals for up to five ZALTRAP® oncology indications in Japan. Under the Company's global, strategic collaboration 
with Sanofi to discover, develop, and commercialize fully human monoclonal antibodies, for each drug candidate identified under the collaboration's Discovery and Preclinical 
Development Agreement, Sanofi has the option to license rights to the candidate under the collaboration's License and Collaboration Agreement and co-develop the drug candidate with 
the Company through product approval. Under certain defined circumstances, upon exercising its option to license rights to particular candidates, Sanofi must make a $10 million 
substantive milestone payment to the Company. Under the Company's license and collaboration agreement with Bayer HealthCare to globally develop, and commercialize outside the U.S., 
EYLEA™, the Company is eligible to receive up to $50 million in future substantive milestone payments related to marketing approvals ofEYLEA™ in major market countries outside the 
U.S. 

Fees paid to the federal government by pharmaceutical manufacturers 

In December 2010, the FASB provided authoritative guidance on how pharmaceutical manufacturers should recognize and classify in their income statement annual fees mandated by 
the Patient Protection and Affordable Care Act as amended by the Health Care and Education Reconciliation Act. This guidance became effective for calendar years beginning after 
December 31, 2010. The adoption of this guidance did not have an impact on the Company's financial statements as the fee does not currently apply to the Company. The Company's 
marketed product, ARCAL YST® for the treatment of CAPS, has been approved as an orphan drug and orphan drugs are not subject to this annual fee. 

Presentation of comprehensive income 

In June 2011, the FASB amended its authoritative guidance on the presentation of comprehensive income. Under the amendment, an entity will have the option to present the total of 
comprehensive income, the components of net income, and the components of other comprehensive income either in a single continuous statement of comprehensive income or in two 
separate but consecutive statements. This amendment, therefore, eliminates the currently available option to present the components of other comprehensive income as part of the 
statement of changes in stockholders' equity. The amendment does not change the items that must be reported in other comprehensive income or when an item of other comprehensive 
income must be reclassified to net income. The Company will adopt this amended guidance for the fiscal year beginning January I, 2012. As this guidance relates to presentation only, the 
adoption of this guidance will not have any other effect on the Company's financial statements. 
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ITEM 2. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS 

The discussion below contains forward-looking statements that involve risks and uncertainties relating to future events and the future financial performance of Regeneron 
Pharmaceuticals, Inc., and actual events or results may differ materially from these forward-looking statements. These statements concern, and these risks and uncertainties include, 
among other things, the nature, timing, and possible success of and therapeutic applications for our product candidates and research programs now underway or planned, the 
likelihood and timing of possible regulatory approval and commercial launch of our /ate-stage product candidates, determinations by regulatory and administrative governmental 
authorities which may delay or restrict our ability to continue to develop or commercialize our product and drug candidates, competing drugs that may be superior to our product 
and drug candidates, uncertainty of market acceptance of our product and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, 
producing, and selling products, the potential for any collaboration agreement, including our agreements with Sanofi and Bayer HealthCare LLC, to be canceled or terminated 
without any product success, and risks associated with third-party intellectual property and pending or future litigation relating thereto. These statements are made by us based on 
management's current beliefs and judgment. In evaluating such statements, shareholders and potential investors should specifically consider the various factors identified under the 
caption "Risk Factors" which could cause actual events and results to differ materially from those indicated by such forward-looking statements. We do not undertake any obligation 
to update publicly any forward-looking statement, whether as a result of new information, future events, or otherwise, except as required by law. 

Overview 

Regeneron Pharmaceuticals, Inc. is a biopharmaceutical company that discovers, develops, manufactures, and commercializes pharmaceutical products for the treatment of serious 

medical conditions. We currently have one marketed product: ARCAL YST® (rilonacept) Injection for Subcutaneous Use, which is available by prescription in the United States for the 
treatment of Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 
12 and older. 

We have 11 product candidates in clinical development, all of which were discovered in our research laboratories. Our Trap-based, late-stage (Phase 3) programs are: 

• EYLEA™ (aflibercept injection), also known as VEGF Trap-Eye, which is being developed using intraocular delivery for the treatment of serious eye diseases; 

• ZAL TRAP® (aflibercept), also known as VEGF Trap, which is being developed in oncology in collaboration with Sanofi; and 

• ARCAL YST®, which is being developed for the prevention of gout flares in patients initiating uric acid-lowering treatment. 

Our antibody-based clinical programs include the following fully human monoclonal antibodies: 

• Sarilumab (REGN88), an antibody to the interleukin-6 receptor (IL-6R), which is being developed in rheumatoid arthritis; 

• REGN727, an antibody to Proprotein Convertase Substilisin/Kexin type 9 (PCSK9), which is being developed for low-density lipoprotein (LDL) cholesterol reduction; 

• REGN668, an antibody to the interleukin-4 receptor (IL-4R), which is being developed in atopic dermatitis and eosinophilic asthma; 

• REGN421, an antibody to Delta-like ligand-4 (Dll4), a novel angiogenesis target, which is being developed in oncology; 

• REGN9 IO, an antibody to Angiopoietin-2 (ANG2), another novel angiogenesis target, which is being developed in oncology; 

• REGN4 75, an antibody to Nerve Growth Factor (NGF), which is being developed for the treatment of pain (currently on clinical hold); 

• REGN728, an antibody in clinical development against an undisclosed target; and 

• REGN846, an antibody against an undisclosed target, which is being developed in atopic dermatitis. 
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With the exception ofREGN846, which we are developing independently, all of these antibodies are being developed in collaboration with Sanofi. 

Our core business strategy is to maintain a strong foundation in basic scientific research and discovery-enabling technologies, to combine that foundation with our clinical 
development and manufacturing capabilities, and to continue to expand our commercialization capabilities in anticipation of possible regulatory approval and launch of one or more of our 
late-stage product candidates. Our long-term objective is to build a successful, integrated, multi-product biopharmaceutical company that provides patients and medical professionals with 
innovative options for preventing and treating human diseases. 

We believe that our ability to develop product candidates is enhanced by the application of our Ve/ociSuite™ technology platforms. Our discovery platforms are designed to identify 
specific proteins of therapeutic interest for a particular disease or cell type and validate these targets through high-throughput production of genetically modified mice using our 

Ve/ociGene®technology to understand the role of these proteins in normal physiology, as well as in models of disease. Our human monoclonal antibody technology (Veloclmmune®) and 

cell line expression technologies (Ve/ociMab®) may then be utilized to discover and produce new product candidates directed against the disease target. Our antibody product candidates 

currently in clinical trials were developed using Ve/oclmmune®. Under the terms of our antibody collaboration with Sanofi, which was expanded during 2009, we plan to advance a total of 
approximately 30 candidates into clinical development over the life of the agreement. We continue to invest in the development of enabling technologies to assist in our efforts to identify, 
develop, manufacture, and commercialize new product candidates. 

Commercial Product: 

ARCALYSTID - CAPS 

Net product sales of ARCAL YST® (rilonacept) in the third quarter of 2011 were $5.5 million, compared to $4.9 million during the same quarter of 2010. ARCAL YST® net product sales 

for the nine months ended September 30, 2011 and 2010, respectively, totaled $14.9 million and $20.0 million. AR CAL YST® net product sales during the first nine months of 2010 included 
$15.2 million of net product sales made during this period and $4.8 million of previously deferred net product sales, as described below under "Results of Operations." 

ARCAL YST® is a protein-based product designed to bind the interleukin-I (called IL-I) cytokine and prevent its interaction with cell surface receptors. ARCAL YST® is available by 
prescription in the U.S. for the treatment of CAPS, including FCAS and MWS in adults and children 12 and older. CAPS are a group of rare, inherited, auto-inflammatory conditions 
characterized by life-long, recurrent symptoms of rash, fever/chills, joint pain, eye redness/pain, and fatigue. Intermittent, disruptive exacerbations or flares can be triggered at any time by 
exposure to cooling temperatures, stress, exercise, or other unknown stimuli. 

Clinical Programs: 

1. EYLEA™ (ajlibercept injection) also known as VEGF Trap-Eye- Ophthalmologic Diseases 

EYLEA™ (aflibercept injection) is a fusion protein locally administered in the eye that is designed to bind Vascular Endothelial Growth Factor-A (VEGF-A) and Placental Growth Factor 

(PIGF) proteins that are involved in the abnormal growth of new blood vessels. We, together with our ex-U.S. collaborator Bayer HealthCare, are evaluating EYLEA™ in Phase 3 programs 
in patients with the neovascular form of age-related macular degeneration (wet AMD), central retinal vein occlusion (CRVO), diabetic macular edema (DME), and choroidal 
neovascularisation (CNV) of the retina as a result of pathologic myopia. Wet AMD, diabetic retinopathy (which includes DME), and retinal vein occlusion are three of the leading causes 
of adult blindness in the developed world. In these conditions, severe visual loss is caused by a combination of retinal edema and neovascular proliferation. 

The Phase 3 trials in wet AMD, known as VIEW I and VIEW 2 (YEGF Trap: Investigation of ,Efficacy and Safety in Yi:'.,et age-related rnacular degeneration), compared EYLEATM and 

Lucentis® (ranibizumab injection), a registered trademark of Genentech, Inc. Lucentis® is an anti-VEGF agent approved for use and the current standard of care in wet AMD. VIEW I was 

conducted in North America and VIEW 2 was conducted in Europe, Asia Pacific, Japan, and Latin America. The VIEW I and VIEW 2 trials both evaluated EYLEA ™ doses of O .5 milligrams 

(mg) and 2.0 mg at dosing intervals of four weeks and 2.0 mg at a dosing interval of eight weeks (following three initial monthly doses), compared with Lucentis® dosed according to its 
U.S. label, which specifies doses of 0.5 mg administered every four weeks over the first year. As-needed dosing (PRN) with both agents is being evaluated in the second year of the 
studies, although patients will be dosed no less frequently than every 12 weeks. 
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The primary endpoint of these non-inferiority studies was the proportion of patients treated with EYLEA™ who maintain visual acuity at the end of one year compared to patients 

dosed monthly with Lucentis®. Visual acuity is defined as the total number of letters read correctly on the Early Treatment Diabetic Retinopathy Study (ETD RS) chart, a standard research 
tool for measuring visual acuity. Maintenance of vision is defined as losing fewer than three lines (equivalent to 15 letters) on the ETDRS chart. Secondary endpoints included the mean 
change from baseline in visual acuity as measured by ETD RS, the proportion of patients who gained at least 15 letters of vision at week 52, and the amount of fluid under the retina. 

We and Bayer HealthCare announced week 52 results from the VIEW I and VIEW 2 studies in November 2010. In these studies, all regimens ofEYLEA™, including EYLEA™ dosed 

every two months, successfully met the primary endpoint of statistical non-inferiority compared to Lucentis® dosed every month. 

A generally favorable safety profile was observed for both EYLEA ™ and Lucentis®. The incidence of ocular treatment emergent adverse events was balanced across all four treatment 
groups in both studies, with the most frequent events associated with the injection procedure, the underlying disease, and/or the aging process. The most frequent ocular adverse events 
were conjunctiva! hemorrhage, macular degeneration, eye pain, retinal hemorrhage, and vitreous floaters. The most frequent serious non-ocular adverse events were typical of those 
reported in this elderly population who receive intravitreal treatment for wet AMD; the most frequently reported events were falls, pneumonia, myocardial infarction, atrial fibrillation, 
breast cancer, and acute coronary syndrome. There were no notable differences among the study arms. 

Based on these positive results, we submitted a Biologics License Application (BLA) to the U.S. Food and Drug Administration (FDA) in February 2011 for marketing approval of 

EYLEA™ in wet AMD in the U.S. In April 2011, the FDA accepted the BLA for filing and granted our request for Priority Review. In June 2011, the Dermatologic and Ophthalmic Drugs 
Advisory Committee of the FDA unanimously recommended that the FDA approve our BLA. Also in June 2011, Bayer HealthCare submitted regulatory applications for marketing 

approval ofEYLEA™ in wet AMD in the European Union and Japan. In August 2011, we announced that we received notification from the FDA that the agency had extended its target 

date to complete the priority review of the EYLEA™ BLA to November 18, 2011, which is a three month extension from the original Prescription Drug User Fee Act (PDUF A) action date. 
The extension is a result of the agency classifying our responses to questions regarding the chemistry, manufacturing, and controls (CMC) section of the BLA as a major amendment to 
the BLA. The new action date provides the agency additional time to review the information submitted. 

EYLEA™ is also in Phase 3 clinical studies for the treatment of CRVO, another cause of visual impairment. We are leading the COPERNICUS @ntrolled l;'.hase 3 _Evaluation of 
Repeated iNtravitreal administration of VEGF Trap-Eye In .Central retinal vein occlusion: !ltility and .S.afety) study, and Bayer HealthCare is leading the GALILEO (Qeneral Assessment 

.Limiting !nfi.Ltration of _Exudates in central retinal vein Qcclusion with VEGF Trap-Eye) study. Patients in both studies receive six monthly intravitreal injections of either EYLEA™ at a 
dose of 2.0 mg or sham control injections. The primary endpoint of both studies is improvement in visual acuity versus baseline after six months of treatment as measured by the ETD RS 
eye chart. At the end of the initial six months, patients are dosed on a PRN basis for another six months. All patients are eligible for rescue laser treatment. 

In December 2010, we and Bayer HealthCare announced that in the COPERNICUS study, EYLEA™ demonstrated a statistically significant improvement in visual acuity at six months 

compared to sham injections, the primary endpoint of the study. In the study, EYLEA™ was generally well tolerated. The most common adverse events were those typically associated 

with intravitreal injections or the underlying disease. Serious ocular adverse events in the EYLEA™ group were uncommon (3.5%), consisting of individual reports of corneal abrasion, 
endophalmitis, retinal vein occlusion, and reduced visual acuity, and were more frequent in the control group (13.5%). The incidence of non-ocular serious adverse events was generally 

well-balanced between the treatment arms. There were no deaths among the 114 patients treated with EYLEA™ and two (2. 7%) in the 73 patients treated with sham injections. 
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In April 2011, we and Bayer HealthCare announced that in the GALILEO study, EYLEA™ also demonstrated a statistically significant improvement in visual acuity at six months 

compared to sham injections, the primary endpoint of the study. In this trial, 60.2% of patients receiving 2.0 mg of EYLEA™ monthly gained at least 15 letters of vision from baseline, 

compared to 22.1 % of patients receiving sham injections (p<0.0001). Patients receiving 2.0 mg of EYLEA™ monthly gained, on average, 18 letters of vision compared to a mean gain of 3.3 
letters with sham injections (p<0.0001 ), a secondary endpoint. 

As in the COPERNICUS trial, EYLEA™ was generally well tolerated in the GALILEO study and the most common adverse events were those typically associated with intravitreal 

injections or the underlying disease. Serious ocular adverse events in the EYLEA™ group were 2.9% and were more frequent in the control group (8.8%). The most frequently reported 

adverse events overall in the EYLEA™ arm were eye pain, conjunctiva! hemorrhage, and elevated intraocular pressure. The most frequently reported adverse events in the control group 
were macular edema, eye irritation, and reduced visual acuity. The incidence of non-ocular serious adverse events was generally well-balanced between the treatment arms. The most 
frequent non-ocular adverse events were headache and nasopharyngitis. There were no deaths in the study. 

Based on these positive results, we intend to submit a regulatory application for marketing approval for EYLEATM in CRVO in the U.S. by the end of 2011, and Bayer HealthCare plans 
to submit regulatory applications in this indication in Europe in 2012. 

In the second quarter of 2011, we and Bayer HealthCare initiated Phase 3 studies to evaluate the safety and efficacy ofEYLEA™ in DME. These clinical trials have three study arms. In 

the first arm, patients will be treated every month with 2.0 mg ofEYLEA™. In the second arm, patients will be treated with 2.0 mg of EYLEA™ every two months after an initial phase of 
monthly injections. In the third arm, the comparator arm, patients will be treated with macular laser photocoagulation. The primary endpoint of the study is mean change in visual acuity 

from baseline as measured by the ETDRS eye chart. All patients will be followed for three years. We are conducting one of these studies, called VISTA-DME (YEGF Trap-Eye: 
Investigation of .S.afety, Ireatment effect, and Anatomic outcomes in DME), with study centers in the U.S. and other countries. Bayer HealthCare is conducting the second study, named 
VIVID-DME (YEGF Trap-Eye In .Yision Impairment Que to DME), with study centers in Europe, Japan, and Australia. 

In the first quarter of 2011, we and Bayer HealthCare initiated a Phase 3 trial in Asia in collaboration with the Singapore Eye Research Institute (SERI) investigating the efficacy and 

safety of EYLEA™ in patients with CNV of the retina as a result of pathologic myopia. The study, which will enroll approximately 250 patients, has started in Japan and is scheduled to run 
until June 2013. 

Collaboration with Bayer HealthCare 

In October 2006, we entered into a license and collaboration agreement with Bayer HealthCare for the global development and commercialization outside the U.S. of EYLEA ™. Under 

the agreement, we and Bayer HealthCare collaborate on, and share the costs of, the development of EYLEA™ through an integrated global plan. Bayer HealthCare will market EYLEA™ 

outside the U.S., where the companies will share equally in profits from any future sales of EYLEA™. Commencing on the first commercial sale of EYLEA™ in a major market country 
outside the U.S., we will be obligated to reimburse Bayer HealthCare for 50% of the development costs that it has incurred under the agreement from our share of the collaboration profits. 
The reimbursement payment in any quarter will equal 5% of the then outstanding repayment obligation, but never more than our share of the collaboration profits in the quarter unless we 

elect to reimburse Bayer HealthCare at a faster rate. Within the U.S., we retain exclusive commercialization rights to EYLEA™ and are entitled to all profits from any such sales. We have 

received $60 million in development milestone payments and can earn up to $50 million in future milestone payments related to marketing approvals of EYLEA ™ in major market countries 

outside the U.S. We can also earn up to $135 million in sales milestone payments if total annual sales of EYLEA™ outside the U.S. achieve certain specified levels starting at $200 million. 
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2. ZALTRAPID (ajlibercept) also known as VEGF Trap - Oncology 

ZAL TRAP® (aflibercept) is a fusion protein that is designed to bind all forms of VEGF-A, VEGF-B, and PIGF, and prevent their interaction with cell surface receptors. VEGF-A (and to a 
lesser degree, PIGF) is required for the growth of new blood vessels (a process known as angiogenesis) that are needed for tumors to grow. 

ZALTRAP® is being developed globally in cancer indications in collaboration with Sanofi. In April 2011, we and Sanofi announced that the Phase 3 VELOUR trial evaluating 

ZAL TRAP® in combination with the FOLFIRI chemotherapy regimen [folinic acid (leucovorin), 5-fluorouracil, and irinotecan] versus a regimen of FOLFIRI plus placebo met its primary 
endpoint of improving overall survival (OS) in previously treated metastatic colorectal cancer (mCRC) patients. The VELOUR data were presented in June 2011 at the European Society of 

Medical Oncology World Congress on Gastrointestinal Cancer. In this study, the addition of ZALTRAP® to the FOLFIRI chemotherapy regimen significantly improved both overall 

survival (HR=0.817; p=0.0032) and progression-free survival (HR=0.758; p=0.00007) compared to FOLFIRI plus placebo. A similar effect was seen with ZAL TRAP® therapy whether or not 
patients had received prior bevacizumab therapy. 

In the VELOUR study, grade 3 or 4 adverse events that occurred with a more than two percent greater incidence in the ZALTRAP® arm than in the placebo arm included diarrhea, 
asthenia/fatigue, stomatitis/ulceration, infections, hypertension, GI/abdominal pains, neutropenia, neutropenic complications and proteinuria. Deaths on study treatment due to adverse 

events occurred in 2.4 percent of patients in the ZAL TRAP® arm and in 1.0 percent of patients in the placebo arm. 

Based upon these positive findings, we and Sanofi plan to submit regulatory applications for marketing approval of ZALTRAP® for the treatment of previously-treated mCRC patients 
to the FDA and the European Medicines Agency (EMA) by the end of 2011. 

Another randomized, double-blind Phase 3 trial (VENICE), which is fully enrolled, is evaluating ZAL TRAP® as a first-line treatment for hormone-refractory metastatic prostate cancer in 
combination with docetaxel/prednisone. The VENICE trial is being monitored by an Independent Data Monitoring Committee (IDMC), a body of independent clinical and statistical experts. 
The IDMCs meet periodically to evaluate data from the trial and may recommend changes in study design or study discontinuation. In July 2011, the study's IDMC met for a scheduled 
interim analysis and recommended that the trial continue to completion. A final analysis will be conducted when a pre-specified number of events have occurred in this trial, which is 
anticipated in the first half of 2012. 

In addition, a randomized Phase 2 study (AFFIRM) of ZALTRAP® in first-line mCRC in combination with FOLFOX [folinic acid (leucovorin), 5-fluorouracil, and oxaliplatin] is fully 
enrolled. Initial data from this study are anticipated by the end of 2011. 

ZALTRAP® Collaboration with Sanofi 

We and Sanofi globally collaborate on the development and commercialization of ZALTRAP®. Under the terms of our September 2003 collaboration agreement, as amended, we and 

Sanofi will share co-promotion rights and profits on sales, if any, of ZAL TRAP® outside of Japan for disease indications included in our collaboration. In Japan, we are entitled to a royalty 

of approximately 35% on annual sales of ZALTRAP®, subject to certain potential adjustments. We may also receive up to $400 million in milestone payments upon receipt of specified 

marketing approvals, including up to $360 million related to the receipt of marketing approvals for up to eight ZALTRAP® oncology and other indications in the U.S. or the European 
Union and up to $40 million related to the receipt of marketing approvals for up to five oncology indications in Japan. 

Under the ZALTRAP® collaboration agreement, as amended, agreed upon worldwide development expenses incurred by both companies during the term of the agreement will be 

funded by Sanofi. If the collaboration becomes profitable, we will be obligated to reimburse Sanofi out of our share of ZAL TRAP® profits for 50% of the development expenses that they 

funded. The reimbursement payment in any quarter will equal 5% of the then outstanding repayment obligation, but never more than our share of the ZALTRAP®profits in the quarter 
unless we elect to reimburse Sanofi at a faster rate. 
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3. ARCALYSTID(rilonacept) - Inflammatory Diseases 

ARCAL YST® is being developed for the prevention of gout flares in patients initiating uric acid-lowering therapy. Gout, a disease in which IL-I may play an important role in pain and 
inflammation, is a very painful and common form of arthritis that results from high levels of uric acid, a bodily waste product normally excreted by the kidneys. The elevated uric acid can 
lead to formation of urate crystals in the joints of the toes, ankles, knees, wrists, fingers, and elbows. Uric acid-lowering therapy, most commonly allopurinol, is prescribed to eliminate the 
urate crystals and prevent them from reforming. Paradoxically, the initiation of uric acid-lowering therapy often triggers an increase in the frequency of gout attacks in the first several 
months of treatment, which may lead to discontinuation of therapy. The break-up of urate crystals can result in stimulation of inflammatory mediators, including IL-I, resulting in acute 
flares of joint pain and inflammation. These painful flares generally persist for at least five days. 

We conducted a Phase 3 clinical development program with ARCAL YST® in gout patients initiating uric acid-lowering therapy. The program consisted of three studies: PRE-SURGE I 
~vention .S.tudy against URate-lowering drug-induced .Qout _Exacelbations), PRE-SURGE 2, and RE-SURGE (BJ;;view of .S.afety !ltilizing Rilonacept in .Qout _Exacerbations). 

In June 2010, we announced that results from PRE-SURGE I, a North America-based double-blind, placebo-controlled study, showed that ARCAL YST® prevented gout attacks, as 
measured by the primary study endpoint of the number of gout flares per patient over the 16 week treatment period. 

In addition, all secondary endpoints of the study were positive (p<0.001 vs. placebo). Among these endpoints, treatment with AR CAL YST® reduced the proportion of patients who 

experienced two or more flares during the study period by up to 88%. Treatment with ARCAL YST® also reduced the proportion of patients who experienced at least one gout flare during 
the study period by up to 65%. 

In February 2011, we reported the results of PRE-SURGE 2 and RE-SURGE. In the PRE-SURGE 2 efficacy study in gout patients initiating allopurinol therapy, which was identical to 

PRE-SURGE I in design and analysis, 248 patients were randomized. ARCAL YST® met the primary and all secondary study endpoints. The primary endpoint was the number of gout flares 

per patient over the 16-week treatment period. Patients who received ARCAL YST® at a weekly, self-administered, subcutaneous dose of either 160 mg or 80 mg had a 72% decrease in 

mean number of gout flares compared to the placebo group (p<0.0001 ). Among secondary endpoints, treatment with AR CAL YST® reduced the proportion of patients who experienced two 

or more flares during the study period by up to 82 %. In addition, treatment with ARC AL YST® reduced the proportion of patients who experienced at least one gout flare during the study 
period by up to 63%. 

We also announced that in the RE-SURGE study, which evaluated the safety of ARCAL YST®versus placebo over 16 weeks, ARCAL YST®was generally well tolerated, and the safety 
profile was consistent with that reported in the PRE-SURGE I and PRE-SURGE 2 studies. In the overall gout program, the most frequently reported adverse events were injection site 
reaction and headache. 

In the RE-SURGE study, ARCAL YST® also met all secondary endpoints, which evaluated efficacy, over the 16 week treatment period (p<0.0001 ). These included the number of gout 
flares per patient, the proportion of patients who experienced two or more flares, and the proportion of patients who experienced at least one gout flare during the study period. 

Based on the results of the three Phase 3 studies, we submitted a supplemental BLA for U.S. regulatory approval of AR CAL YST® for the prevention of gout flares in patients initiating 
uric acid-lowering therapy. In addition, we plan to initiate a long-term safety study in this setting, known as UPSURGE (Understanding long-term safety in a £reventative .S.tudy against 

URate-lowering drug-induced .Qout _Exacelbations). We own worldwide rights to ARCAL YST®. 
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4. Sarilumab (REGN88; IL-6R Antibody) for inflammatory diseases 

IL-6 is a key cytokine involved in the pathogenesis of rheumatoid arthritis, causing inflammation and joint destruction. A therapeutic antibody to IL-6R, Actemra® (tocilizumab ), a 
registered trademark of Chugai Seiyaku Kabushiki Kaisha, has been approved for the treatment of rheumatoid arthritis. 

Sarilumab is a fully human monoclonal antibody to IL-6R generated using our Ve/oclmmune® technology. In July 2011, we and Sanofi announced that in the Phase 2b stage of the 
MOBILITY trial in rheumatoid arthritis, patients treated with sarilumab in combination with a standard RA treatment, methotrexate (MTX), achieved a significant and clinically meaningful 
improvement in signs and symptoms of moderate-to-severe RA compared to patients treated with MTX alone. The Phase 2b stage of the MOBILITY study was a 306-patient, dose
ranging, multi-national, randomized, multi-arm, double-blind, placebo-controlled study, that compared five different dose regimens of sarilumab in combination with MTX to placebo plus 
MTX. The primary endpoint of the study was the proportion of patients achieving at least a 20% improvement in RA symptoms (ACR20) after 12 weeks. 

In the Phase 2b stage of the MOBILITY trial, there was a dose response observed in patients receiving sarilumab in combination with MTX. An ACR20 response after 12 weeks was 
seen in 49.0% of patients receiving the lowest sarilumab dose regimen and 72.0% of patients receiving the highest dose regimen compared to 46.2% of patients receiving placebo and MTX 
(p=0.02, corrected for multiplicity, for the highest sarilumab dose regimen). The most common adverse events (>5%) reported more frequently in active treatment arms included infections 
(non-serious), neutropenia, and liver function test abnormalities. The types and frequencies of adverse events were consistent with those previously reported with IL-6 inhibition. The 
incidence of serious adverse events among the five sarilumab treatment groups and the placebo group was comparable. 

Sarilumab also demonstrated significant benefit compared to placebo in secondary endpoints, including ACR 50, ACR 70, and Disease Activity Score (DAS) 28 scores, additional 
measures of clinical activity used in RA trials. 

In July 2011, we and Sanofi announced that in the phase 2b ALIGN trial in ankylosing spondylitis, sarilumab did not demonstrate significant improvements in the signs and symptoms 
of active AS compared to placebo in patients who had inadequate response to Non-Steroidal Anti-Inflammatory Drugs (NSAIDs). Sarilumab was generally well tolerated. The most 
common adverse events reported more frequently in active treatment arms included infections and neutropenia. 

During the third quarter of 2011, we and Sanofi initiated the Phase 3 stage of the Phase 2/3 MOBILITY study. 

5. REGN727 (PCSK9 Antibody) for LDL cholesterol reduction 

Elevated LDL cholesterol ("bad cholesterol") level is a validated risk factor leading to cardiovascular disease. Statins are a class of drugs that lower LDL cholesterol by upregulating 
the expression of the LDL receptor (LDLR), which removes LDL from circulation. PCSK9 is a naturally occurring secreted protein that also modulates LDL cholesterol levels through its 
interaction with the LDL receptor. In a landmark study published in the New England Journal of Medicine in March 2006, patients with lower than normal PCSK9 levels due to a genetic 
abnormality not only had significantly lower levels of LDL cholesterol, but also a significant reduction in the risk of coronary heart disease. We used our Veloclmmune® technology to 
generate a fully human monoclonal antibody inhibitor of PCSK9, called REGN727, that is intended to lower LDL cholesterol. 

In May 2010, we announced that in an interim efficacy analysis of a dose-escalating, randomized, double-blind, placebo-controlled, Phase I trial in healthy volunteers, REGN727 
achieved substantial, dose dependent decreases of LDL cholesterol. Each dosing cohort consisted of six treated and two placebo patients. In July 2010, we presented additional data from 
this Phase I program. At the highest intravenous dose tested, a single dose of REGN72 7 achieved a greater than 60% maximum mean reduction of LDL cholesterol from baseline that lasted 
for more than one month. At the highest subcutaneous dose tested, a single dose of REGN727 achieved a greater than 60% maximum mean reduction of LDL cholesterol from baseline that 
lasted for more than two weeks. In these early trials, REGN727 was generally safe and well tolerated with no trend in drug-related adverse events and no evidence of hepato- or myo
toxicity. Injection site reactions were minimal. 

24 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5606



In July 2010, we also presented the results of an interim efficacy analysis of a dose escalating, randomized, double-blind, placebo-controlled Phase I trial of subcutaneously delivered 
REGN727 in hyperlipidemic patients (familial hypercholesterolemia and non-familial hypercholesterolemia) on stable doses of statins whose LDL levels were greater than 100 milligrams per 
deciliter (mg/dL). At the highest dose tested at that time, in eleven patients, a single dose of REGN727 achieved an approximately 40% maximum mean additional reduction of LDL 
cholesterol from baseline. No serious adverse events and no dose limiting toxicities were reported. 

During 2011, three Phase 2 studies with subcutaneous regimens of REGN727 have been initiated: (I) a randomized, double-blind, multi-dose, placebo controlled, 75-patient trial in 
patients with heterozygous familial hypercholesterolemia (heFH), (2) a randomized, double-blind, multi-dose, placebo controlled, 90-patient trial in combination with atorvastatin in patients 
with primary hypercholesterolemia, and (3) a randomized, double-blind, multi-dose, placebo controlled, 180-patient trial in combination with atorvastatin in patients with primary 
hypercholesterolemia and on stable doses of atorvastatin. The primary endpoint of each Phase 2 study is the change in LDL cholesterol from baseline compared to placebo over the study 
period. Initial data from these Phase 2 studies will be available by the end of 2011 and the first half of 2012. 

REGN727 is being developed in collaboration with Sanofi. 

6. REGN668 (IL-4RAntibody) for allergic and immune conditions 

IL-4R is required for signaling by the cytokines IL-4 and IL-13. Both of these cytokines are critical mediators of immune response, which, in tum, drives the formation of 
Immunoglobulin E (IgE) antibodies and the development of allergic responses, as well as the atopic state that underlies asthma and atopic dermatitis. 

REGN668 is a fully human monoclonal antibody generated using our Ve/oclmmune® technology that is designed to bind to IL-4R. REGN668 is in a Phase lb study in patients with 
atopic dermatitis and a Phase 2 study in eosinophilic asthma. REGN668 is being developed in collaboration with Sanofi. 

7. REGN421 (Dll4 Antibody)for advanced malignancies 

In many clinical settings, positively or negatively regulating blood vessel growth could have important therapeutic benefits, as could the repair of damaged and leaky vessels. VEGF 
was the first growth factor shown to be specific for blood vessels, by virtue of having its receptor primarily expressed on blood vessel cells. In the December 21, 2006 issue of the journal 
Nature, we reported data from a preclinical study demonstrating that blocking an important cell signaling molecule, known as Dll4, inhibited the growth of experimental tumors by 
interfering with their ability to produce a functional blood supply. The inhibition of tumor growth was seen in a variety of tumor types, including those that were resistant to blockade of 
VEGF, suggesting a novel anti-angiogenesis therapeutic approach. Moreover, inhibition of tumor growth is enhanced by the combination of Dll4 and VEGF blockade in many preclinical 
tumor models. 

REGN421 is a fully human monoclonal antibody to Dll4 generated using our Ve/oclmmune® technology, and is in Phase I clinical development. REGN421 is being developed in 
collaboration with Sanofi. 

8. REGN910 (ANG2 Antibody) for oncology 

In the fourth quarter of 2010, we initiated a Phase I study in an oncology setting of REGN910, an antibody that specifically blocks ANG2. The angiopoietins, which were discovered at 
Regeneron, are ligands for the endothelial cell receptor Tie2 and are essential for vascular development and angiogenesis. Unlike other family members, ANG2 is strongly upregulated by 
endothelial cells at sites of angiogenesis and vascular remodeling, including tumors. REGN910 is a fully human monoclonal antibody generated using our Ve/oclmmune® technology, 
which is being developed for cancer indications. REGN910 is being developed in collaboration with Sanofi. 

9. REGN475 (NGF Antibody)for pain 

REGN475 is a fully human monoclonal antibody to NGF, generated using our Ve/oclmmune® technology, which is designed to block pain sensitization in neurons. Preclinical 
experiments indicate that REGN475 specifically binds to and blocks NGF activity and does not bind to or block cell signaling for closely related neurotrophins such as NT-3, NT-4, or 
BDNF. 

25 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5607



In May 2010, we announced positive results from an interim analysis of a randomized, double-blind, four-arm, placebo-controlled Phase 2 trial in 217 patients with osteoarthritis of the 
knee. In July 2010, we presented additional results from this trial through 16 weeks. 

In December 2010, we were informed by the FDA that a case confirmed as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA believes this case, 
which follows previously-reported cases of joint replacements in patients on an anti-NGF drug candidate being developed by another pharmaceutical company, provides evidence to 
suggest a class-effect and has placed REGN475 on clinical hold. The FDA Arthritis Advisory Committee meeting scheduled for September 13, 2011 to discuss possible safety issues 
related to anti-NGF compounds has been postponed. There are currently no ongoing trials with REGN475 that are either enrolling or treating patients. REGN475 is being developed in 
collaboration with Sanofi. 

10. REGN728 

In the fourth quarter of 2010, clinical trials began with REGN728, a fully human monoclonal antibody generated using our Veloclmmune® technology, against an undisclosed target. 
REGN728 is being developed in collaboration with Sanofi. 

11. REGN846 

REGN846 is a fully human monoclonal antibody generated using our Ve/oclmmune® technology, against an undisclosed target, and is being evaluated in a Phase 2a study in patients 
with atopic dermatitis. In July 2011, Sanofi elected not to continue co-development ofREGN846, and Regeneron now has sole global rights to REGN846. Under the terms of our agreement, 
Sanofi remains obligated to fund REGN846 clinical costs through conclusion of a planned proof-of-concept trial and is entitled to receive a mid-single digit royalty on any future sales of 
REGN846. 

Research and Development Technologies: 

Many proteins that are either on the surface of or secreted by cells play important roles in biology and disease. One way that a cell communicates with other cells is by releasing 
specific signaling proteins, either locally or into the bloodstream. These proteins have distinct functions and are classified into different "families" of molecules, such as peptide hormones, 
growth factors, and cytokines. All of these secreted ( or signaling) proteins travel to and are recognized by another set of proteins, called "receptors," which reside on the surface of 
responding cells. These secreted proteins impact many critical cellular and biological processes, causing diverse effects ranging from the regulation of growth of particular cell types to 
inflammation mediated by white blood cells. Secreted proteins can at times be overactive and thus result in a variety of diseases. In these disease settings, blocking the action of specific 
secreted proteins can have clinical benefit. In other cases, proteins on the cell-surface can mediate the interaction between cells, such as the processes that give rise to inflammation and 
autoimmunity. 

Our scientists have developed two different technologies to design protein therapeutics to block the action of specific cell surface or secreted proteins. The first technology, termed 

the "Trap" technology, was used to generate our first approved product, ARCAL YST®, as well as ZALTRAP® and EYLEA™, all of which are in Phase 3 clinical trials. These novel 
"Traps" are composed of fusions between two distinct receptor components and the constant region of an antibody molecule called the "Fe region", resulting in high affinity product 

candidates. VelociSuite™ is our second technology platform; it is used for discovering, developing, and producing fully human monoclonal antibodies that can address both secreted 
and cell-surface targets. 
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VelociSuite™ 

Ve/ociSuite™ consists of Ve/oclmmune®, Ve/ociGene®, Ve/ociMouse®, and Ve/ociMab®. The Veloclmmune® mouse platform is utilized to produce fully human monoclonal 

antibodies. Ve/oclmmune® was generated by exploiting our Ve/ociGene® technology (see below), in a process in which six megabases of mouse immune gene loci were replaced, or 

"humanized," with corresponding human immune gene loci. Ve/oclmmune® mice can be used to generate efficiently fully human monoclonal antibodies to targets of therapeutic interest. 

Ve/oclmmune® and our entire Ve/ociSuite™ offer the potential to increase the speed and efficiency through which human monoclonal antibody therapeutics may be discovered and 

validated, thereby improving the overall efficiency of our early stage drug development activities. We are utilizing the Veloclmmune® technology to produce our next generation of drug 
candidates for preclinical and clinical development. 

Our Ve/ociGene® platform allows custom and precise manipulation of very large sequences of DNA to produce highly customized alterations of a specified target gene, or genes, and 
accelerates the production of knock-out and transgenic expression models without using either positive/negative selection or isogenic DNA. In producing knock-out models, a color or 
fluorescent marker may be substituted in place of the actual gene sequence, allowing for high-resolution visualization of precisely where the gene is active in the body during normal body 

functioning as well as in disease processes. For the optimization of preclinical development and pharmacology programs, Ve/ociGene® offers the opportunity to humanize targets by 

replacing the mouse gene with the human homolog. Thus, Ve/ociGene® allows scientists to rapidly identify the physical and biological effects of deleting or over-expressing the target 
gene, as well as to characterize and test potential therapeutic molecules. 

Our Ve/ociMouse® technology platform allows for the direct and immediate generation of genetically altered mice from embryonic stem cells (ES cells), thereby avoiding the lengthy 
process involved in generating and breeding knockout mice from chimeras. Mice generated through this method are normal and healthy and exhibit a 100% germ-line transmission. 

Furthermore, mice developed using our Ve/ociMouse® technology are suitable for direct phenotyping or other studies. We have also developed our Ve/ociMab® platform for the rapid 

screening of antibodies and rapid generation of expression cell lines for our Traps and our Ve/oclmmune® human monoclonal antibodies. 

Antibody Collaboration and License Agreements 

Sanofi. In November 2007, we and Sanofi entered into a global, strategic collaboration to discover, develop, and commercialize fully human monoclonal antibodies. The collaboration is 
governed by a Discovery and Preclinical Development Agreement and a License and Collaboration Agreement. In connection with the execution of the discovery agreement in 2007, we 
received a non-refundable, up-front payment of $85.0 million from Sanofi. Pursuant to the collaboration, Sanofi is funding our research to identify and validate potential drug discovery 
targets and develop fully human monoclonal antibodies against these targets. We lead the design and conduct of research activities under the collaboration, including target identification 
and validation, antibody development, research and preclinical activities through filing of an Investigational New Drug Application (IND) or its equivalent, toxicology studies, and 
manufacture of preclinical and clinical supplies. 

For each drug candidate identified through discovery research under the discovery agreement, Sanofi has the option to license rights to the candidate under the license agreement. If it 
elects to do so, Sanofi will co-develop the drug candidate with us through product approval. Development costs for the drug candidate are shared between the companies, with Sanofi 
generally funding these costs up front, except that following receipt of the first positive Phase 3 trial results for a co-developed drug candidate, subsequent Phase 3 trial-related costs for 
that drug candidate are shared 80% by Sanofi and 20% by us. We are generally responsible for reimbursing Sanofi for half of the total development costs for all collaboration antibody 
products from our share of profits from commercialization of collaboration products to the extent they are sufficient for this purpose. However, we are not required to apply more than 10% 
of our share of the profits from collaboration products in any calendar quarter towards reimbursing Sanofi for these development costs. 

Sanofi will lead commercialization activities for products developed under the license agreement, subject to our right to co-promote such products. The parties will equally share profits 
and losses from sales within the U.S. The parties will share profits outside the U.S. on a sliding scale based on sales starting at 65% (Sanofi)/35% (us) and ending at 55% (Sanofi)/45% (us), 
and will share losses outside the U.S. at 55% (Sanofi)/45% (us). In addition to profit sharing, we are entitled to receive up to $250 million in sales milestone payments, with milestone 
payments commencing after aggregate annual sales outside the U.S. exceed $1.0 billion on a rolling 12-month basis. 
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In November 2009, we and Sanofi amended these agreements to expand and extend our antibody collaboration. The goal of the expanded collaboration is to advance a total of 
approximately 30 new antibody product candidates into clinical development from 20 IO through 2017. 

Under the amended discovery agreement, Sanofi agreed to fund up to $160 million per year of our antibody discovery activities over the period from 2010-2017, subject to a one-time 
option for Sanofi to adjust the maximum reimbursement amount down to $120 million per year commencing in 2014 if over the prior two years certain specified criteria were not satisfied. 
Sanofi has an option to extend the discovery program for up to an additional three years after 2017 for further antibody development and preclinical activities. Pursuant to the 
collaboration, Sanofi is also obligated to fund up to $3 0 million of agreed-upon costs we incur to expand our manufacturing capacity at our Rensselaer, New York facilities. 

In 20 I 0, as we scaled up our capacity to conduct antibody discovery activities, Sanofi funded $13 7. 7 million of our preclinical research under the expanded collaboration. The balance 
between that amount and $160 million, or $22.3 million, has been added to the funding otherwise available to us in 2011-2012 under the amended discovery agreement. 

From the collaboration's inception in November 2007 through September 30, 2011, Sanofi has funded a total of $435.3 million of our costs under the discovery agreement and a total of 
$3 64. 9 million of our development costs under the license agreement, or a total of $800 .2 million in funding for our antibody research and development activities during this period. 

In August 2008, we entered into an agreement with Sanofi to use our Ve/ociGene® platform to supply Sanofi with genetically modified mammalian models of gene function and disease. 
Under this agreement, Sanofi is required to pay us a minimum of $21. 5 million for the term of the agreement, which extends through December 2012, for knock-out and transgenic models of 
gene function for target genes identified by Sanofi. Sanofi will use these models for its internal research programs that are outside of the scope of our antibody collaboration. 

Astellas Pharma Inc. In March 2007, we entered into a six-year, non-exclusive license agreement with Astellas Pharma Inc. to allow Astellas to utilize our Ve/oclmmune® technology in 
its internal research programs to discover human monoclonal antibodies. Under the terms of the agreement, Astellas made a $20.0 million annual, non-refundable payment to us in each of 
the second quarters of 2007, 2008, 2009, and 2010. In July 2010, the license agreement with Astellas was amended and extended through June 2023. Under the terms of the amended 
agreement, Astellas made a $165.0 million up-front payment to us in August 2010. In addition, Astellas will make a $130.0 million second payment to us in June 2018 unless the license 
agreement has been terminated prior to that date. Astellas has the right to terminate the agreement at any time by providing 90 days' advance written notice. Under certain limited 
circumstances, such as our material breach of the agreement, Astellas may terminate the agreement and receive a refund of a portion of its up-front payment or, if such termination occurs 
after June 2018, a portion of its second payment, to us under the July 2010 amendment to the agreement. We are entitled to receive a mid-single-digit royalty on any future sales of 

antibody products discovered by Astellas using our Veloclmmune® technology. 

Royalty Agreement with Novartis Pharma AG 

Under a June 2009 agreement with Novartis (that replaced a previous collaboration and license agreement), we receive royalties on worldwide sales of Novartis' canakinumab, a fully 
human anti-interleukin-IL Ill antibody. The royalty rates in the agreement start at 4% and reach 15% when annual sales exceed $1.5 billion. Canakinumab is marketed for the treatment of 
CAPS, has completed Phase 3 development for gout, and is in earlier stage development for atherosclerosis and other inflammatory diseases. While our royalties under this agreement 
could be significant if canakinumab is approved and successfully commercialized for additional disease indications, to date these royalties have been minimal. We are unable to predict 
whether canakinumab will be approved for gout or any other indication in addition to CAPS, or whether, even if approved, canakinumab for such indication(s) will be successfully 
commercialized. Accordingly, we are unable to predict whether these royalties will ever contribute materially to our results of operations or financial condition. 
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National Institutes of Health Grant 

In September 2006, we were awarded a five-year grant from the National Institutes of Health (NIH) as part of the NIH's Knockout Mouse Project. The goal of the Knockout Mouse 
Project is to build a comprehensive and broadly available resource of knockout mice to accelerate the understanding of gene function and human diseases. Under the NIH grant, as 
amended, $24.6 million has been received or is receivable from the grant's inception as of September 30, 2011 and we are entitled to receive an additional $0.7 million through the remaining 
term of the grant. 

Research Programs 

Our preclinical research programs are in the areas of oncology and angiogenesis, ophthalmology, metabolic and related diseases, muscle diseases and disorders, inflammation and 
immune diseases, bone and cartilage, pain, cardiovascular diseases, and infectious diseases. 

Developing and commercializing new medicines entails significant risk and expense. Since inception we have not generated any significant sales or profits from the commercialization 

of ARCAL YST® or any of our other product candidates. Before significant revenues from the commercialization of AR CAL YST® or our other product candidates can be realized, we ( or 
our collaborators) must overcome a number of hurdles which include successfully completing research and development and obtaining regulatory approval from the FDA and regulatory 
authorities in other countries. In addition, the biotechnology and pharmaceutical industries are rapidly evolving and highly competitive, and new developments may render our products 
and technologies uncompetitive or obsolete. 

From inception on January 8, 1988 through September 30, 2011, we had a cumulative loss of $1.2 billion, principally related to our research and development activities. We expect to 
continue to incur substantial expenses related to our research and development activities, a significant portion of which we expect to be reimbursed by our collaborators. We submitted a 

BLA to the FDA in February 2011 for marketing approval of EYLEA ™ in wet AMD in the U.S. In April 2011, the FDA accepted the BLA for filing and granted our request for Priority 
Review. In August 2011, Regeneron announced that we received notification from the FDA that the agency had extended its target date to complete the priority review of our BLA for 

EYLEA™ to November 18, 2011, which is a three month extension from the original PDUF A action date. The extension is a result of the agency classifying our responses to questions 
regarding the CMC section of the BLA as a major amendment to the BLA. The new action date provides the agency additional time to review the information submitted. In June 2011, 

Bayer HealthCare submitted regulatory applications for marketing approval of EYLEA™ in wet AMD in the European Union and in Japan. We intend to submit a BLA to the FDA by the 

end of 2011 for marketing approval of EYLEATM in CRVO in the U.S., and Bayer HealthCare is planning to submit regulatory applications for marketing approval of EYLEATM in CRVO in 

Europe in 2012. We have also submitted a supplemental BLA for marketing approval in the U.S. of ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering 

therapy. We and Sanofi plan to submit regulatory applications for marketing approval of ZAL TRAP® for the treatment of patients with previously treated mCRC to the FDA and the EMA 
by the end of 2011. 

We expect to incur substantial costs to prepare for potential commercialization of these late-stage product candidates and, if one or more of these product candidates receive 
regulatory approval, to fund the launch of the product(s). Thus, we expect to continue to incur substantial operating losses over at least the next few years related primarily to our research 
and development and commercialization activities. Also, our research and development activities outside our collaborations, the costs of which are not reimbursed, may expand and require 
additional resources. Our losses may fluctuate from quarter to quarter and will depend on, among other factors, the scope and progress of our research and development efforts, the 
progress of our efforts to commercialize our late-stage product candidates, the timing of certain expenses, and the amount of reimbursement that we receive from collaborators. We cannot 

predict whether or when our late-stage product candidates, including EYLEA™ in wet AMD, will receive regulatory approval or, if such approval is received, whether we will be able to 
successfully commercialize such product(s), or ifwe do commercialize such product(s), whether or when they may become profitable. 
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The planning, execution, and results of our clinical programs are significant factors that can affect our operating and financial results. In our clinical programs, key events in 2011 to 
date were, and plans for the next 12 months are, as follows: 

Clinical Program 

EYLEA™ 

ZALTRAP® 

2011 Events to Date 

• Submitted a BLA to the U.S. FDA for the treatment of 

wetAMD 

• FDA accepted BLA for wet AMD and granted our 

request for Priority Review 

• FDA Advisory Committee unanimously recommended 

FDA approval of BLA for the treatment of wet AMD 

• FDA extended the target date for a decision on the 

BLAforthe treatment of wet AMD to November 18, 

2011 

• Bayer HealthCare submitted regulatory applications for 

marketing approval for EYLEA ™ for the treatment of 

wet AMD in the European Union and Japan 

• Reported positive six-month results in the Phase 3 

GALILEO trial in CRVO 

• Reported positive one-year data from the Phase 3 

COPERICUS trial in CRVO 

• Initiated Phase 3 trials in DME in the U.S. and outside 

the U.S. 

• Bayer HealthCare initiated a Phase 3 trial in Asia in 

CNV of the retina as a result of pathologic myopia 

• Presented positive results from the Phase 3 VELOUR 

trial in previously treated mCRC patients 

• IDMC reviewed interim results for the Phase 3 VENICE 

trial in prostate cancer and recommended study 

continue to completion 

• Reported results for the VITAL trial in non-small cell 

lung cancer. ZALTRAP® did not meet primary study 

endpoint. 
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2011-12 Plans 

(next 12 months) 

• Report two-year data from VIEW I and VIEW 2 trials in 

wet AMD by the end of 2011 

• Report one-year data from GALILEO trial in CRVO by the 

end of2011 

• Submit aBLA to the FDA for the treatment of CRVOby 

the end of 2011 

• Target date for FDA decision on BLA for the treatment 

ofwetAMD is November 18, 2011 

• Submit a BLA to the FDA for the treatment of mCRC by 

the end of 2011 

• Report initial results in the Phase 2 AFFIRM trial in first

line mCRC by the end of 2011 

• Report final results in the Phase 3 VENICE trial in 

prostate cancer in the first half of 2012 
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Clinical Program 

ARCALYST® 

Sarilumab 

(IL-6R Antibody) 

REGN727 

(PCSK9 Antibody) 

REGN668 

(IL-4R Antibody) 

REGN421 

(Dll4 Antibody) 

REGN910 

(ANG2 Antibody) 

REGN475 

(NGF Antibody) 

REGN728 

(target not disclosed) 

REGN846 

(target not disclosed) 

2011 Events to Date 

• Reported positive results from two Phase 3 studies for 

the prevention of gout flares (PRE-SURGE 2 and RE

SURGE) 

• Submitted a supplemental BLA for U.S. regulatory 

approval for the prevention of gout flares 

• Reported positive Phase 2b data from the MOBILITY 

trial in rheumatoid arthritis 

• Reported that the Phase 2b trial in anky losing 

spondy Ii tis did not meet its primary endpoint 

• Initiated the Phase 3 stage of the Phase 2/3 MOBILITY 

trial 

• Initiated Phase 2 studies for LDL cholesterol reduction 

• Initiated Phase lb study in atopic dermatitis and Phase 

2 proof of concept study in eosinophilic asthma 

• Continued patient enrollment in Phase I program 

• Continued patient enrollment in Phase I program 

• On clinical hold 

• Continued patient enrollment in Phase I program 

• Continued patient enrollment in Phase I program 

• Sanofi elected not to co-develop REGN846 

• Initiated Phase 2a program in atopic dermatitis 
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2011-12 Plans 

(next 12 months) 

• Initiate a long-term safety study for the prevention of 

gout flares (UPSURGE) 

• Report initial data from the Phase 2 program for LDL 

cholesterol reduction 

• Initiate Phase 3 program for LDL cholesterol reduction 

• Initiate Phase 2 program in atopic dermatitis 

• Initiate a Phase lb program in advanced malignancies 
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Results of Operations 

Three Months Ended September 30, 2011 and 2010 

Net Loss 

Regeneron reported a net loss of $62.4 million, or $0.68 per share (basic and diluted), for the third quarter of 2011, compared to a net loss of $33.9 million, or $0.41 per share (basic and 
diluted), for the third quarter of 20 IO. The increase in our net loss in 2011 was principally due to higher selling, general, and administrative expenses, partly in connection with preparing to 

commercialize EYLEA™ in wet AMD, and higher research and development expenses. 

Revenues 

Revenues for the three months ended September 30, 2011 and 2010 consist of the following: 

(In millions) 2011 2010 

W:1:iw.~IMiii~~g::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi $ 79.8 $ 75.6 

::::::::::::mi~:1~#.a::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1r.\j:::::::::::::::::::::::::::~~;ij 
Total collaboration revenue 89.9 89.4 

ill.¥:§Mf\ffi!:#.?iM.i®.:ru~;;~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;i:i:i:i:i:i:i:i:i:i:i:i:i:itw.lij 
Net product sales 5.5 4.9 

@@iMiHii~?.J~sMii@iit:ffiM®.iMff]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]JJJJ]JJ]JJJJM 
Total revenue $ 102.8 $ 106.0 

Sanofi Collaboration Revenue 

The collaboration revenue we earned from Sanofi, as detailed below, consisted primarily of reimbursement for research and development expenses and recognition of revenue related to 

non-refundable up-front payments of $105.0 million related to the ZAL TRAP® collaboration and $85.0 million related to the antibody collaboration. 

Sanofi Collaboration Revenue 

(In millions) 

Three months ended 

September 30, 

2011 2010 

i~-;:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Regeneron expense reimbursement $ 2.9 $ 3.9 

]JJiiM@~4.UMMMi.i;i.tffl.mi~iM.¥@Mi.®.iiMMW.i®.@]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]]@l]J]J]J]J]i 
Recognition of deferred revenue related to up-front payments 2.5 2.5 

:::::::::::::::::::::::::w.Jii!Mfu•:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::mmm::::::::::::::::::mmmm 
Antibody: 

:::::::::::::~~W@~iii~ir.a.i~~-::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1~:t:::::::::::::::::::::::::::::::::::::~~:~ 
Recognition of deferred revenue related to up-front and other 

payments 2.0 2.0 

:::::::::::m~rnMi.MMidM@MW.S.MUMW!:i.Mt.@@iiM@i.MJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]Jt:::::::::::::::::::MJ]J)?Jt::::::M 
Total antibody 77.1 69.2 

@MMilif.i@iMMiM@f~MHJJ]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J:P:::::::::::::M¥]J]J::::::::::::rn@ 

Sanofi's reimbursement of our ZALTRAP® expenses decreased in the third quarter of 2011 compared to the same quarter in 2010, primarily due to a decrease in internal research 

activities. Effective in the second quarter of 2011, we and Sanofi began equally sharing pre-launch commercialization expenses related to ZALTRAP® in accordance with the companies' 
collaboration agreement. Our share of these expenses was $2. 7 million in the third quarter of 2011, which reduced our Sanofi collaboration revenue. In connection with recognition of 
deferred revenue related to ZALTRAP®, as of September 30, 2011, $25.1 million of the original $105.0 million of up-front payments was deferred and will be recognized as revenue in future 
periods. 
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In the third quarter of 2011, Sanofi's reimbursement of our antibody expenses consisted of $39.8 million under the discovery agreement and $34.9 million of development costs under 
the license agreement, compared to $36.9 million and $29.9 million, respectively, in the third quarter of 2010. The higher reimbursement amounts in the third quarter of 2011, compared to the 
same quarter in 2010, were due to an increase in our research activities conducted under the discovery agreement and increases in our development activities for antibody candidates 
under the license agreement. 

Recognition of deferred revenue related to Sanofi's $85.0 million up-front payment and other payments was $2.0 million for both three months ended September 30, 2011 and 2010. In 
connection with the November 2009 amendment of the discovery agreement, Sanofi is funding up to $30 million of agreed-upon costs to expand our manufacturing capacity at our 
Rensselaer, New York facilities, of which $26.4 million was received or receivable as of September 30, 2011. Revenue related to such funding from Sanofi is deferred and recognized as 
collaboration revenue prospectively over the performance period applicable to recognition of the original $85.0 million up-front payment. As of September 30, 2011, $76. 7 million of the 
Sanofi up-front and other payments was deferred and will be recognized as revenue in future periods. 

In August 2008, we entered into a separate Ve/ociGene® agreement with Sanofi. For both three month periods ended September 30, 2011 and 2010, we recognized $0.4 million in 
revenue related to this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earned from Bayer HealthCare, as detailed below, consisted of cost sharing of Regeneron's global EYLEA™ development expenses and recognition of 
revenue related to a non-refundable $75.0 million up-front payment received in October 2006 and a $20.0 million milestone payment received in August 2007 (which, for the purpose of 
revenue recognition, was not considered substantive). 

Three months ended 

Bayer HealthCare Collaboration Revenue September 30, 

(In millions) 2011 2010 

i.Mi.ffiiM:i@ll.~~JiiiffiiiM@IJfil@l.\Mi¥~1J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]\~JJ\JW#J]~JJJM¥i 
Recognition of deferred revenue related to up-front and other milestone 

payments 2.5 2.5 

]]]mi~i]iiii.t=:i~~iilJi#~iiiMi~~i@li~]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]i])?t?HM]]Jt?JHM 

Cost-sharing of our global EYLEATM development expenses with Bayer HealthCare decreased in the third quarter of 2011 compared to the same period in 2010. In the third quarter of 
2011, we incurred lower clinical development costs primarily in connection with our Phase 3 VIEW I trial in wet AMD. In connection with the recognition of deferred revenue related to the 
$75.0 million up-front payment and $20.0 million milestone payment received in August 2007, as of September 30, 2011, $39.5 million of these payments was deferred and will be recognized 
as revenue in future periods. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreement with Astellas, the $20.0 million non-refundable payment received in the second quarter of 2010 was deferred upon receipt and 
recognized as revenue ratably over the ensuing year. In addition, in connection with the amendment and extension of our license agreement with Astellas, in August 2010, we received a 
$165.0 million up-front payment, which was deferred upon receipt and is being recognized as revenue ratably over a seven-year period beginning in June 2011. In connection with our 

Ve/oclmmune® license agreement with AstraZeneca, which terminated effective as of February 2011, the $20.0 million non-refundable payment received in the first quarter of 2010 was 
deferred upon receipt and recognized as revenue ratably through February 2011. In the third quarter of 2011, we recognized $5.9 million of technology licensing revenue related to the 
Astellas agreement. In the third quarter of 2010, we recognized a total of $10.0 million of technology licensing revenue related to both the Astellas and AstraZeneca agreements. As of 
September 30, 2011, $157.6 million of technology licensing payments received from Astellas was deferred and will be recognized as revenue in future periods. 
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Net Product Sales 

For the three months ended September 30, 2011 and 2010, we recognized as revenue $5.5 million and $4.9 million, respectively, of ARCAL YST® net product sales. 

Contract Research and Other Revenue 

Contract research and other revenue for the three months ended September 30, 2011 and 2010 included $1.0 million and $1.2 million, respectively, recognized in connection with our 
five-year grant from the NIH, which we were awarded in September 2006 as part of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $161.3 million in the third quarter of 2011 from $138.1 million in the third quarter of 2010. Our average headcount in the third quarter of 2011 
increased to 1,646 from 1,317 in the same quarter of 2010, principally as a result of our expanding research and development activities, which were primarily attributable to our antibody 

collaboration with Sanofi, and 2011 activities in connection with preparing to commercialize EYLEA™ in wet AMD. 

Operating expenses in the third quarter of 2011 and 2010 included a total of $13.4 million and $8.8 million, respectively, of non-cash compensation expense related to employee stock 
option and restricted stock awards (Non-cash Compensation Expense), as detailed below: 

For the three months ended September 30, 2011 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

f@il#~IW@~M~i.Ml.]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]~t?t?t?t?t?lW¥]]%t?t?t:tMI]/~?t?t?MM 
Selling, general, and administrative 27.6 5.3 32.9 

9.~~~l~fiij~~~~::~~jijlilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililili~J~!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!:!~J~ 
Total operating expenses $ 147.9 $ 13.4 $ 161.3 

For the three months ended September 30, 2010 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

t¥\i@@JOO\OOM■.Wi]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]~J]J]J]J]J]Mltf]]JJ]J]J]@J/]i@J]J]\MM 
Selling, general, and administrative 12.2 3.5 15.7 

g~~~:~?:i~~~~::~~@:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::ij:i:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::ij:i 
Total operating expenses $ 129.3 $ 8.8 $ 138.1 

The increase in total Non-cash Compensation Expense in the third quarter of 2011 was primarily attributable to (i) the recognition of higher expense in the third quarter of 2011 in 
connection with previously granted performance-based stock options that we estimate will vest, (ii) the higher fair market value of our Common Stock on the date of our annual employee 
option grants made in December 2010 compared to recent prior years, and (iii) the recognition of higher expense related to grants of restricted stock in December 2010. 

34 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5616



Research and Development Expenses 

Research and development expenses increased to $127.9 million in the third quarter of 2011 from $122.0 million in the same period of 2010. The following table summarizes the major 
categories of our research and development expenses for the three months ended September 30, 2011 and 2010: 

For the three months ended 

Research and Development Expenses September 30, Increase 

(In millions) 2011 2010 (Decrease) 

f~f~ii.il~@iiiiji~i:~~j:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:~:::::::::::::::::::::::::1,~;}ililililili~:::::::::::::::::::::::::@1!:f::i:i:i:i:i:~:::::::::::::::::::::t::~::: 
Clinical trial expenses 18.0 23.1 (5.1) 

M\ij\§~i.!W.iw.Miii#iii.l®#.1!~~1!:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i@l!:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:if@i~::::::::::::::::::::::::::::::::::::::i;~::: 
Research and other development costs 13.8 13.8 

@Ml.lMl.iMiiMMMMiMiiMJ;M@MJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJIJ@JJJJJJJJM@JJJJJJJi@ 
Cost-sharing of Bayer HealthCare EYLEA ™ 

development expenses (3) 9.2 11.8 (2.6) 

]JJMM!:t~~~~f.¥:@*-~:ffi@ii~@~¥:~§#,~]))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))))]:])J?t:t#1.W)))?J?JMiJ.M:]\tt?J:rnw 

(I) Includes $7.1 million and $4.6 million of Non-cash Compensation Expense for the three months ended September 30, 2011 and 2010, respectively. 

(2) Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, including related payroll and benefits, Non-cash Compensation 
Expense, manufacturing materials and supplies, depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $ 1.0 million and $0. 7 million of Non-cash 
Compensation Expense for the three months ended September 30, 2011 and 2010, respectively. 

(3) Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs global EYLEA™ development expenses, we also recognize, as additional research and 

development expense, the portion of Bayer HealthCare's global EYLEATM development expenses that we are obligated to reimburse. Bayer HealthCare provides us with 

estimated global EYLEA™ development expenses for the most recent fiscal quarter. Bayer HealthCare's estimate is reconciled to its actual expenses for such quarter in the 

subsequent fiscal quarter and our portion of its global EYLEA™ development expenses that we are obligated to reimburse is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. Clinical trial expenses decreased due primarily to lower costs related to our 

Phase 3 clinical development program for ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy, our VIEW I trial for EYLEA™ in wet AMD, and 

our clinical development program for REGN4 75, which is currently on clinical hold. These decreases were partly offset by higher expenses related to our Phase 3 trial for EYLEATM in DME. 
Clinical manufacturing costs increased primarily due to higher costs related to manufacturing supplies of antibody candidates. Occupancy and other operating costs increased principally 
in connection with our higher headcount, expanded research and development activities, and expanded leased facilities in Tarrytown, New York. Cost-sharing of Bayer HealthCare's global 

EYLEA™ development expenses decreased primarily due to lower costs in connection with Bayer HealthCare's VIEW 2 trial in wet AMD, partly offset by higher costs in connection with 
Bayer HealthCare's Phase 3 trial in DME. 

We prepare estimates of research and development costs for projects in clinical development, which include direct costs and allocations of certain costs such as indirect labor, Non
cash Compensation Expense, and manufacturing and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, the portion of 
Bayer HealthCare's EYLEA™ development expenses that we are obligated to reimburse. Our estimates of research and development costs for clinical development programs are shown 
below: 

For the three months 

Project Costs ended September 30, Increase 

(In millions) 2011 2010 (Decrease) 

~pffiyijff::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::}::::::::::::1ij)fi!i!i!i!i!i}!:::::::::::1~;~::::::::::::}:::::::::::::::::::@;~1 
EYLEA™ 31.7 33.2 (1.5) 

i~•::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~;~::::::::::::::::::::::::::::::::~;~::::::::::::::::::::::::::::::::::::~;i:: 
Sarilumab 3.9 6.0 (2.1) 

mti~1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1:;~:::::::::::::::::::::::::::::::@;~:::::::::::::::::::::::::::::::::::::~;1:: 
Other antibody candidates in clinical development 19.7 12.5 7.2 

@®.@¥.M@MW.i@@@,@MIMM!.l:NMWJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ?N!MJJJJ?NUJJJJ?J?fa@ 
Total research and development expenses $ 127.9 $ 122.0 $ 5.9 
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Drug development and approval in the U.S. is a multi-step process regulated by the FDA. The process begins with discovery and preclinical evaluation, leading up to the submission 
of an IND to the FDA which, if successful, allows the opportunity for study in humans, or clinical study, of the potential new drug. Clinical development typically involves three phases of 
study: Phases I, 2, and 3. The most significant costs in clinical development are in Phase 3 clinical trials, as they tend to be the longest and largest studies in the drug development 
process. Following successful completion of Phase 3 clinical trials for a biological product, a BLA must be submitted to, and accepted by, the FDA, and the FDA must approve the BLA 
prior to commercialization of the drug. It is not uncommon for the FDA to request additional data following its review of a BLA, which can significantly increase the drug development 
timeline and expenses. We may elect either on our own, or at the request of the FDA, to conduct further studies that are referred to as Phase 3b and 4 studies. Phase 3b studies are initiated 
and either completed or substantially completed while the BLA is under FDA review. These studies are conducted under an IND. Phase 4 studies, also referred to as post-marketing 
studies, are studies that are initiated and conducted after the FDA has approved a product for marketing. In addition, as discovery research, preclinical development, and clinical programs 
progress, opportunities to expand development of drug candidates into new disease indications can emerge. We may elect to add such new disease indications to our development efforts 
(with the approval of our collaborator for joint development programs), thereby extending the period in which we will be developing a product. For example, we, and our collaborators 
where applicable, continue to explore further development of ARCAL YST®, ZALTRAP®, and EYLEA™ in different disease indications. 

There are numerous uncertainties associated with drug development, including uncertainties related to safety and efficacy data from each phase of drug development, uncertainties 
related to the enrollment and performance of clinical trials, changes in regulatory requirements, changes in the competitive landscape affecting a product candidate, and other risks and 
uncertainties described in Part II, Item IA, "Risk Factors" under "Risks Related to the Development and Approval of Our Product Candidates," "Risks Related to Commercialization of 
Products," and "Regulatory and Litigation Risks." The lengthy process of seeking FDA approvals, and subsequent compliance with applicable statutes and regulations, require the 
expenditure of substantial resources. Any failure by us to obtain, or delay in obtaining, regulatory approvals could materially adversely affect our business. 

For these reasons and due to the variability in the costs necessary to develop a pharmaceutical product and the uncertainties related to future indications to be studied, the estimated 
cost and scope of the projects, and our ultimate ability to obtain governmental approval for commercialization, accurate and meaningful estimates of the total cost to bring our product 
candidates to market are not available. Similarly, we are currently unable to reasonably estimate if our product candidates will generate material product revenues and net cash inflows. In 
2008, we received FDA approval for ARCAL YST® for the treatment of CAPS, a group of rare, inherited auto-inflammatory diseases that affect a very small group of people. We currently 

do not expect to generate material product revenues and net cash inflows from the sale of ARCAL YST® for the treatment of CAPS. 

Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $32.9 million in the third quarter of 2011 from $15.7 million in the same period of 2010 due primarily to increases in 
compensation expense and recruitment costs principally in connection with higher headcount in the third quarter of 2011, higher commercialization-related costs, primarily in connection 
with preparing to commercialize EYLEA™ in wet AMD, higher legal expenses in connection with patent-related litigation with Genentech, and an increase in Non-cash Compensation 
Expense for the reasons previously described above. 

Cost of Goods Sold 

Cost of goods sold in the third quarter of 2011 and 2010 was $0.5 million and $0.4 million, respectively, and consisted primarily of royalties and other period costs related to 

ARCAL YST® commercial supplies. 

Other Income and Expense 

Investment income increased to $0.7 million in the third quarter of 2011 from $0.5 million in the same period of 2010, due primarily to higher average balances of cash and marketable 
securities. 
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Interest expense increased to $4.1 million in the third quarter of 2011 from $2.2 million in the same period of 2010. Interest expense is primarily attributable to the imputed interest portion 
of payments to our landlord, commencing in the third quarter of 2009, to lease newly constructed laboratory and office facilities in Tarrytown, New York. In February 2011, we began 
occupying an additional new building in Tarrytown and, therefore, began recognizing interest expense on the related payments to our landlord. 

Nine Months Ended September 30, 2011 and 2010 

Net Loss 

Regeneron reported a net loss of $168.3 million, or $1.87 per share (basic and diluted), for the first nine months of 2011, compared to a net loss of $89.9 million, or $1.10 per share (basic 
and diluted) for the first nine months of 2010. The increase in our net loss in 2011 was principally due to higher research and development expenses and higher selling, general, and 
administrative expenses. 

Revenues 

Revenues for the nine months ended September 30, 2011 and 2010 consist of the following: 

(In millions) 2011 2010 

iiii~iiiit~~@::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi $ 249.6 $ 229.2 

ililililililffl#.~:ij~*=\i§?lilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililillllllllllllllllJil:1!1!1!1!1!1!1111111111111111JW.:j 
Total collaboration revenue 283.3 269.7 

mf~Ai~~iw::,~~m100.:r.@~#.#.~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~t~::::::::::::::::::::::::::::ig1j: 
Net product sales 14.9 20.0 

¢@.ijt.f.$.~t.!1¥.~i~§@.lii.Mi~W:r:i#.f.i@.(l!lilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililllllllllllllllllllll~)i:!:i:i:i:!:l:::::::::::::::::::~;t 
Total revenue $ 322.8 $ 325.4 

Sanofi Collaboration Revenue 

The collaboration revenue we earned from Sanofi, as detailed below, consisted primarily of reimbursement for research and development expenses and recognition of revenue related to 

non-refundable up-front payments of $105.0 million related to the ZAL TRAP® collaboration and $85.0 million related to the antibody collaboration. 

Nine months ended 

Sanofi Collaboration Revenue September 30, 

(In millions) 2011 2010 

~-;:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Regeneron expense reimbursement $ 14.4 $ 12.6 

JJJii&M¥W~\MlMM@#ifaJ@W®IW.M¥.@.i@ffi;&.WJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@@JJJJJJJJ 
Recognition of deferred revenue related to up-front payments 7.4 7.4 

:::::::::::::::::::::::::xi~~:t~&::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::11;~:::::::::::::::::::::::::::::~~;ij 
Antibody: 

:::::::::::::t?.¥.@imi.ifWi@ii.ii.M&.ii#.§m@!:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::i@)~!::::::::::::::::::::::::::iijt.i 
Recognition of deferred revenue related to up-front and other 

payments 6.1 5.3 

:::::::::::m~~@i.l.i.MU@@¥ilMl~l\M@l.~Mii1rn~iii1M@i.i.l.i.]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]J]J]]M]]]J]J)# 
Total antibody 231.8 209.2 

w.~@@@iji~~~jj~iij~ij!t;f~l\]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]tJJ@@i]]t:JMM 

Sanofi's reimbursement of our ZALTRAP® expenses increased in the first nine months of 2011 compared to the same period in 2010, primarily due to higher costs related to 

manufacturing ZAL TRAP® clinical supplies. Effective in the second quarter of 2011, we and Sanofi began equally sharing pre-launch commercialization expenses related to ZAL TRAP® in 
accordance with the companies' collaboration agreement. Our share of these expenses was $4.0 million in the first nine months of 2011, which reduced our Sanofi collaboration revenue. 
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In the first nine months of 2011, Sanofi's reimbursement of our antibody expenses consisted of $122.6 million under the discovery agreement and $101.9 million of development costs 
under the license agreement, compared to $100. 3 million and $102.4 million, respectively, in the first nine months of 20 IO. The higher reimbursement amount under the discovery agreement 
in the first nine months of 2011, compared to the same period in 2010, was primarily due to an increase in our antibody discovery activities. The slightly lower reimbursement of 
development costs in the first nine months of 2011, compared to the same period in 2010, was primarily due to a decrease in development activities related to REGN4 75, which is currently 
on clinical hold, offset by increases in development activities for other antibody candidates. 

Recognition of deferred revenue related to Sanofi's $85.0 million up-front payment and other payments increased in the first nine months of 2011 compared to the same period in 2010. 
In connection with the November 2009 amendment of the discovery agreement, Sanofi is funding up to $30 million of agreed-upon costs to expand our manufacturing capacity at our 
Rensselaer, New York facilities, of which $26.4 million was received or receivable as of September 30, 2011. Revenue related to such funding from Sanofi is deferred and recognized as 
collaboration revenue prospectively over the performance period applicable to recognition of the original $85.0 million up-front payment. 

In August 2008, we entered into a separate VelociGene®agreement with Sanofi. For both nine month periods ended September 30, 2011 and 2010, we recognized $1.2 million in revenue 
related to this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earned from Bayer HealthCare, as detailed below, consisted of cost sharing of Regeneron's global EYLEA™ development expenses and recognition of 
revenue related to a non-refundable $75.0 million up-front payment received in October 2006 and a $20.0 million milestone payment received in August 2007 (which, for the purpose of 
revenue recognition, was not considered substantive). 

Nine months ended 

Bayer HealthCare Collaboration Revenue September 30, 

(In millions) 2011 2010 

i.Mi.ffiiM:i@ll.~~JiiiffiiiM@IJfil@l.\Mi¥~1J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]i]i])JMi@]JWJ@4 
Recognition of deferred revenue related to up-front and other milestone 

payments 7.4 7.4 

]]]ml~i]iiii.t=:i~~iilJi#~iiiMi~~i@li~]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]])//M@]]V?MJ 

Cost-sharing of our global EYLEA™ development expenses with Bayer HealthCare decreased in the first nine months of 2011 compared to the same period in 2010. In the first nine 
months of 2011, we incurred lower clinical development costs primarily in connection with our Phase 3 VIEW I trial in wet AMD and our Phase 2 trial in DME, partly offset by higher 
internal costs in connection with regulatory filings in wet AMD. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreement with Astellas, the $20.0 million non-refundable payment received in the second quarter of 2010 was deferred upon receipt and 
recognized as revenue ratably over the ensuing year. In addition, in connection with the amendment and extension of our license agreement with Astellas, in August 2010, we received a 
$165.0 million up-front payment, which was deferred upon receipt and is being recognized as revenue ratably over a seven-year period beginning in June 2011. In connection with our 

Ve/oclmmune® license agreement with AstraZeneca, which terminated effective as of February 2011, the $20.0 million non-refundable payment received in the first quarter of 2010 was 
deferred upon receipt and recognized as revenue ratably through February 2011. In the first nine months of 2011 and 2010, we recognized $18.9 million and $30.0 million, respectively, of 
technology licensing revenue related to these agreements. 
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Net Product Sales 

For the nine months ended September 30, 2011 and 2010, we recognized as revenue $14.9 million and $20.0 million, respectively, of ARCAL YST® net product sales. We had limited 

historical return experience for ARCAL YST® beginning with initial sales in 2008 through the end of 2009; therefore, AR CAL YST® net product sales were deferred until the right of return 
no longer existed and rebates could be reasonably estimated. Effective in the first quarter of 2010, we determined that we had accumulated sufficient historical data to reasonably estimate 

both product returns and rebates of ARCAL YST®. As a result, for the nine months ended September 30, 2010, we recognized as revenue $20.0 million of ARCAL YST® net product sales, 

which included $15.2 million of ARCALYST® net product sales made during the period and $4.8 million of previously deferred net product sales. 

Contract Research and Other Revenue 

Contract research and other revenue for the first nine months of 2011 and 2010 included $3 .2 million and $3 .5 million, respectively, recognized in connection with our five-year grant 
from the NIH, which we were awarded in September 2006 as part of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $482.6 million in the first nine months of 2011 from $410.1 million for the same period of 2010. Our average headcount in the first nine months of 
2011 increased to 1,525 from 1,206 in the same period of 2010 principally as a result of our expanding research and development activities, which were primarily attributable to our antibody 

collaboration with Sanofi, and 2011 activities in connection with preparing to commercialize EYLEA™ in wet AMD. 

Operating expenses in the first nine months of 2011 and 2010 included a total of $40.6 million and $26.3 million, respectively, of Non-cash Compensation Expense, as detailed below: 

For the nine months ended September 30, 2011 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

t¥\i@@JOO\OOM■.Wi]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]~J]J]J]J]J]~1:MJ]JJ]J]J]t.MJ]JJ]J]J@~A 
Selling, general, and administrative 63.9 17.0 80.9 

g~~~:~?:i~~~~::~~@:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::iJ::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::i::i 
Total operating expenses $ 442.0 $ 40.6 $ 482.6 

For the nine months ended September 30, 2010 

Expenses before 

inclusion of Non-cash Non-cash 

Expenses Compensation Compensation Expenses as 

(In millions) Expense Expense Reported 

t¥\i@@JOO\OOM■-~m./]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J/~]J]J]J]J]JMWI]JJ]J]J]%JJ]JJ]J]\MM 
Selling, general, and administrative 33.6 11.0 44.6 

i~~~:~rii~~~~::~Jiiji!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!il!:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::iJ!il!i!i!i!il!:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::i::~ 
Total operating expenses $ 383.8 $ 26.3 $ 410.1 

The increase in total Non-cash Compensation Expense in the first nine months of 2011 was primarily attributable to (i) the recognition of higher expense in the first nine months of 2011 
in connection with previously granted performance-based stock options that we estimate will vest, (ii) the higher fair market value of our Common Stock on the date of our annual 
employee option grants made in December 20 IO compared to recent prior years, and (iii) the recognition of higher expense related to grants of restricted stock in December 20 IO. 
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Research and Development Expenses 

Research and development expenses increased to $400.5 million in the first nine months of 2011 from $364.0 million for the same period of 2010. The following table summarizes the 
major categories of our research and development expenses for the nine months ended September 30, 2011 and 2010: 

For the nine months ended 

Research and Development Expenses September 30, Increase 

(In millions) 2011 2010 (Decrease) 

r~f ~i1.,:~oo:w.ffliiji~::~~j::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~:::::::::::::::::::~~~::~::::::::::::~:::::::::::::::::::::~1::~::::::::::::t::::::::::::::::::~1::~:: 
Clinical trial expenses 60.5 83.8 (23.3) 

M\ij\§~i.!W.iw.Miii#iii.:®#11~~1!:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::@:t:::::::::::::::::::::::::::::::::::::ti;~::::::::::::::::::::::::::::::::::::~;~:: 
Research and other development costs 44.9 40.4 4.5 

@Ml.lMl.iMiiMMMMiMiiMJ:M#HJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJXMJJJJJJJJ@JJJJJJJ#@ 
Cost-sharing of Bayer HealthCare EYLEA TM 

development expenses (3) 42.9 34.6 8.3 

::::::::tri§fr:i~~~r:@!M~@j~~MiMiiHfrffi¥=i~]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]it:::::::::::wiiW]]t:::::::::::::::::@¥.M]]tt:::::::rnMm 

(I) Includes $20. 7 million and $13.1 million of Non-cash Compensation Expense for the nine months ended September 30, 2011 and 2010, respectively. 

(2) Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, including related payroll and benefits, Non-cash Compensation 
Expense, manufacturing materials and supplies, depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $2.9 million and $2.2 million of Non-cash 
Compensation Expense for the nine months ended September 3 0, 2011 and 20 I 0, respectively. 

(3) Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs global EYLEATM development expenses, we also recognize, as additional research and 

development expense, the portion of Bayer HealthCare's global EYLEATM development expenses that we are obligated to reimburse. Bayer HealthCare provides us with 

estimated global EYLEA TM development expenses for the most recent fiscal quarter. Bayer HealthCare' s estimate is reconciled to its actual expenses for such quarter in the 

subsequent fiscal quarter and our portion of its global EYLEATM development expenses that we are obligated to reimburse is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. Clinical trial expenses decreased due primarily to lower costs related to our 

Phase 3 clinical development program for ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy, our VIEW I trial for EYLEATM in wet AMD, our 

Phase 2 trial for EYLEATM in DME, and our clinical development program for REGN475, which is currently on clinical hold. Clinical manufacturing costs increased primarily due to higher 

costs related to manufacturing supplies of antibody candidates and EYLEATM, partly offset by lower costs related to manufacturing clinical supplies of AR CAL YST®. Research and other 

development costs increased primarily due to higher costs associated with our antibody programs and filing our BLA for EYLEATM in wet AMD. Occupancy and other operating costs 
increased principally in connection with our higher headcount, expanded research and development activities, and expanded leased facilities in Tarrytown, New York. Cost-sharing of 

Bayer HealthCare's global EYLEATM development expenses increased primarily due to higher costs in connection with Bayer HealthCare's Phase 3 trial in DME, which was initiated in the 

second quarter of 2011, and costs associated with ex-U.S. regulatory approval filings for EYLEATM in wet AMD. 
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We prepare estimates of research and development costs for projects in clinical development, which include direct costs and allocations of certain costs such as indirect labor, Non
cash Compensation Expense, and manufacturing and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, the portion of 
Bayer HealthCare's EYLEA™ development expenses that we are obligated to reimburse. Our estimates of research and development costs for clinical development programs are shown 
below: 

Project Costs 

(In millions) 

For the nine months 

ended September 30, 

2011 2010 

Increase 

(Decrease) 

~tMx§iilililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililililil~::::::::::::@:ili::1::::::::::::~::::::::::::m::~::::::::::::~:::::::::::::::]it::11 
EYLEA™ 115.4 98.0 17.4 

t.@~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::ii¥-i~::::::::::::::::::::::::::::::1;~:::::::::::::::::::::::::::::::::::::i;~:: 
Sarilumab 17.9 20.7 (2.8) 

M&w1it::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::t~\ti::::::::::::::::::::::::::1j\j:i:::::::::::::::::::::::::::::::::::1=;~::: 
Other antibody candidates in clinical development 47.7 51.6 (3.9) 

?@Mr:W:#.@JN@@il!M@.%1#:@Mf/JJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ]@@JJJJ]#@!JJJJJJ#M 
Total research and development expenses $ 400.5 $ 364.0 $ 36.5 

For the reasons described above under "Research and Development Expenses" for the three months ended September 30, 2011 and 2010, and due to the variability in the costs 
necessary to develop a pharmaceutical product and the uncertainties related to future indications to be studied, the estimated cost and scope of the projects, and our ultimate ability to 
obtain govermnental approval for commercialization, accurate and meaningful estimates of the total cost to bring our product candidates to market are not available. Similarly, we are 

currently unable to reasonably estimate if our product candidates will generate material product revenues and net cash inflows. In 2008, we received FDA approval for AR CAL YST® for 
the treatment of CAPS, a group of rare, inherited auto-inflammatory diseases that affect a very small group of people. We currently do not expect to generate material product revenues and 

net cash inflows from the sale of AR CAL YST® for the treatment of CAPS. 

Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $80.9 million in the first nine months of 2011 from $44.6 million for the same period of 2010 due primarily to increases in 
compensation expense and recruitment costs principally in connection with higher headcount in the first nine months of 2011, higher commercialization-related costs, primarily in 

connection with EYLEA™, higher legal expenses in connection with patent-related litigation with Genentech, and an increase in Non-cash Compensation Expense for the reasons 
previously described above. 

Cost of Goods Sold 

Cost of goods sold in the first nine months of 2011 and 2010 was $1.2 million and $1.5 million, respectively, and consisted primarily of royalties and other period costs related to 

ARCAL YST® commercial supplies. 

Other Income and Expense 

Investment income increased to $2.8 million in the first nine months of 2011 from $1.5 million in the same period of 2010, due primarily to higher average balances of cash and marketable 
securities. 

Interest expense increased to $11.8 million in the first nine months of 2011 from $6.7 million in the same period of 2010. Interest expense is primarily attributable to the imputed interest 
portion of payments to our landlord, commencing in the third quarter of 2009, to lease newly constructed laboratory and office facilities in Tarrytown, New York. In February 2011, we 
began occupying an additional new building in Tarrytown and, therefore, began recognizing interest expense on the related payments to our landlord. 

Liquidity and Capital Resources 

Since our inception in 1988, we have financed our operations primarily through offerings of our equity securities, private placements of convertible debt, purchases of our equity 
securities by our collaborators, including Sanofi, revenue earned under our past and present research and development agreements, including our agreements with Sanofi and Bayer 

HealthCare, our past contract manufacturing agreements, our technology licensing agreements, AR CAL YST® product revenue, and investment income. 
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Nine months ended September 30, 2011 and 2010 

At September 30, 2011, we had $511.7 million in cash, cash equivalents, and marketable securities (including $8.2 million of restricted cash and marketable securities) compared with 
$626.9 million at December 31, 2010 (including $7.5 million of restricted cash and marketable securities). In addition, as described below, in October 2011, we completed an offering of $400 
million aggregate principal amount of convertible senior notes. 

Cash (Used in) Provided by Operating Activities 

Net cash used in operating activities was $91.4 million in the first nine months of 2011 and net cash provided by operating activities was $140.1 million in the first nine months of 2010. 
Our net losses of $168.3 million in the first nine months of 2011 and $89.9 million in the first nine months of 2010 included $40.6 million and $26.3 million, respectively, of Non-cash 
Compensation Expense. Our net losses also included depreciation and amortization of $23.2 million and $13.6 million in the first nine months of 2011 and 2010, respectively. 

At September 30, 2011, accounts receivable decreased by $14.7 million, compared to end-of-year 2010, primarily due to the receipt of the $10.0 million milestone payment in January 2011 

from Bayer HealthCare, which was earned in 2010 in connection with the COPERNICUS study of EYLEATM in CRVO. Prepaid expenses and other assets increased by $6.3 million, compared 
to end-of-year 2010, primarily due to an increase in capitalized inventories. Our deferred revenue at September 30, 2011 decreased by $32.5 million, compared to end-of-year 2010, primarily 
due to the amortization of previously received and deferred $20.0 million payments under our license agreements with AstraZeneca and Astellas, as well as amortization of previously 
received deferred payments under our Sanofi and Bayer HealthCare collaborations. Accounts payable, accrued expenses, and other liabilities increased by $35.3 million at September 30, 
2011, compared to end-of-year 2010, due primarily to higher payroll-related liabilities. 

At September 30, 2010, accounts receivable increased by $16.7 million, compared to end-of-year 2009, primarily due to a higher receivable balance related to our antibody collaboration 
with Sanofi. Also, our deferred revenue balances at September 30, 2010 increased by $172.7 million, compared to end-of-year 2009, primarily due to (i) the receipt of the $165.0 million up
front payment from Astellas, as described above, which was deferred and will be recognized ratably over the seven-year period that commenced in mid-2011, (ii) the receipt of the $20.0 
million annual payments from AstraZeneca and Astellas in the first half of 2010, which were deferred and recognized ratably over the ensuing year, and (iii) Sanofi's funding of $21.1 
million of agreed-upon costs incurred by us during the first nine months of 2010 to expand our manufacturing capacity at our Rensselaer facilities, which was deferred and is being 
recognized as collaboration revenue prospectively over the related performance period in conjunction with the original $85.0 million up-front payment received from Sanofi. These 
increases were partially offset by amortization of previously received deferred payments under our Sanofi and Bayer HealthCare collaborations. At September 30, 2010, accounts payable, 
accrued expenses, and other liabilities increased by $28.0 million, compared to end-of-year 2009, primarily in connection with our expanded levels of activities and expenditures, including 
higher liabilities for payroll and related costs and clinical trial expenses. 

Cash Provided by (Used in) Investing Activities 

Net cash provided by investing activities was $162.4 million in the first nine months of 2011, compared with net cash used in investing activities of $82.4 million in the first nine months 
of 2010. In the first nine months of 2011, sales or maturities of marketable securities exceeded purchases by $209.0 million, whereas in the first nine months of 2010, purchases of marketable 
securities exceeded sales or maturities by $13.2 million. Capital expenditures in the first nine months of 2011 and 2010 included costs in connection with expanding our manufacturing 
capacity at our Rensselaer, New York facilities and tenant improvements and related costs in connection with our leased facilities in Tarrytown, New York. 
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Cash Provided by Financing Activities 

Net cash provided by financing activities was $22.8 million in the first nine months of 2011 and $60.5 million in the first nine months of 2010. In the first nine months of 2010, we 
received $47.5 million from our landlord in connection with tenant improvement costs for our new Tarrytown facilities, which we recognized as additional facility lease obligations since we 
are deemed to own these facilities in accordance with Financial Accounting Standards Board (FASB) authoritative guidance. In addition, proceeds from issuances of Common Stock in 
connection with exercises of employee stock options were $24.0 million in the first nine months of 2011 and $13.8 million in the first nine months of 2010. 

Fair Value of Marketable Securities 

At September 30, 2011 and December 31, 2010, we held marketable securities whose aggregate fair value totaled $304.4 million and $513.9 million, respectively. The composition of our 
portfolio of marketable securities on these dates was as follows: 

September 30, 2011 December 31, 2010 

Investment type Fair Value Percent Fair Value Percent 

q#,ff/½.1t?#.i::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
U.S. government obligations $ 241.5 79% $ 434.4 85% 

iJM@@-.M®.@iiMM@ffi®.i.MMiiiMJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ@.@\JJJWM\i.JJJJJJJ@MJJJJ@i: 
Municipal bonds 14.7 5% 1.6 

tiijl:~tijm/~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~:::~:::::::::::::::::::::::::::~w::::::::::::::::::::::::::::::::::::::::~;~:::::::::::::::::::::::::~1:: 
U.S. government guaranteed collateralized mortgage 

obligations 1.0 1% 2.1 

M#:#iijRfi~~i!~§iiij~~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::ij::1::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::1;1:::::::::::::::::::::::::::::::::::::: 
Total unrestricted marketable securities 297.2 98% 506.8 99% 

U.S. government obligations 7.2 2% 7.1 

In addition, at September 30, 2011 and December 31, 2010, we had $207.3 million and $113.0 million, respectively, of cash, cash equivalents, and restricted cash, primarily held in money 
market funds that invest in U.S. government securities. 

Capital Expenditures 

Our cash expenditures for property, plant, and equipment totaled $45.9 million and $67.4 million for the first nine months of 2011 and 2010, respectively. In February 2010, we received 
$4 7.5 million from our landlord in connection with tenant improvement costs in Tarrytown. In addition, Sanofi has funded $3.0 million and $21.1 million, respectively, of agreed-upon capital 
expenditures incurred by us during the first nine months of 2011 and 2010 to expand our manufacturing capacity at our Rensselaer facilities, which was either received or receivable at 
September 30, 2011 and 2010. 

We expect to incur capital expenditures of approximately $10 to $20 million during the remainder of 2011 primarily in connection with tenant improvements at our leased Tarrytown 
facilities, capital improvements at our Rensselaer, New York manufacturing facilities, and purchases of equipment. We expect to be reimbursed for a portion of these capital expenditures 
for our Rensselaer facilities by Sanofi, with the remaining amount to be funded by our existing capital resources. 

Offering of Convertible Senior Notes 

On October 17, 2011, we announced an offering of $400 million aggregate principal amount of 1.875% convertible senior notes due October I, 2016. The offering closed on October 21, 
2011. The initial purchaser of the notes has a 13-day option to purchase up to an additional $60 million aggregate principal amount of notes on the same terms and conditions. The notes 
were offered by the initial purchaser only to qualified institutional buyers pursuant to Rule 144A under the Securities Act of 193 3. 
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The notes will pay interest semi-annually on April I and October I at an annual rate of 1.875%, and will mature on October I, 2016, unless earlier converted or repurchased. The notes 
will be convertible, subject to certain conditions, into cash, shares of our Common Stock, or a combination of cash and shares of Common Stock, at our option. The initial conversion rate 
for the notes will be 11.9021 shares of Common Stock (subject to adjustment in certain circumstances) per $1,000 principal amount of the notes, which is equal to an initial conversion price 
of approximately $84.02 per share. 

In connection with the offering of the notes, we entered into convertible note hedge and warrant transactions with multiple counterparties, including an affiliate of the initial purchaser. 
The convertible note hedge transactions cover, subject to customary anti-dilution adjustments, the number of shares of our Common Stock that initially underlie the notes, and are 
intended to reduce the dilutive impact of the conversion feature of the notes. The warrant transactions will have an initial strike price of approximately $103 .41 per share, and may be settled 
in cash or shares of our Common Stock, at our option. 

The net proceeds from the notes offering were approximately $391.3 million after deducting the initial purchaser's discount and estimated offering expenses (and will be approximately 
$450.1 million if the initial purchaser exercises in full its option to purchase additional notes). In addition, the cost of the initial convertible note hedge, after taking into account the 
proceeds received by us from the warrant transactions, was $23. 7 million. If the initial purchaser exercises its option to purchase additional notes, we may use net proceeds from the sale of 
the additional notes to enter into additional convertible note hedge and warrant transactions. We intend to use the remaining net proceeds for general corporate purposes. 

Funding Requirements 

We expect to continue to incur substantial funding requirements for research and development activities (including preclinical and clinical testing). As described above, expenses that 

we incur in connection with our ZAL TRAP® and antibodies collaborations are, generally, fully funded by Sanofi. In addition, as described above, we and Bayer HealthCare share agreed

upon development expenses that both companies incur in connection with our EYLEA™ collaboration. After taking into account anticipated reimbursements from our collaborators, we 
currently estimate that approximately 40-50% of our funding requirements for 2011 will be directed toward technology development, basic research and early preclinical activities, and the 

preclinical and clinical development of our product candidates (principally, for AR CAL YST® and EYLEA ™). For 2011, we also currently estimate that approximately I 0-15% of our funding 
requirements will be directed toward the planned commercialization of our late-stage product candidates; approximately 20-25% of our funding requirements will be applied to capital 
expenditures (as described above); and the remainder of our funding requirements will be used for general corporate purposes. 

The amount we need to fund operations will depend on various factors, including the potential regulatory approval and commercialization of our product candidates and the timing 
thereof, the status of competitive products, the success of our research and development programs, the potential future need to expand our professional and support staff and facilities, 
the status of patents and other intellectual property rights (and pending or future litigation related thereto), the delay or failure of a clinical trial of any of our potential drug candidates, and 
the continuation, extent, and success of our collaborations with Sanofi and Bayer HealthCare. Clinical trial costs are dependent, among other things, on the size and duration of trials, fees 
charged for services provided by clinical trial investigators and other third parties, the costs for manufacturing the product candidate for use in the trials, and for supplies, laboratory tests, 
and other expenses. The amount of funding that will be required for our clinical programs depends upon the results of our research and preclinical programs and early-stage clinical trials, 
regulatory requirements, the duration and results of clinical trials underway and of additional clinical trials that we decide to initiate, and the various factors that affect the cost of each trial 
as described above. Our commercialization costs over approximately the next few years will depend on, among other things, whether or not our late-stage product candidates receive 
regulatory approval, the market potential for such product candidates, and the commercialization terms of our collaboration agreements, if applicable (whereby some or all 

commercialization costs may be shared with our collaborators). Currently, we are required to pay royalties on product sales of ARCAL YST® for the treatment of CAPS. In the future, if we 

are able to successfully develop, market, and sell AR CAL YST® for other indications or certain of our product candidates, we may be required to pay royalties or share the profits from 
such sales pursuant to our license or collaboration agreements. 
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We expect that expenses related to the filing, prosecution, defense, and enforcement of patents and other intellectual property will continue to be substantial. 

We believe that our existing capital resources, together with the net proceeds of our offering of convertible senior notes, as described above, and funding we are entitled to receive 
under our collaboration agreements, will enable us to meet operating needs for at least the next several years. However, this is a forward-looking statement based on our current operating 
plan, and there may be a change in projected revenues or expenses that would lead to our capital being consumed significantly before such time. For example, in connection with preparing 
to commercialize and launch potential products that are not licensed to a third party, we could incur substantial pre-marketing and commercialization expenses that could lead us to 
consume our cash at a faster rate. If there is insufficient capital to fund all of our planned operations and activities, we anticipate that we would (i) seek sources of additional capital 
through collaborative arrangements and/or additional public or private financing, including debt and equity financing and/or (ii) prioritize available capital to fund selected preclinical and 
clinical development programs and/or preparations for the potential commercialization of our late-stage product candidates, or license selected products. 

Other than letters of credit totaling $4.2 million, including a $3 .4 million letter of credit issued in connection with our lease for facilities in Tarrytown, New York, we have no off-balance 
sheet arrangements. In addition, we do not guarantee the obligations of any other entity. As of September 30, 2011, we had no other established banking arrangements through which we 
could obtain short-term financing or a line of credit. In October 2011, we announced our offering of convertible senior notes, as described above. In addition, in October 2010, we filed a 
shelf registration statement on Form S-3 registering the sale, in one or more offerings, of an indeterminate amount of equity or debt securities, together or separately, and our October 2010 
public offering of approximately 6. 3 million shares of Common Stock was completed under this shelf registration statement. There is no assurance, however, that we will be able to complete 
any additional offerings of securities. Factors influencing the availability of additional financing include our progress in product development and commercialization, investor perception 
of our prospects, and the general condition of the financial markets. We may not be able to secure additional funding through new collaborative arrangements or additional public or 
private offerings. If we cannot raise adequate funds to satisfy our capital requirements, we may have to delay, scale-back, or eliminate certain of our research and development activities or 
future operations. This could materially harm our business. 

Future Impact of Recently Issued Accounting Standards 

In December 2010, the FASB provided authoritative guidance on how pharmaceutical manufacturers should recognize and classify in their income statement annual fees mandated by 
the Patient Protection and Affordable Care Act (PPACA) as amended by the Health Care and Education Reconciliation Act. This guidance became effective for calendar years beginning 
after December 31, 2010. The adoption of this guidance did not have an impact on our financial statements as the fee does not currently apply to us. Our one marketed product, 

ARCAL YST® for the treatment of CAPS, has been approved as an orphan drug and orphan drugs are not subject to this annual fee. 

In June 2011, the FASB amended its authoritative guidance on the presentation of comprehensive income. Under the amendment, an entity will have the option to present the total of 
comprehensive income, the components of net income, and the components of other comprehensive income either in a single continuous statement of comprehensive income or in two 
separate but consecutive statements. This amendment, therefore, eliminates the currently available option to present the components of other comprehensive income as part of the 
statement of changes in stockholders' equity. The amendment does not change the items that must be reported in other comprehensive income or when an item of other comprehensive 
income must be reclassified to net income. We will adopt this amended guidance for the fiscal year beginning January I, 2012. As this guidance relates to presentation only, the adoption 
of this guidance will not have any other effect on our financial statements. 
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ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK 

Interest Rate Risk 

Our earnings and cash flows are subject to fluctuations due to changes in interest rates, principally in connection with our investments in marketable securities, which consist primarily 
of direct obligations of the U.S. government and its agencies, other debt securities guaranteed by the U.S. govermnent, and money market funds that invest in U.S. Government securities. 
We do not believe we are materially exposed to changes in interest rates. Under our current policies, we do not use interest rate derivative instruments to manage exposure to interest rate 
changes. We estimate that a one percent unfavorable change in interest rates would have resulted in approximately a $1.7 million and $0.4 million decrease in the fair value of our 
unrestricted investment portfolio at September 30, 2011 and 2010, respectively. The increase in interest rate risk year over year is due primarily to higher balances of marketable debt 
securities with maturities in excess of one year that we held at September 30, 2011 compared to the same period of 2010. 

Credit Quality Risk 

We have an investment policy that includes guidelines on acceptable investment securities, minimum credit quality, maturity parameters, and concentration and diversification. 
Nonetheless, deterioration of the credit quality of an investment security subsequent to purchase may subject us to the risk of not being able to recover the full principal value of the 
security. We recognized an other-than-temporary impairment charge related to a marketable security of $0.1 million in the first nine months of 2010. During the first nine months of 2011, we 
did not recognize any other-than-temporary impairment charges. 

ITEM 4. CONTROLS AND PROCEDURES 

Our management, with the participation of our chief executive officer and chief financial officer, conducted an evaluation of the effectiveness of our disclosure controls and procedures 
(as such term is defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as amended (the "Exchange Act")), as of the end of the period covered by this report. 
Based on this evaluation, our chief executive officer and chief financial officer each concluded that, as of the end of such period, our disclosure controls and procedures were effective in 
ensuring that information required to be disclosed by us in the reports that we file or submit under the Exchange Act is recorded, processed, summarized, and reported on a timely basis, 
and is accumulated and communicated to our management, including our chief executive officer and chief financial officer, as appropriate to allow timely decisions regarding required 
disclosure. 

There has been no change in our internal control over financial reporting (as such term is defined in Rules 13a-15(f) and 15d-15(f) under the Exchange Act) during the quarter ended 
September 3 0, 2011 that has materially affected, or is reasonably likely to materially affect, our internal control over financial reporting. 

PART II. OTHER INFORMATION 

ITEM 1. LEGAL PROCEEDINGS 

From time to time, we are a party to legal proceedings in the course of our business. We do not expect any such current ordinary course legal proceedings to have a material adverse 
effect on our business or financial condition. 
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As previously reported, on November 19, 20 I 0, we filed a complaint against Genentech in the U.S. District Court for the Southern District of New York seeking a declaratory judgment 
that no activities relating to our VEGF Trap (aflibercept) infringe any valid claim of certain Genentech patents referred to as the Davis-Smyth patents. On January 12, 2011, Genentech filed 

a motion to dismiss the complaint, arguing that the lawsuit was premature and thus the Court lacked subject matter jurisdiction. Upon our submission to the FDA of a BLA for EYLEA™ 
(aflibercept injection) for the treatment of wet AMD, we filed a second complaint against Genentech in the same court seeking the same declaratory relief. On April 7, 2011, we and 
Genentech entered into a Joint Stipulation, which was approved and executed by the Court on April 11, 2011. Pursuant to the Joint Stipulation, we voluntarily dismissed our original 
complaint in favor of proceeding with our second complaint, and Genentech agreed that it would not seek to transfer the case to another judicial district or move to dismiss the second 
complaint for lack of subject matter jurisdiction or otherwise under Rule 12(b) of the Federal Rules of Civil Procedure. On April 25, 2011, Genentech filed an answer to the second complaint, 
denying that we are entitled to the declaratory relief being sought by us, and asserting counterclaims that our prior or planned activities relating to VEGF Trap have infringed or will 
infringe one or more claims of the Davis-Smyth patents. In its answer, Genentech requests a judgment against us for damages, including for willful infringement, and other relief as the 
Court deems appropriate. On May 11, 2011, Genentech filed an amended answer and counterclaim, again denying that we are entitled to the declaratory relief being sought by us, and 
asserting counterclaims that our prior or planned activities relating to VEGF Trap have infringed or will infringe claims of four of the five Davis-Smyth patents. In its amended answer and 
counterclaim, Genentech requests a judgment against us for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 25, 2011, we replied to 
Genentech's amended answer and counterclaim, denying Genentech's counterclaims, and denying that any of our prior or planned activities relating to VEGF Trap infringe any valid claim 
of the Davis-Smyth patents. We believe Genentech's counterclaims are without merit and intend to continue to defend against them vigorously. 

We have initiated patent-related actions against Genentech in Germany, the United Kingdom, and Italy, and may initiate other actions in other countries outside the U.S. 

ITEM lA. RISK FACTORS 

We operate in an environment that involves a number of significant risks and uncertainties. We caution you to read the following risk factors, which have affected, and/or in the future 
could affect, our business, operating results, financial condition, and cash flows. The risks described below include forward-looking statements, and actual events and our actual results 
may differ materially from these forward-looking statements. Additional risks and uncertainties not currently known to us or that we currently deem immaterial may also impair our business 
operations. Furthermore, additional risks and uncertainties are described under other captions in this report and should also be considered by our investors. 

Risks Related to Our Financial Results and Need for Additional Financing 

We have had a history of operating losses and we may never achieve prof"Itability. If we continue to incur operating losses, we may be unable to continue our operations. 

From inception on January 8, 1988 through September 30, 2011, we had a cumulative loss of $1.2 billion. If we continue to incur operating losses and fail to become a profitable 
company, we may be unable to continue our operations. In the absence of substantial revenue from the sale of products or other sources, the amount, timing, nature or source of which 
cannot be predicted, our substantial losses will continue as we conduct our research and development activities and prepare for possible commercialization of our product candidates. 

We may need additional funding in the future, which may not be available to us, and which may force us to delay, reduce or eliminate our product development programs or 
commercialization efforts. 

We will need to expend substantial resources for research and development, including costs associated with clinical testing of our product candidates, and to prepare for potential 
commercialization of our late-stage product candidates and, if one or more of those product candidates receive(s) regulatory approval, to fund the launch of those product(s). We believe 
our existing capital resources, together with the net proceeds of our October 2011 offering of convertible senior notes and funding we are entitled to receive under our collaboration 
agreements, will enable us to meet anticipated operating needs for at least the next several years; however, one or more of our collaboration agreements may terminate, our projected 
revenue may decrease or be delayed, or our expenses may increase, which could result in our capital being consumed significantly before that time. Our expenses may increase for many 
reasons, including expenses in connection with the potential commercial launch of our late-stage product candidates, manufacturing scale-up, expenses related to clinical trials testing 

ARCAL YST®, EYLEA™, or REGN846, and expenses related to the potential requirement for us to fund 20% of Phase 3 clinical trial costs for any of our antibody product candidates being 
developed in collaboration with Sanofi. 
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We may require additional financing in the future and we may not be able to raise additional funds. If we are able to obtain additional financing through the sale of equity or 
convertible debt securities, such sales will likely be dilutive to our shareholders. Debt financing arrangements, if even available given the current uncertainties in the global credit and 
financial markets, may require us to pledge certain assets or enter into covenants that would restrict our business activities or our ability to incur further indebtedness and may be at 
interest rates and contain other terms that are not favorable to our shareholders. Should we require and be unable to raise sufficient funds to complete the development of our product 
candidates and also to successfully commercialize our late-stage product candidates if they obtain regulatory approval, we may face delay, reduction, or elimination of our research and 
development or preclinical or clinical programs. Even if we obtain regulatory approval for our product candidates, they may never be successfully launched or become profitable, in which 
case our business, financial condition, or results of operations may be materially harmed. 

The value of our investment portfolio, which includes cash, cash equivalents, and marketable securities, is influenced by varying economic and market conditions. A decrease in 
the value of an asset in our investment portfolio or a default by the issuer may result in our inability to recover the principal we invested and/or a recognition of a loss charged 
against income. 

As of September 30, 2011, our cash, cash equivalents, and marketable securities totaled $511. 7 million (including $8.2 million of restricted cash and marketable securities). We have 
invested our excess cash primarily in direct obligations of the U.S. govermnent and its agencies, other debt securities guaranteed by the U.S. government, and money market funds that 
invest in U.S. govermnent securities. We consider assets classified as marketable securities to be "available-for-sale," as defined by FASB authoritative guidance. Unrestricted and 
restricted marketable securities totaled $304.4 million at September 30, 2011, are carried at fair value, and the unrealized gains and losses are included in other accumulated comprehensive 
income (loss) as a separate component of stockholders' equity. If the decline in the value of a security in our investment portfolio is deemed to be other-than-temporary, we write down the 
security to its current fair value and recognize a loss which may be fully charged against income. The current economic environment and the volatility of securities markets increase the 
risk that we may not recover the principal we invested and/or there may be further declines in the market value of securities in our investment portfolio. As a result, we may incur additional 
charges against income in future periods for other-than-temporary impairments or realized losses upon a security's sale or maturity, and such amounts may be material. 

Risks Related to the Development and Approval of Our Product Candidates 

We believe that a significant portion of the value attributed to our company by investors is based on the commercial potential of EYLEA ™ for the treatment of wet AMD and other 
ophthalmologic diseases, which has not yet been approved by the FDA or by regulatory authorities in countries outside the U.S. The FDA recently extended its target action date 

for the EYLEA™ BLA by three months to November 18, 2011. If there are additional material delays in obtaining marketing approval for EYLEA™, or such approval is not 
obtained in the U.S. or in countries outside the U.S., our business, results of operations, and financial condition will be materially harmed. 

The FDA has substantial discretion in deciding whether or not EYLEA ™ should be granted approval in the U.S. based on the benefits and risks of EYLEA™ in treating the particular 

ophthalmologic diseases in which it is being studied in clinical trials. In February 2011, we submitted a BLAforEYLEA™forthe treatment ofwetAMD to the FDA. In April 2011, the FDA 
accepted the BLA for filing and granted our request for Priority Review. Under Priority Review, the target date for an FDA decision on the BLA was August 20, 2011. On August 16, 2011, 
FDA notified us that it had extended its target date to complete the priority review of the EYLEA™ BLA for the treatment of wet AMD to November 18, 2011, which is a three month 
extension from the original action date. The extension is a result of the agency classifying responses to questions regarding the CMC section of the BLA as a major amendment to the 
BLA. The new action date gives the agency additional time to review the additional information. However, the FDA is not under any legal obligation to complete its review of the BLA or 
to render a decision within this extended timeframe. It is not unusual for the FD A's review of and/or rendering a decision with respect to a BLA that has been granted Priority Review to 
extend the action date. For instance, the FDA may request additional clinical or other data or information, including by issuing a complete response letter which may require that we submit 
additional clinical or other data or impose other conditions that must be met in order to secure final approval of our BLA. Even if such data and information are submitted, the FDA may 
ultimately decide that the BLA does not satisfy the criteria for approval. The granting of Priority Review designation for our BLA does not change the standards for approval and does not 

ensure that EYLEA™ for the treatment of wet AMD will be approved by November 18, 2011 or ever. In June 2011, the Dermatologic and Ophthalmic Drugs Advisory Committee of the 

FDA voted unanimously to recommend that the FDA approve EYLEA™ for the treatment of wet AMD at a dose of 2 mg every eight weeks following three initial doses given every four 
weeks. The FDA will consider the committee's recommendation in its review of our BLA, but it is not bound by the committee's recommendation and the FDA may not follow the 
committee's recommendation. 
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Whether EYLEA™ is approved by the FDA for the treatment of wet AMD, and the timing thereof, will depend on many factors, including the following: 

• whether or not the FDA determines that the evidence gathered in well-controlled clinical trials, other clinical trials and nonclinical studies ofEYLEA™ demonstrates that it is safe 

and effective as a treatment for wet AMD; 
• whether or not the FDA is satisfied that the manufacturing facilities, processes, and controls for EYLEATM are adequate, that the labeling is satisfactory, and that plans for post-

marketing studies, safety monitoring, and risk evaluation and management are sufficient; 
• whether or not FDA is satisfied with our responses to its inquiries in connection with the three month extension of the action date on the EYLEATM BLA for the treatment of wet 

AMD, the timing and nature of additional or follow-up comments and questions, or those of any advisers to the FDA if the FDA seeks external advice, regarding our BLA and the 
FDA's satisfaction with our responses to its inquiries, the time required to respond to any such additional or follow-up comments and questions, and to obtain final labeling, and 
any other or additional delays that may be associated with the BLA review process in addition to the three month delay already incurred. 

In June 2011, Bayer HealthCare submitted regulatory applications for marketing approval of EL YEA™ in wet AMD in the European Union and Japan. Analogous regulatory authorities 

in these and other countries outside the U.S. have similar discretion to the FDA as to approval ofEYLEA™ in those countries. 

If we experience material delays in obtaining marketing approval for EYLEATM for wet AMD, we will not receive product revenues during the delay, which would negatively affect our 
business, results of operations, financial condition, and cash flow. Such delays may also increase the challenge of competitive products as doctors and patients continue to use existing 

therapies. If we do not obtain approval to market EYLEATM for wet AMD in the United States, our business, results of operations, financial condition, and cash flows will be materially 

harmed. Similarly, but independently, if Bayer HealthCare does not obtain approval to market EYLEA™ in the European Union or Japan, or if there are material delays in obtaining such 
approvals, our business, results of operations, financial condition, and cash flow will be harmed. 

If we do not obtain regulatory approval for our product candidates, we will not be able to market or sell them, which would materially and negatively impact our business, results 
of operations, and prospects. 

We cannot sell or market products without regulatory approval. If we do not obtain and maintain regulatory approval for our product candidates, including ARCAL YST® for the 

treatment of diseases other than CAPS, EYLEA™ for the treatment of ophthalmologic diseases, and/or ZALTRAP® for one or more oncology indications, the value of our company, our 

results of operations and our prospects will be materially harmed. As with our BLA for EYLEA ™ for the treatment of wet AMD, our other product candidates, including ZAL TRAP® for 

previously treated mCRC, EYLEATM for CRVO and DME, and ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy, may not receive regulatory 
approval. If we are unable to obtain such approval(s), or if we are materially delayed in doing so, our business, results of operations, and prospects will be materially harmed. 

Obtaining and maintaining regulatory approval for drug products is costly, time-consuming, and highly uncertain. 

In the U.S., we must obtain and maintain approval from the FDA for each drug we intend to sell. Obtaining FDA approval is typically a lengthy and expensive process, and approval is 
highly uncertain. Foreign governments also regulate drugs distributed in their country and approval in any country is likely to be a lengthy and expensive process, and approval is highly 

uncertain. Except for FDA approval of ARCAL YST®, and the EMA approval of rilonacept, for the treatment of CAPS, none of our product candidates has ever received regulatory 
approval to be marketed and sold in the U.S. or any other country. We may never receive regulatory approval for any of our current or future product candidates. 
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The FDA enforces Good Clinical Practices (GCPs) and other regulations through periodic inspections of trial sponsors, clinical research organizations (CROs), principal investigators, 
and trial sites. If we or any of the third parties conducting our clinical studies are determined to have failed to fully comply with GCPs, the study protocol or applicable regulations, the 
clinical data generated in those studies may be deemed unreliable. This could result in non-approval of our product candidates by the FDA, or we or the FDA may decide to conduct 
additional audits or require additional clinical studies, which would delay our development programs, require us to incur additional costs and could substantially harm our business. 

Before approving a new drug or biologic product, the FDA requires that the facilities at which the product will be manufactured or advanced through the supply chain be in compliance 
with current Good Manufacturing Practices, or cGMP, requirements and regulations governing the shipment and storage of the product. Manufacturing product candidates in compliance 
with these regulatory requirements is complex, time-consuming, and expensive. To be successful, our products must be manufactured for development, and following approval in 
commercial quantities, in compliance with regulatory requirements, and at competitive costs. If we or any of our product collaborators, or third-party manufacturers, product packagers, 
labelers, or other parties performing steps in the supply chain are unable to maintain regulatory compliance, the FDA can impose regulatory sanctions, including, among other things, 
refusal to approve a pending application for a new drug or biologic product, or revocation of a pre-existing approval. As a result, our business, financial condition, and results of 
operations may be materially harmed. 

In addition to the FDA and other regulatory agency regulations in the U.S., we are subject to a variety of foreign regulatory requirements governing human clinical trials, 
manufacturing, marketing and approval of drugs, and commercial sale and distribution of drugs in foreign countries. The foreign regulatory approval process and requirements include all 
of the risks associated with FDA approval as well as country specific regulations, and actions by a regulatory agency in a country or region with respect to a product candidate may have 
an impact on the approval process for that product candidate in another country or region. Whether or not we obtain FDA approval for a product in the U.S., we must obtain approval of 
the product by the comparable regulatory authorities in foreign countries before we can conduct clinical trials of or market that product or any other product in those countries. 

Clinical trials required for our product candidates are expensive and time-consuming, and their outcome is highly uncertain. If any of our drug trials are delayed or yield 
unfavorable results, regulatory approval for our product candidates may be delayed or become unobtainable. 

As described above, we must conduct extensive testing of our product candidates before we can obtain regulatory approval to market and sell them. We need to conduct both 
preclinical animal testing and human clinical trials. Conducting these trials is a lengthy, time-consuming, and expensive process. These tests and trials may not achieve favorable results 
for many reasons, including, among others, failure of the product candidate to demonstrate safety or efficacy, the development of serious or life-threatening adverse events (or side 
effects) caused by or connected with exposure to the product candidate, difficulty in enrolling and maintaining subjects in the clinical trial, lack of sufficient supplies of the product 
candidate or comparator drug, and the failure of clinical investigators, trial monitors, contractors, consultants, or trial subjects to comply with the trial plan, protocol, or applicable 
regulations related to GCPs. A clinical trial may fail because it did not include and retain a sufficient number of patients to detect the endpoint being measured or reach statistical 
significance. A clinical trial may also fail because the dose(s) of the investigational drug included in the trial were either too low or too high to determine the optimal effect of the 
investigational drug in the disease setting. 

We will need to reevaluate any drug candidate that does not test favorably and either conduct new trials, which are expensive and time consuming, or abandon that drug development 
program. The failure of clinical trials to demonstrate the safety and effectiveness of our clinical candidates for the desired indication(s) would preclude the successful development of 
those candidates for such indication(s), in which event our business, financial condition, results of operations, and prospects may be materially harmed. 
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Successful development of our current and future product candidates is uncertain. 

Only a small minority of all research and development programs ultimately result in commercially successful drugs. We are testing ZAL TRAP® and EYLEA TM in a number of late-stage 

clinical trials in various indications and AR CAL YST® for the prevention of gout flares in patients initiating uric acid-lowering drug therapy. Clinical trials may not demonstrate statistically 
sufficient effectiveness and safety to obtain the requisite regulatory approvals for these product candidates in these indications. In a number of instances, we have terminated the 
development of product candidates due to a lack of or only modest effectiveness. Moreover, even if we obtain positive results from preclinical or clinical trials, we may not achieve the 
same success in future trials. Many companies in the biopharmaceutical industry, including our company, have suffered significant setbacks in clinical trials, even after promising results 
have been obtained in earlier trials. 

In April 2011 we announced that our Phase 3 VELOUR trial of ZAL TRAP® met its primary endpoint of improving overall survival in the treatment of previously treated mCRC, and that 
based upon these positive results, we and Sanofi plan to submit regulatory applications for marketing approval to the FDA and EMA by the end of 2011. However, the expected timing for 

this submission may not be met and even if submitted such applications may not be accepted for filing or ultimately approved. ZAL TRAP® is also in a Phase 3 clinical trial in combination 
with a standard chemotherapy regimen for the treatment of first-line androgen independent prostate cancer. We do not have proof of concept data from early-stage, double-blind, 

controlled clinical trials that ZALTRAP® will be safe or effective in this cancer setting. In March 2010, Genentech announced that a Phase 3 trial of its VEGF antagonist, Avastin® 
(Bevacizumab Injection), in combination with chemotherapy in men with prostate cancer, did not meet its primary endpoint. This trial had a very similar design to our ongoing Phase 3 trial 

of ZAL TRAP® in prostate cancer. 

We are testingEYLEATM in Phase 3 trials for the treatment of wet AMD, the treatment of CRVO, and the treatment ofDME. As described above, in February 2011, we submitted a BLA 

to the FDA for marketing approval of EYLEATM in wet AMD in the U.S. In April 2011, the FDA accepted the BLA for filing and granted our request for Priority Review. On August 16, 

2011, FDA notified us that it had extended its target date to complete the priority review of the EYLEATM BLA for the treatment of wet AMD to November 18, 2011, which is a three month 

extension from the original action date. Although we reported positive Phase 3 trial results with EYLEA TM in wet AMD after one year of treatment, the Phase 3 trials will continue for an 
additional year and there is a risk that the results from the second year of the studies could differ from the previously reported results; such difference could delay or preclude regulatory 
approval or, if regulatory approval has been granted, result in the revocation of such approval. 

We also reported positive Phase 3 trial results with EYLEA TM in CRVO after six months of treatment and, based on these results, intend to submit a regulatory application to the FDA 

for marketing approval in the U.S. ofEYLEATMin CRVO by the end of 2011. However, these trials are not all completed, and there is a risk that one-year results could differ from six-month 
results, and such final results could delay or preclude regulatory approval or, if regulatory approval has been granted, result in the revocation of such approval. There can be no assurance 

that we will meet our expected timing for this submission, the submission will be accepted for filing, or if or when we will receive regulatory approval for EYLEATM in CRVO. 

We also reported positive results of a Phase 2 trial of EYLEATMfor the treatment of DME and that we have initiated a Phase 3 program in that indication. A number of other potential 
new drugs and biologics which showed promising results in Phase I and 2 clinical trials subsequently failed to establish sufficient safety and efficacy data to obtain necessary regulatory 

approvals, and this could occur with respect to subsequent clinical trials of EYLEATM for the treatment of DME. 

Based on the results of three Phase 3 studies, we have submitted a supplemental BLA filing to the FDA seeking approval of AR CAL YST® for the prevention of gout flares in patients 
initiating uric acid-lowering drug therapy. However, the expected timing may not be met, the application may not be accepted for filing, and the FDA may not grant such approval or such 
approval may be substantially delayed. The FDA could also require us to provide additional clinical data in connection with this application. For example, in June 2011, following two 

positive Phase 3 trials, the Arthritis Advisory Committee of the FDA, voted to recommend against approval in a gout indication for Haris® (canikinumab), Novartis' IL-I inhibitor which 

works through a similar mechanism as AR CAL YST® and, in August 2011, Novartis received a Complete Response letter from the FDA requesting additional information, including clinical 

data to evaluate the benefit-risk profile of Haris® in refractory patients. 
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Many of our clinical trials are conducted under the oversight of IDMCs. These independent oversight bodies are made up of external experts who review the progress of ongoing 
clinical trials, including available safety and efficacy data, and make recommendations concerning a trial's continuation, modification, or termination based on interim, unblinded data. Any 
of our ongoing clinical trials may be discontinued or amended in response to recommendations made by responsible IDMCs based on their review of such interim trial results. For example, 
in September 2009, a Phase 3 trial that was evaluating ZAL TRAP® as a first-line treatment for metastic pancreatic cancer in combination with gemcitabine was discontinued at the 
recommendation of an IDMC after a planned analysis of interim efficacy data determined that the trial would not meet its efficacy endpoint. The recommended termination of any of our 
ongoing late-stage clinical trials by an IDMC could negatively impact the future development of our product candidate(s), and our business may be materially harmed. 

We are studying our antibody candidates in a wide variety of indications in early stage clinical trials. Many of these trials are exploratory studies designed to evaluate the safety 
profile of these compounds and to identify what diseases and uses, if any, are best suited for these product candidates. These early stage product candidates may not demonstrate the 
requisite efficacy and/or safety profile to support continued development for some or all of the indications that are being, or are planned to be, studied, which would diminish our clinical 
"pipeline" and could negatively affect our future prospects and the value of our company. 

Serious complications or side effects have occurred, and may continue to occur, in connection with the use of ARCALYSTID for the treatment of CAPS and in clinical trials of some 

of our product candidates, and may also occur with the more widespread use of ZALTRAJYID, EYLEA ™, and/or ARCALYST® for the prevention of gout flares if they receive 
regulatory approval, which could cause our regulatory approval(s) to be revoked or otherwise negatively affected or lead to delay or discontinuation of development of our 
product candidates which could severely harm our business. 

During the conduct of clinical trials, patients report changes in their health, including illnesses, injuries, and discomforts, to their study doctor. Often, it is not possible to determine 
whether or not the drug candidate being studied caused these conditions. Various illnesses, injuries, and discomforts have been reported from time-to-time during clinical trials of our 
product candidates. It is possible that as we test our drug candidates in larger, longer, and more extensive clinical programs, or as use of these drugs becomes more widespread if they 
receive regulatory approval, illnesses, injuries, and discomforts that were observed in earlier trials, as well as conditions that did not occur or went undetected in previous trials, will be 
reported by patients. Many times, side effects are only detectable after investigational drugs are tested in large scale, Phase 3 clinical trials or, in some cases, after they are made available 
to patients after approval. If additional clinical experience indicates that any of our product candidates has many side effects or causes serious or life-threatening side effects, the 
development of the product candidate may fail or be delayed, or if the product candidate has received regulatory approval such approval may be revoked, which would severely harm our 
business. 

ZAL TRAP® is being studied for the potential treatment of certain types of cancer and our EYLEA ™ candidate is being studied in diseases of the eye. There are many potential safety 

concerns associated with significant blockade of VEGF that may limit our ability to successfully develop ZALTRAP® and EYLEATM in each of the indications for which we are studying 
these product candidates. These serious and potentially life-threatening risks, based on clinical and preclinical experience of VEGF inhibitors, include bleeding, intestinal perforation, 
hypertension, proteinuria, congestive heart failure, heart attack, and stroke. In addition, patients given infusions of any protein, including ZALTRAP® delivered through intravenous 
administration, may develop severe hypersensitivity reactions or infusion reactions. Other VEGF blockers have reported side effects that became evident only after large scale trials or after 
marketing approval when large numbers of patients were treated. There are risks inherent in the intravitreal administration of drugs like EYLEA™, which can cause injury to the eye and 

other complications. These and other complications or side effects could harm the development and/or commercialization of ZALTRAP® for the treatment of cancer or EYLEA™ for the 
treatment of diseases of the eye. 

As more patients begin to use ARCAL YST® if it receives regulatory approval for the prevention of gout flares in patients initiating uric acid-lowering therapy, and to the extent it is 

tested in new disease settings, new risks and side effects associated with ARCAL YST® may be discovered, and risks previously viewed as inconsequential could be determined to be 

significant. Like cytokine antagonists such as Haris® (canakinumab ), a registered trademark of Novartis, Kineret® (anakinra) and Enbrel® (etanercept), registered trademarks of Amgen, and 

Remicade® (infliximab) a registered trademark of Centocor Ortho Biotech, ARCAL YST® affects the immune defense system of the body by blocking some of its functions. Therefore, 

ARCAL YST® may interfere with the body's ability to fight infections. As noted above, in June 2011, following two positive Phase 3 trials, the Arthritis Advisory Committee of the FDA 

voted to recommend against approval in a gout indication for Haris®, Novartis' IL-I inhibitor which works through a similar mechanism as AR CAL YST® and, in August 2011, Novartis 

received a Complete Response letter from the FDA requesting additional information, including clinical data to evaluate the benefit-risk profile of Haris® in refractory patients. 
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Treatment with Kineret®, a medication that works through the inhibition of IL-I, has been associated with an increased risk of serious infections, and serious, life threatening infections 

have been reported in patients taking ARCAL YST®. These or other complications or side effects could cause regulatory authorities to revoke approvals of ARCAL YST® for the treatment 

of CAPS or deny the approval of AR CAL YST® for the prevention of gout flares in patients initiating uric acid-lowering treatment or other disease settings. Alternatively, we may be 

required to conduct additional clinical trials, make changes in the labeling of our product, or limit or abandon our efforts to develop ARCAL YST® in new disease settings. Any such side 

effects may also result in a reduction, or even the elimination, of sales of ARCAL YST® in the current or future approved indications. 

We are studying REGN4 7 5, a fully human monoclonal antibody to NGF, in a variety of pain indications, including osteoarthritis of the knee. In December 20 I 0, we were informed by the 
FDA that a case confirmed as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA believes this case, which follows previously-reported cases of joint 
replacements in patients on an anti-NGF drug candidate being developed by another pharmaceutical company, provides evidence to suggest a class-effect and placed REGN475 on clinical 
hold. The FDA Arthritis Advisory Committee scheduled for September 13, 2011 to discuss possible safety issues related to anti-NGF compounds has been postponed. There are currently 
no ongoing trials with REGN475 that are either enrolling or treating patients. 

Our product candidates in development are recombinant proteins that could cause an immune response, resulting in the creation of harmful or neutralizing antibodies against the 
therapeutic protein. 

In addition to the safety, efficacy, manufacturing, and regulatory hurdles faced by our product candidates, the administration of recombinant proteins frequently causes an immune 
response, resulting in the creation of antibodies against the therapeutic protein. The antibodies can have no effect or can totally neutralize the effectiveness of the protein, or require that 
higher doses be used to obtain a therapeutic effect. In some cases, the antibody can cross react with the patient's own proteins, resulting in an "auto-immune" type disease. Whether 
antibodies will be created can often not be predicted from preclinical or clinical experiments, and their detection or appearance is often delayed, so neutralizing antibodies may be detected 
at a later date, in some cases even after pivotal clinical trials have been completed. 

We may be unable to formulate or manufacture our product candidates in a way that is suitable for clinical or commercial use, which would delay or prevent continued 
development of such candidates and/or receipt of regulatory approval or commercial sale, which could materially harm our business. 

If we are unable to continue to develop suitable product formulations or manufacturing processes to support large scale clinical testing of our product candidates, including our 
antibody candidates, we may be unable to supply necessary materials for our clinical trials, which would delay or prevent the development of our product candidates. Similarly, if we are 
unable, directly or through our collaborators or third parties, to supply sufficient quantities of our products or develop formulations of our product candidates suitable for commercial use, 
we will be unable to obtain regulatory approval for those product candidates. 
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Risks Related to Intellectual Property and Market Exclusivity 

If we cannot protect the confidentiality of our trade secrets or our patents are insufficient to protect our proprietary rights, our business and competitive position will be harmed. 

Our business requires using sensitive and proprietary technology and other information that we protect as trade secrets. We seek to prevent improper disclosure of these trade secrets 
through confidentiality agreements. If our trade secrets are improperly disclosed, by our own employees, our collaborators or otherwise, it would help our competitors and adversely affect 
our business. We will be able to protect our proprietary rights from unauthorized use by third parties only to the extent that our rights are covered by valid and enforceable patents or are 
effectively maintained as trade secrets. The patent position of biotechnology companies, including our company, involves complex legal and factual questions and, therefore, 
enforceability cannot be predicted with certainty. Our patents may be challenged, invalidated, or circumvented. Patent applications filed outside the U.S. may be challenged by third parties 
who file an opposition. Such opposition proceedings are increasingly common in the European Union and are costly to defend. We have pending patent applications in the European 
Patent Office and it is likely that we will need to defend patent applications from third-party challengers from time to time in the future. Patent applications filed in the U.S. may also be 
challenged by third parties who file a request for post-grant review under the America Invents Act of 2011, beginning on September 16, 2012. We expect that post-grant review 
proceedings will become common in the U.S. and will be costly to defend. We have pending patent applications in the U.S. Patent and Trademark Office and it is likely that we will need to 
defend patent applications from third-party challengers from time to time in the future. Our patent rights may not provide us with a proprietary position or competitive advantages against 
competitors. Furthermore, even if the outcome is favorable to us, the enforcement of our intellectual property rights can be extremely expensive and time consuming. 

We may be restricted in our development, manufacturing, and/or commercialization activities by, and could be subject to damage awards if we are found to have infringed, third
party patents or other proprietary rights, and the costs and expenses of ongoing patent litigation have been and will likely continue to be significant. 

Our commercial success depends significantly on our ability to operate without infringing the patents and other proprietary rights of third parties. Other parties may allege that they 
have blocking patents to our products in clinical development or even to products that have received regulatory approval and are being or have been commercialized, either because they 
claim to hold proprietary rights to the composition of a product or the way it is manufactured or used. Moreover, other parties may allege that they have blocking patents to antibody 
products made using our Ve/oclmmune® technology, either because of the way the antibodies are discovered or produced or because of a proprietary composition covering an antibody 
or the antibody's target. 

We are aware of issued patents and pending patent applications owned by Genentech that claim certain chimeric VEGF receptors. We do not believe that ZAL TRAP® or EYLEA ™ 
infringe any valid claim in these patents or patent applications. As described above under Part II, Item I ("Legal Proceedings"), in November 2010, we commenced a lawsuit against 
Genentech in the U.S. District Court for the Southern District of New York, seeking a declaratory judgment that no activities relating to VEGF Trap infringe any valid claim of certain 
Genentech patents referred to as the Davis-Smyth patents. In April 2011, we and Genentech entered into a Joint Stipulation whereby Genentech agreed that it would not seek to transfer 
the case to another judicial district or move to dismiss the case for lack of subject matter jurisdiction. On April 25, 2011, Genentech filed an answer to our complaint, denying that we are 
entitled to the declaratory relief being sought by us, and asserting counterclaims that our prior or planned activities relating to VEGF Trap have infringed or will infringe one or more claims 
of the Davis-Smyth patents. In its answer, Genentech requests a judgment against us for damages, including for willful infringement, and other relief as the Court deems appropriate. On 
May 11, 2011, Genentech filed an amended answer and counterclaim, again denying that we are entitled to the declaratory relief being sought by us, and asserting counterclaims that our 
prior or planned activities relating to our VEGF Trap have infringed or will infringe claims of four of the five Davis-Smyth patents. In its amended answer and counterclaim, Genentech 
requests a judgment against us for damages, including for willful infringement, and other relief as the Court deems appropriate. On May 25, 2011, we replied to Genentech's amended 
answer and counterclaim, denying Genentech's counterclaims, and denying that any of our prior or planned activities relating to VEGF Trap infringe any valid claim of the Davis-Smyth 
patents. We believe Genentech's counterclaims are without merit and intend to continue to defend against them vigorously. However, it is possible that there could be an adverse 
determination or judgment in this litigation that would materially harm our business by requiring us to seek a license, which may not be available, or precluding the manufacture, further 

development, or sale of ZAL TRAP® or EYLEA ™, or resulting in a damage award. In addition, irrespective of the outcome of this litigation, we have incurred and will likely continue to 
incur significant costs and expenses associated with this matter, which has negatively affected, and will likely continue to negatively affect, our results of operations. We have initiated 
patent-related actions against Genentech in Germany, the United Kingdom, and Italy, and may initiate other actions in other countries outside the U.S., which could have similar or other 
adverse outcomes that would materially harm our business and which, irrespective of the outcomes, may also entail significant costs and expenses. 
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We are aware of patents and pending applications owned by Roche that claim antibodies to IL-6R and methods of treating rheumatoid arthritis with such antibodies. We are 
developing sarilumab, an antibody to IL-6R, for the treatment of rheumatoid arthritis. Although we do not believe that sarilumab infringes any valid claim in these patents or patent 
applications, Roche could initiate a lawsuit for patent infringement and assert its patents are valid and cover sarilumab. 

We are aware of a U.S. patent jointly owned by Genentech and City of Hope relating to the production of recombinant antibodies in host cells. We currently produce our antibody 

product candidates using recombinant antibodies from host cells and may choose to produce additional antibody product candidates in this manner. Neither ARCAL YST®, ZALTRAP®, 

nor EYLEA™ are recombinant antibodies. If any of our antibody product candidates are produced in a manner subject to valid claims in the Genentech patent, then we may need to obtain 
a license from Genentech, should one be available. Genentech has licensed this patent to several different companies under confidential license agreements. If we desire a license for any 
of our antibody product candidates and are unable to obtain a license on commercially reasonable terms or at all, we may be restricted in our ability to use Genentech's techniques to make 
recombinant antibodies in or to import them into the U.S. 

Further, we are aware of a number of other third-party patent applications that, if granted with claims as currently drafted, may cover our current or planned activities. It could be 
determined that our products and/or actions in manufacturing or selling our product candidates infringe such patents. 

Patent holders in addition to Genentech could assert claims against us for damages and seek to prevent us from manufacturing, selling, or developing our drug candidates, and a court 

may find that we are infringing validly issued patents of third parties. In the event that the manufacture, use, or sale of any of our drug candidates, including EYLEA™ or our other late
stage product candidates, infringes on the patents or violates other proprietary rights of third parties, we may be prevented from pursuing product development, manufacturing, and 
commercialization of those drugs and may be required to pay costly damages. Such a result may materially harm our business, financial condition, and results of operations. In any event, 
legal disputes are likely to be costly and time consuming to defend. 

We seek to obtain licenses to patents when, in our judgment, such licenses are needed or advisable. If any licenses are required, we may not be able to obtain such licenses on 
commercially reasonable terms, if at all. The failure to obtain any such license could prevent us from developing or commercializing any one or more of our product candidates, which could 
severely harm our business. 

Loss or limitation of patent rights, and new regulatory pathways for biosimilar competition, could reduce the duration of market exclusivity for our products. 

In the pharmaceutical and biotechnology industries, the majority of an innovative product's commercial value is usually realized during the period in which it has market exclusivity. In 
the U.S. and some other countries, when market exclusivity expires and generic versions of a product are approved and marketed, there usually are very substantial and rapid declines in 
the product's sales. 

If our late-stage product candidates or other clinical candidates are approved for marketing in the U.S or elsewhere, market exclusivity for those products will generally be based upon 
patent rights and/or certain regulatory forms of exclusivity. As described above under "Ifwe cannot protect the confidentiality of our trade secrets or our patents are insufficient to 
protect our proprietary rights, our business and competitive position will be harmed", the scope and enforceability of our patent rights may vary from country to country. The failure to 
obtain patent and other intellectual property rights, or limitations on the use, or the loss, of such rights could be material to us. Absent patent protection or regulatory exclusivity for our 
products, it is possible, both in the U.S. and elsewhere, that generic and/or biosimilar versions of those products may be approved and marketed which would likely result in substantial 
and rapid reductions in revenues from sales of those products. 

Under the PPACA, enacted in 2010, there is now a new, abbreviated path in the U.S. for regulatory approval of biosimilar versions of biological products. The PPACA provides a 
regulatory mechanism that allows for FDA approval of biologic drugs that are similar to (but not generic copies of) innovative drugs on the basis of less extensive data than is required by 
a full BLA. Under this new regulation, an application for approval of a biosimilar may be filed four years after approval of the innovator product. However, qualified innovative biological 
products will receive 12 years of regulatory exclusivity, meaning that the FDA may not approve a biosimilar version until 12 years after the innovative biological product was first 
approved by the FDA. However, the term ofregulatory exclusivity may not remain at 12 years in the U.S. and could be shortened. 
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The increased likelihood of biosimilar competition has increased the risk of loss of innovators' market exclusivity. Due to this risk, and uncertainties regarding patent protection, if our 
late-stage product candidates or other clinical candidates are approved for marketing, it is not possible to predict the length of market exclusivity for a particular product with certainty 
based solely on the expiration of the relevant patent(s) or the current forms of regulatory exclusivity. It is also not possible to predict changes in U.S. regulatory law that might reduce 
biological product regulatory exclusivity. The loss of market exclusivity for a product would likely materially and negatively affect revenues from product sales of that product and thus 
our financial results and condition. 

Risks Related to Manufacturing and Supply 

We have and rely on limited internal and contracted manufacturing and supply chain capacity, which could result in our being unable to successfully commercialize our product 
candidates if they receive regulatory approval and also to continue to develop our clinical candidates. 

Our manufacturing facility would be inadequate to produce the active pharmaceutical ingredients of (a) EYLEA™, ZALTRAP®, and ARCAL YST® for the treatment of gout flares in 
sufficient commercial quantities if these late-stage product candidates were all to receive regulatory approval, and (b) our earlier stage product candidates in sufficient clinical quantities if 
our clinical pipeline advances as planned. In addition to expanding our internal capacity, we intend to rely on our corporate collaborators, as well as contract manufacturers, to produce 
commercial quantities of drug material needed for commercialization of our products to the extent such quantities are not manufactured at our own facility. We rely entirely on third-parties 
and our collaborators for filling and finishing services. Generally, in order for other parties to perform any step in the manufacturing and supply chain, we must transfer technology to the 
other party which can be time consuming and may not be successfully accomplished without considerable cost and expense, or at all. We will have to depend on these other parties to 
perform effectively on a timely basis and to comply with regulatory requirements. If for any reason they are unable to do so, and as a result we are unable to directly or through such third 
parties manufacture and supply sufficient commercial quantities of our products on acceptable terms, or if we should encounter delays or other difficulties in our relationships with our 
corporate collaborators, third-party manufacturers, or other parties involved in our supply chain which adversely affect the timely manufacture and supply of our products, our business, 
financial condition, results of operations, and prospects may be materially harmed. 

Expanding our manufacturing capacity will be costly and we may be unsuccessful in doing so in a timely manner, which could delay or prevent the launch and successful 
commercialization of our late-stage product candidates if they are approved for marketing and could jeopardize our current and future clinical development programs. 

Expanding our manufacturing capacity to supply commercial quantities of the active pharmaceutical ingredients for our late-stage product candidates if they are approved for 
marketing, and to supply clinical drug material to support the continued growth of our clinical programs, will require substantial additional expenditures, and we will need to hire and train 
significant numbers of employees and managerial personnel to staff our manufacturing and supply chain operations. Start-up costs can be large and scale-up entails significant risks 
related to process development and manufacturing yields. In addition, we may face difficulties or delays in developing or acquiring the necessary production equipment and technology to 
manufacture sufficient quantities of our product candidates at reasonable costs and in compliance with applicable regulatory requirements. The FDA and analogous foreign regulatory 
authorities must determine that our existing and any expanded manufacturing facilities comply, or continue to comply, with cGMP requirements for both clinical and commercial production 
and license them, or continue to license them, accordingly, and such facilities must also comply with applicable environmental, safety, and other governmental permitting requirements. We 
may not successfully expand or establish sufficient manufacturing capabilities or manufacture our products economically or in compliance with cGMPs and other regulatory requirements, 
and we and our collaborators may not be able to build or procure additional capacity in the required timeframe to meet commercial demand for our late-stage product candidates if they 

receive regulatory approval, and to continue to meet the requirements of our clinical programs. This would interfere with our efforts to successfully commercialize EYLEA ™, ZAL TRAP®, 

and ARCAL YST® for the prevention of gout flares in patients initiating uric acid-lowering treatment if they receive regulatory approval, and could also delay or require us to discontinue 
one or more of our clinical development programs. As a result, our business, financial condition, and results of operations could be materially harmed. 
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Our ability to manufacture our products may be impaired if any of our manufacturing activities, or the activities of third parties involved in our manufacture and supply chain, are 
found to infringe third-party patents. 

Our ability to continue to manufacture ARCAL YST®, EYLEA™, and ZALTRAP® in our Rensselaer, New York facilities, or to utilize third parties to produce our products or perform 
fill/finish services or other steps in our manufacture and supply chain, depends on our and their ability to operate without infringing the patents or other intellectual property rights of 
third parties. Other parties may allege that our manufacturing activities, or the activities of third parties involved in our manufacture and supply chain, infringe patents or other intellectual 
property rights. A judicial decision in favor of one or more parties making such allegations could preclude the manufacture of our products where those intellectual property rights apply 
which could materially harm our business, results of operations, and prospects. 

If the launch of our late-stage product candidates, or any of our clinical programs, are delayed or discontinued, we may face costs related to unused capacity at our manufacturing 
facilities and at the facilities of third parties performing fill/finish services or other steps in our manufacture and supply chain. 

We have large-scale manufacturing operations in Rensselaer, New York. We use our facilities to produce bulk product of AR CAL YST® for the treatment of CAPS and of clinical and 
preclinical candidates for ourselves and our collaborations, and plan to use such facilities to produce bulk product for commercial supply of our late-stage product candidates if they are 
approved for marketing. If our clinical candidates are discontinued or their clinical development is delayed, if the launch of any of our late-stage product candidates is delayed or does not 
occur, or if such products are launched and subsequently recalled or marketing approval is rescinded, we may have to absorb one hundred percent of related overhead costs and 
inefficiencies, as well as similar costs of third-party contract manufacturers performing fill/finish services for us. 

Third-party service or supply failures, or other failures, business interruptions, or natural disasters affecting our manufacturing facilities in Rensselaer, New York or the facilities 
of any other party participating in the supply chain, would adversely affect our ability to supply our products. 

We manufacture all of our bulk drug materials at our manufacturing facilities in Rensselaer, New York. We would be unable to manufacture these materials if our Rensselaer facilities 
were to cease production due to regulatory requirements or action, business interruptions, labor shortages or disputes, contaminations, fire, natural disasters, or other problems at the 
facilities. 

Also, certain raw materials necessary for the manufacture and formulation of ARCALYST® and of our product candidates, including EYLEATM and ZALTRAP®, are provided by 
single-source unaffiliated third-party suppliers. In addition, we rely on certain third parties to perform filling, finishing, distribution, laboratory testing, and other services related to the 

manufacture of ARCAL YST® and our product candidates. We would be unable to obtain these raw materials or services for an indeterminate period of time if any of these third parties 
were to cease or interrupt production or otherwise fail to supply these materials, products, or services to us for any reason, including due to regulatory requirements or action, adverse 
financial developments at or affecting the supplier, failure by the supplier to comply with cGMPs, business interruptions, or labor shortages or disputes. This, in tum, could materially and 

adversely affect our ability to manufacture or supply AR CAL YST® for the treatment of CAPS and to manufacture and supply commercial quantities of EYLEA™, ZAL TRAP®, and 

ARCAL YST® for the prevention of gout flares if they receive regulatory approval, which could materially and adversely affect our business and future prospects. 

Certain of the raw materials required in the manufacture and the formulation of our product candidates may be derived from biological sources, including mammalian tissues, bovine 
serum, and human serum albumin. There are certain European regulatory restrictions on using these biological source materials. If we are required to substitute for these sources to comply 
with European regulatory requirements, our clinical development activities may be delayed or interrupted. 

57 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5639



If we fail to meet the stringent requirements of governmental regulation in the manufacture of drug products or product candidates, we could incur substantial remedial costs, 
delays in the development or approval of our product candidates and/or in their commercial launch if they obtain regulatory approval, and a reduction in sales. 

We and our third-party providers are required to maintain compliance with cGMP, and are subject to inspections by the FDA or comparable agencies in other jurisdictions to confirm 
such compliance. Changes of suppliers or modifications of methods of manufacturing may require amending our application(s) to the FDA or such comparable foreign agencies and 
acceptance of the change by the FDA or such comparable foreign agencies prior to release of product(s). Because we produce multiple product candidates at our facility in Rensselaer, 

New York, including ARCAL YST®, EYLEATM, and ZAL TRAP®, there are increased risks associated with cGMP compliance. Our inability, or the inability of our third-party fill/finish or 
other service providers, to demonstrate ongoing cGMP compliance could require us to engage in lengthy and expensive remediation efforts, withdraw or recall product, halt or interrupt 
clinical trials, and/or interrupt commercial supply of any marketed products, and could also delay or prevent our obtaining regulatory approval for our late-stage product candidates. Any 
delay, interruption, or other issue that arises in the manufacture, fill/finish, packaging, or storage of any drug product or product candidate as a result of a failure of our facilities or the 
facilities or operations of third parties to pass any regulatory agency inspection or maintain cGMP compliance could significantly impair our ability to develop, obtain approval for, and 
successfully commercialize our products, which would substantially harm our business and prospects. Any finding of non-compliance could also increase our costs, cause us to delay the 
development of our product candidates, result in delay in our obtaining, or our not obtaining, regulatory approval of product candidates, and cause us to lose revenue from any marketed 
products, which could be seriously detrimental to our business, financial condition, and prospects. 

Risks Related to Commercialization of Products 

Even if we receive regulatory approval to market EYLEATM or our other late-stage product candidates, we may be unsuccessful in commercializing them, which would materially 
delay or prevent our achieving profitability. 

Even if clinical trials demonstrate the safety and effectiveness of any of our product candidates for a specific disease and the necessary regulatory approvals are obtained, the 
commercial success of any of our product candidates will depend upon, among other things, their acceptance by patients, the medical community, and third-party payers and on our and 
our collaborators' ability to successfully manufacture and commercialize those products. Even if we obtain regulatory approval for our product candidates, if they are not successfully 
commercialized, we will not be able to recover the significant investment we have made in developing such products and our business, results of operations, and financial condition would 
be severely harmed. 

In particular, we cannot be sure that EYLEA TM for the treatment of wet AMD will be commercially successful in the pharmaceutical market even if we obtain marketing approval for 

EYLEATM for such indication in a timely manner. In addition to the challenges we face related to a company launching its first major commercial drug, as described in detail in the risk factor 

immediately below, we and Bayer HealthCare will face intense competition from Lucentis® and from off-label use of Avastin®, both of which have been on the market for a number of years. 

We expect that the initial commercial success of EYLEA TM for the treatment of wet AMD if it is approved for marketing will depend on many factors, including the following: 

• the effectiveness of our and Bayer HealthCare's commercial strategies for the launch and marketing of EYLEATM in and outside the U.S., respectively, including pricing strategy 

and the effectiveness of efforts to obtain, and the timing of obtaining, adequate third-party reimbursements; 
• maintaining and successfully monitoring commercial manufacturing arrangements for EYLEATM with third parties who perform fill/finish or other steps in the manufacture of 

EYLEATM to ensure that they meet our standards and those of regulatory authorities, including the FDA, which extensively regulate and monitor pharmaceutical manufacturing 
facilities; 

• our ability to meet the demand for commercial supplies of EYLEA TM; 

• our ability to effectively communicate to the marketplace the benefits of the dosing regimen of EYLEATM of every 2 months as compared to the monthly dosing regimen of 

Lucentis®, and the willingness of retinal specialists and patients to switch from Lucentis® or off-label use of Avastin® to EYLEATM for the treatment of wet AMD; 

• the ability of patients, retinal specialists, and other providers to obtain and maintain sufficient coverage and reimbursement from third-party payors, including Medicare and 
Medicaid in the U.S. and other government and private payors in the U.S. and foreign jurisdictions; and 

• the effect of new health care legislation currently being implemented in the United States. 
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While we believe that EYLEATM for the treatment of wet AMD will have a commercially competitive profile if it is approved for marketing in the U.S. or elsewhere, we cannot predict 

whether ophthalmologists, particularly retinal specialists, and patients, will accept or utilize EYLEA™. Our and Bayer HealthCare's efforts to educate the relevant medical community and 

third-party pay ors regarding the benefits of EYLEA™ for the treatment of wet AMD will require significant resources and may not be successful in achieving our objectives. If EYLEA™ 
is approved for marketing but does not achieve significant market acceptance for the treatment of wet AMD, our ability to achieve profitability would be materially impaired or delayed. 

If we are unable to establish and effectively deploy and manage sales, marketing, and distribution capabilities in the applicable markets or to enter into agreements with third 
parties to do so, even if our late-stage product candidates receive regulatory approval we will be unable to successfully launch and commercialize those products in those markets, 
which would materially harm our business, operating results, and financial condition. 

We are selling ARCAL YST® ourselves in the U.S. for the treatment of CAPS, primarily through third-party service providers. We are establishing our own sales, marketing, and 

distribution organization in anticipation of receiving regulatory approval to market and sell EYLEATM in the U.S. for the treatment of wet AMD, and in anticipation of filing for and 

receiving regulatory approval to market and sell EYLEA™ in the U.S. for the treatment of CRVO. However, even if we can fully establish this organization in a timely fashion, we may be 

unsuccessful in achieving a successful launch and commercialization of EYLEA™ in the U.S., which would materially harm our business, operating results, financial condition, and 
prospects. 

We will have to rely on a third party or devote significant resources to develop our own sales, marketing, and distribution capabilities for AR CAL YST® for patients with gout initiating 
uric acid-lowering drug therapy if it receives regulatory approval. If we are unable to obtain these capabilities, either by developing our own organizations or entering into agreements with 

others to provide these functions, even if AR CAL YST® for the prevention of gout flares receives marketing approval, we will not be able to successfully launch and commercialize this 
product, which would also materially harm our business, operating results, financial condition, and prospects. 

We have no experience in sales, marketing, or distribution of products in substantial commercial quantities or in establishing and managing the required infrastructure to do so, 
including large-scale information technology systems and a large-scale distribution network, and we may be unable to establish such infrastructure on a timely basis. In building a field 

force in anticipation of the possible approval and launch in the U.S. of EYLEA™ in wet AMD and other ophthalmologic indications for which it is currently in Phase 3 clinical trials, we 
may be unable to successfully recruit and retain within the required time frame an adequate number of qualified sales representatives. To the extent we determine to utilize third parties to 

provide sales, marketing, or distribution capabilities for ARCAL YST® for the prevention of gout flares or any of our other products if they receive regulatory approval, we may encounter 
difficulties in retaining such parties on acceptable terms. Even if we hire qualified sales and marketing personnel, and establish the required infrastructure we need to support our 
objectives, or enter into marketing and distribution agreements with third parties on acceptable terms, we may not do so in an efficient manner or on a timely basis. We may not be able to 

correctly judge the size and experience of the sales and marketing force and the scale of distribution capabilities necessary to successfully market and sell in the U.S. EYLEA™, 

ARCAL YST® for the prevention of gout flares, or any of our other product candidates if they receive regulatory approval in the U.S. and as to which we retain sales and marketing 
responsibility in that market. Establishing and maintaining sales, marketing, and distribution capabilities are expensive and time-consuming. Our expenses associated with building up and 
maintaining a sales force and distribution capabilities may be disproportional, particularly in the near term, compared to the revenues we may be able to generate on sales in the U.S. of 

EYLEA™ or ARCAL YST® for the prevention of gout flares. Ultimately neither we nor our collaborators may be successful in commercializing EYLEA™, ZALTRAP®, ARCAL YST® for the 
prevention of gout flares, or any of our other product candidates. 
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Under the terms of our collaboration agreement, Sanofi has primary responsibility for sales, marketing, and distribution of ZALTRAP® in cancer indications, should it be approved in 
the future by regulatory authorities for marketing. 

We currently have no sales, marketing, commercial, or distribution capabilities outside the U.S. Under the terms of our license and collaboration agreement with Bayer HealthCare, we 

will rely on Bayer HealthCare for sales, marketing, and distribution of EYLEA™ in countries outside the U.S. should it be approved for marketing in such countries. 

Even if our product candidates are approved for marketing, their commercial success is highly uncertain given their method of administration, and because our competitors have 
received approval for and may be marketing products with a similar mechanism of action or may enter the marketplace with better or lower cost drugs. 

Our product candidates are delivered either by intravenous infusion or by intravitreal or subcutaneous injections, which are generally less well received by patients than tablet or 
capsule delivery and this could adversely affect the commercial success of those products if they receive marketing approval. 

There is substantial competition in the biotechnology and pharmaceutical industries from pharmaceutical, biotechnology, and chemical companies. Many of our competitors have 
substantially greater research, preclinical and clinical product development and manufacturing capabilities, and financial, marketing, and human resources than we do. Our smaller 
competitors may also enhance their competitive position if they acquire or discover patentable inventions, form collaborative arrangements, or merge with large pharmaceutical companies. 
Even if we achieve product commercialization, our competitors have achieved, and may continue to achieve, product commercialization before our products are approved for marketing and 
sale. 

As previously noted, Genentech has an approved VEGF antagonist, Avastin®, on the market for treating certain cancers and many different pharmaceutical and biotechnology 
companies are working to develop competing VEGF antagonists, including Novartis, Amgen, Imclone LLC/Eli Lilly and Company, Pfizer, AstraZeneca, and GlaxoSmithKline. Some of these 

molecules are further along in development than ZAL TRAP® and may offer competitive advantages over our molecule. Each of Pfizer, Onyx Pharmaceuticals, Inc. (together with its partner 
Bayer HealthCare), and GlaxoSmithKline are marketing and selling oral medications that target tumor cell growth and new vasculature formation that fuels the growth of tumors. The 

marketing approvals for Genentech' s VEGF antagonist, Avastin®, and their extensive, ongoing clinical development plan for Avastin® in other cancer indications, make it more difficult for 

us to enroll patients in clinical trials to support ZAL TRAP® for those indications and to obtain regulatory approval of ZAL TRAP® in those indications. This may delay or impair our ability 

to successfully develop and commercialize ZAL TRAP® for various cancer indications. In addition, even if ZAL TRAP® is approved for sale for the treatment of certain cancers, it will be 

difficult for our drug to compete against Avastin® and the FDA approved kinase inhibitors, because doctors and patients will have significant experience using these medicines. In 
addition, an oral medication may be considerably less expensive for patients than a biologic medication, providing a competitive advantage to companies that market such products. 

The market for eye disease products is also very competitive. Novartis and Genentech are collaborating on the commercialization and further development of a VEGF antibody 

fragment, Lucentis®for the treatment of wet AMD, CRVO, DME, and other eye indications. Lucentis® was approved by the FDA in June 2006 for the treatment of wet AMD and in June 

2010 for the treatment of macular edema following retinal vein occlusion (RVO), CRVO, and branch retinal vein occlusion (BRVO). Lucentis® was also approved by the EMA for wet AMD 
in January 2007 and for DME in January 2011. Many other companies are working on the development of product candidates for the potential treatment of wet AMD and DME including 
those that act by blocking VEGF and VEGF receptors, as well as small interfering ribonucleic acids (siRNAs) that modulate gene expression. In addition, ophthalmologists are using off

label, with success for the treatment of wet AMD, DME, and RVO, third-party repackaged versions of Genentech's approved VEGF antagonist, Avastin®. 
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The National Eye Institute (NEI) and others are conducting long-term, controlled clinical trials comparing Lucentis® to Avastin® in the treatment of wet AMD. One-year data from the 

Comparison of Age-Related Macular Degeneration Treatments Trial ( CATT) were reported in April 2011 and indicated that Avastin® dosed monthly was non-inferior to Lucentis® dosed 

monthly in the primary efficacy endpoint of mean visual acuity gain at 52 weeks. Even if ourBLA forEYLEA™ for the treatment of wet AMD is approved, it may be difficult forEYLEA™ 

in this or other eye indications for which it may be approved to compete against Lucentis® and off-label use of Avastin® because doctors and patients have had significant experience 

using these medicines. Moreover, the recently reported results of the CATT study, combined with the relatively low cost of Avastin® in treating patients with wet AMD, may well 

exacerbate the competitive challenge which EYLEA™ will face in this or other eye indications for which it may be approved. In addition, while we believe that ZALTRAP® would not be 

well tolerated if administered directly to the eye, if ZAL TRAP® is approved for the treatment of certain cancers, there is a risk that third parties will attempt to repackage ZAL TRAP® for 

off-label use and sale for the treatment of wet AMD and other diseases of the eye, which would present a potential low-cost competitive threat to EYLEA™ if it is approved for wet AMD 
or other eye indications. 

The availability of highly effective FDA approved Tumor Necrosis Factors-antagonists (TNF-antagonists) such as Enbrel®, Remicade®, Humira® (adalimumab), a registered trademark 

of Abbott Laboratories, Simponi® (golimumab), a registered trademark of Johnson & Johnson, the IL-I receptor antagonist Kineret®, Haris® (canakinumab), and other marketed therapies 

makes it more difficult to successfully develop and commercialize ARCAL YST® in indications other than CAPS, and this is one of the reasons we discontinued the development of 

ARCAL YST® in adult rheumatoid arthritis. In addition, even if ARCAL YST® is ever approved for sale in indications where TNF-antagonists are approved, it will be difficult for our drug to 
compete against these FDA approved TNF-antagonists because doctors and patients have had significant experience using these effective medicines. Moreover, in such indications these 

approved therapeutics may offer competitive advantages over AR CAL YST®, such as requiring fewer injections. 

There are both small molecules and antibodies in development by other companies that are designed to block the synthesis of IL-I or inhibit the signaling of IL-I. For example, Eli Lilly, 
Xoma Ltd. (in collaboration with Servier), and Novartis are each developing antibodies to IL-I and both Amgen and Medimmune are developing antibodies to the IL-I receptor. In 2009, 

Novartis received regulatory approval in the U.S. and Europe for Haris®, a fully human anti-interleukin-IL!Jl antibody, for the treatment of CAPS. Haris® is also in development for 

atherosclerosis and a number of other inflammatory diseases. Novartis' IL-I antibody and these other drug candidates could offer competitive advantages over AR CAL YST®. For example, 

Haris® is dosed once every eight weeks compared to the once-weekly dosing regimen for ARCAL YST®. The successful development and/or commercialization of these competing 

molecules could adversely affect sales of AR CAL YST® for the treatment of CAPS and delay or impair our ability to commercialize AR CAL YST®for indications other than CAPS. 

We are developing AR CAL YST® for the prevention of gout flares in patients initiating uric acid-lowering therapy and have submitted a supplemental BLA filing for U.S. regulatory 

approval in this indication. In January 2011, Novartis announced that the results of two Phase 3 studies with Haris® focused on reducing pain and preventing recurrent attacks or "flares" 

in patients with hard-to-treat gout were positive. Novartis has also reported that regulatory filings for the use of Haris® in gouty arthritis have been completed in the European Union in 

2010 and in the U.S. in the first quarter of 2011, based on the results of these two Phase 3 studies. Haris® is dosed less frequently for the treatment of CAPS, and if it is approved for the 

treatment of gout, it may be perceived by some physicians as offering competitive advantages over ARCAL YST®, which would make it difficult for us to successfully commercialize 

ARCAL YST® in that disease. 

Currently, inexpensive, oral therapies such as analgesics and other NSAIDS, are used as the standard of care to treat the symptoms of gout diseases. These established, inexpensive, 

orally delivered drugs may make it difficult for us to successfully commercialize ARCAL YST® in these diseases. 

Our early-stage clinical candidates in development are all fully human monoclonal antibodies, which were generated using our Ve/oclmmune® technology. Our antibody generation 
technologies and early-stage clinical candidates face competition from many pharmaceutical and biotechnology companies using various technologies. 

Numerous other companies are developing therapeutic antibody products. Companies such as Pfizer, Johnson & Johnson, AstraZeneca, Amgen, Biogen Idec, Novartis, 
Genentech/Roche, Bristol-Myers Squib, Abbott, and GlaxoSmithKline have generated therapeutic products that are currently in development or on the market that are derived from 
recombinant DNA that comprise human antibody sequences. 
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We are aware of several pharmaceutical and biotechnology companies actively engaged in the research and development of antibody products against targets that are also the targets 
of our early-stage product candidates. For example, Pfizer, Johnson & Johnson, and Abbott are developing antibody product candidates against NGF. Genentech/Roche is marketing an 
antibody against IL-6R (tocilizumab) for the treatment of rheumatoid arthritis, and several other companies, including Centocor/Johnson & Johnson, and Bristol-Myers Squibb, have 
antibodies against IL-6 in clinical development for this disease. GlaxoSmithKline, in partnership with OncoMed Pharmaceuticals, has a Dll4 antibody in clinical development for the 
treatment of solid tumors. Aerovance has two formulations of a biologic directed against IL-4 in clinical development. Amgen previously had an antibody against IL-4R in clinical 
development for the treatment of asthma. We believe that several companies, including Amgen and Pfizer, have development programs for antibodies against PCSK9. Amgen, Pfizer, and 
AstraZeneca have development programs underway for antibodies against ANG2. If any of these or other competitors announces a successful clinical study involving a product that may 
be competitive with one of our product candidates or the grant of marketing approval by a regulatory agency for a competitive product, such developments may have an adverse effect on 
our business or future prospects. 

The successful commercialization of our late-stage product candidates will depend on obtaining coverage and reimbursement for use of these products from third-party payers, 
including Medicare and Medicaid in the U.S., and these payers may not agree to cover or adequately reimburse for use of our products or may do so at levels that make our 
products uncompetitive and/or unprofitable, which would materially harm our business, operating results, and financial condition. 

Our product candidates, if commercialized, may be significantly more expensive than traditional drug treatments. For example, we are developing ARCAL YST® for the prevention of 
gout flares in patients initiating uric acid-lowering drug therapy. Patients suffering from this gout indication are currently treated with inexpensive therapies, including NSAIDS. These 
existing treatment options are likely to be considerably less expensive and may be preferable to a biologic medication for some patients. Our future revenues and profitability will be 
adversely affected in a material manner if U.S. and foreign governmental, private third-party insurers and payers, and other third-party payers, including Medicare and Medicaid, do not 
agree to defray or reimburse the cost of our products to the patients. If these entities do not provide coverage and reimbursement with respect to our products or provide an insufficient 
level of coverage and reimbursement, our products may be too costly for many patients to afford them, and physicians may not prescribe them. Many third-party payers cover only 
selected drugs, making drugs that are not preferred by such payers more expensive for patients, and require prior authorization or failure on another type of treatment before covering a 
particular drug. In particular, payers may impose these obstacles to coverage on higher-priced drugs, as our product candidates are likely to be. 

Government and other third-party payers are challenging the prices charged for healthcare products and increasingly limiting, and attempting to limit, both coverage and level of 
reimbursement for prescription drugs. In March 2010, the PPACA and a related reconciliation bill were enacted in the U.S. This legislation imposes cost containment measures that are 
likely to adversely affect the amount of reimbursement for our future products. The full effects of this legislation are unknown at this time and will not be known until regulations and 
guidance are issued by the Centers for Medicare and Medicaid Services ( CMS) and other federal and state agencies. Further, in September 2011 the Office of Inspector General (OIG) of the 
Department of Health and Human Services issued a report entitled "Review of Medicare Part B Avastin and Lucentis Treatments for Age-Related Macular Degeneration" in which the OIG 
details possible savings to the Medicare program by using off-label Avastin® rather than Lucentis® for the treatment of wet AMD. Some states are also considering legislation that would 
control the prices of drugs, and state Medicaid programs are increasingly requesting manufacturers to pay supplemental rebates and requiring prior authorization by the state program for 
use of any drug for which supplemental rebates are not being paid. It is likely that federal and state legislatures and health agencies will continue to focus on additional health care reform 
in the future that will impose additional constraints on prices and reimbursements for our products. 

Since EYLEA™ for the treatment of wet AMD and other eye diseases, ZALTRAP® for oncology indications, and ARCALYST® for the prevention of gout flares will likely be too 
expensive for most patients to afford without health insurance coverage, if these products are approved for marketing but are unable to obtain adequate coverage and reimbursement by 
third-party payers, including Medicare and Medicaid in the U.S., our ability to successfully commercialize these products would be materially adversely impacted. Third-party payers, 
including Medicare and Medicaid in the U.S., may not cover and/or reimburse for these products at levels required for us to successfully commercialize these products. Any limitation 
imposed by third-party payers on the use of our products if they are approved for marketing, any action or decision by CMS or analogous foreign agencies or authorities which for any 
reason denies coverage or reimbursement for our products or provides coverage or reimbursement at levels that harm our products' competitiveness or leads to lower prices for those 
products, will have a material negative effect on our ability to achieve profitability. 
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In certain foreign countries, pricing, coverage, and level of reimbursement of prescription drugs are subject to governmental control, and we and our collaborators may be unable to 
obtain coverage, pricing, and/or reimbursement on terms that are favorable to us or necessary for us or our collaborators to successfully commercialize our products in those countries. In 
some foreign countries, the proposed pricing for a drug must be approved before it may be lawfully marketed. The requirements governing drug pricing vary widely from country to 
country. For example, the European Union provides options for its member states to restrict the range of medicinal products for which their national health insurance systems provide 
reimbursement and to control the prices of medicinal products for human use. A member state may approve a specific price for the medicinal product or it may instead adopt a system of 
direct or indirect controls on the profitability of the company placing the medicinal product on the market. Our results of operations may suffer if we or our collaborators are unable to 
market our products in foreign countries or if coverage and reimbursement for our products in foreign countries is limited or delayed. 

Regulatory and Litigation Risks 

If the testing or use of our products harms people, we could be subject to costly and damaging product liability claims. 

The testing, manufacturing, marketing, and sale of drugs for use in people expose us to product liability risk. Any informed consent or waivers obtained from people who enroll in our 

clinical trials may not protect us from liability or the cost of litigation. We may also be subject to claims by patients who use our approved product, ARCAL YST® for the treatment of 

CAPS, or EYLEA™, ZALTRAP®, or ARCAL YST® for the prevention of gout flares if those product candidates receive regulatory approval and become commercially available, that they 
have been injured by a side effect associated with the drug. We may face product liability claims and be found responsible even if injury arises from the acts or omissions of our third
party fill/finish or other providers. Our product liability insurance may not cover all potential liabilities or may not completely cover any liability arising from any such litigation. Moreover, 
in the future we may not have access to liability insurance or be able to maintain our insurance on acceptable terms. 

If we market and sell approved products, in a way that violates federal or state fraud and abuse laws, we may be subject to civil or criminal penalties. 

In addition to FDA and related regulatory requirements, we are subject to health care "fraud and abuse" laws, such as the federal False Claims Act, the anti-kickback provisions of the 
federal Social Security Act, and other state and federal laws and regulations. Federal and state anti-kickback laws prohibit, among other things, payments or other remuneration to induce 
or reward someone to purchase, prescribe, endorse, or recommend a product that is reimbursed under federal or state healthcare programs. If we provide payments or other remuneration to 
a healthcare professional to induce the prescribing of our products, we could face liability under state and federal anti-kickback laws. 

Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false claim for payment to the federal government, or knowingly making, or 
causing to be made, a false statement to get a false claim paid. Pharmaceutical companies have been prosecuted under these laws for a variety of alleged promotional and marketing 
activities, such as allegedly providing free product to customers with the expectation that the customers would bill federal programs for the product; reporting to pricing services inflated 
average wholesale prices that were then used by federal programs to set reimbursement rates; engaging in promotion for uses that the FDA has not approved, known as off-label uses, 
that caused claims to be submitted to Medicaid for non-covered off-label uses, and submitting inflated best price information to the Medicaid Rebate program. 
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The majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims laws, which apply to items and services reimbursed under Medicaid and 
other state programs, or, in several states, apply regardless of the payer. Sanctions under these federal and state laws may include civil monetary penalties, exclusion of a manufacturer's 
products from reimbursement under government programs, criminal fines, and imprisomnent. 

Even if it is determined that we have not violated these laws, government investigations into these issues typically require the expenditure of significant resources and generate 
negative publicity, which would harm our business and financial results and condition. Because of the breadth of these laws and the narrowness of the safe harbors, it is possible that 
some of our business activities could be challenged under one or more of such laws. 

In recent years, several states and localities, including California, the District of Columbia, Massachusetts, Minnesota, Nevada, New Mexico, Vermont, and West Virginia, have enacted 
legislation requiring pharmaceutical companies to establish marketing compliance programs, and file periodic reports with the state or make periodic public disclosures on sales, marketing, 
pricing, clinical trials, and other activities. Similar requirements are being considered in other states. In addition, as part of the PPACA pharmaceutical companies will be required to file 
reports with the federal govermnent regarding payments made to healthcare professionals. Many of these requirements are new and uncertain, and the penalties for failure to comply with 
these requirements are unclear. Nonetheless, if we are found not to be in full compliance with these laws, we could face enforcement actions, fines, and other penalties, and could receive 
adverse publicity, which would harm our business and financial results and condition. 

Our operations may involve hazardous materials and are subject to environmental, health, and safety laws and regulations. Compliance with these laws and regulations is costly, 
and we may incur substantial liability arising from our activities involving the use of hazardous materials. 

As a biopharmaceutical company with significant manufacturing operations, we are subject to extensive environmental, health, and safety laws and regulations, including those 
governing the use of hazardous materials. Our research and development and manufacturing activities involve the controlled use of chemicals, viruses, radioactive compounds, and other 
hazardous materials. The cost of compliance with environmental, health, and safety regulations is substantial. If an accident involving these materials or an environmental discharge were 
to occur, we could be held liable for any resulting damages, or face regulatory actions, which could exceed our resources or insurance coverage. 

Our business is subject to increasingly complex corporate governance, public disclosure, and accounting requirements and regulations that could adversely affect our business 
and financial results and condition. 

We are subject to changing mies and regulations of various federal and state governmental authorities as well as the stock exchange on which our Common Stock is listed. These 
entities, including the Public Company Accounting Oversight Board (PCAOB), the Securities and Exchange Commission (SEC) and The NASDAQ Stock Market LLC, have issued a 
significant number of new and increasingly complex requirements and regulations over the course of the last several years and continue to develop additional requirements and 
regulations in response to laws enacted by Congress, including the Sarbanes-Oxley Act of 2002 and, most recently, the Dodd-Frank Wall Street Reform and Protection Act, or the Dodd
Frank Act. There are significant corporate governance and executive compensation-related provisions in the Dodd-Frank Act that expressly authorized or required the SEC to adopt 
additional mies in these areas, such as shareholder approval of executive compensation (so-called "say on pay") and proxy access. On January 25, 2011, the SEC adopted final mies 
concerning "say on pay". Our efforts to comply with these requirements and regulations have resulted in, and are likely to continue to result in, an increase in expenses and a diversion of 
management's time from other business activities. 

In future years, if we are unable to conclude that our internal control over financial reporting is effective, the market value of our Common Stock could be adversely affected. 

As directed by Section 404 of the Sarbanes-Oxley Act of 2002, the SEC adopted mies requiring public companies to include a report of management on the Company's internal control 
over financial reporting in their annual reports on Form 10-K that contains an assessment by management of the effectiveness of our internal control over financial reporting. In addition, 
the independent registered public accounting firm auditing our financial statements must attest to and report on the effectiveness of our internal control over financial reporting. Our 
independent registered public accounting firm provided us with an unqualified report as to the effectiveness of our internal control over financial reporting as of December 31, 2010, which 
report is included in our Annual Report on Form 10-K for the fiscal year ended on that date. However, management or our independent registered public accounting firm may not be able to 
provide such an unqualified report as of future year-ends. In this event, investors could lose confidence in the reliability of our financial statements, which could result in a decrease in the 
market value of our Common Stock. In addition, if it is determined that deficiencies in the design or operation of internal controls exist and that they are reasonably likely to adversely 
affect our ability to record, process, summarize, and report financial information, we would likely incur additional costs to remediate these deficiencies and the costs of such remediation 
could be material. 
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Changes in laws and regulations affecting the healthcare industry could adversely affect our business. 

All aspects of our business, including research and development, manufacturing, marketing, pricing, sales, litigation, and intellectual property rights, are subject to extensive legislation 
and regulation. Changes in applicable federal and state laws and agency regulations could have a materially negative impact on our business. These include: 

• changes in the FDA and foreign regulatory processes for new therapeutics that may delay or prevent the approval of any of our current or future product candidates; 

• new laws, regulations, or judicial decisions related to healthcare availability or the payment for healthcare products and services, including prescription drugs, that would make it 
more difficult for us to market and sell products once they are approved by the FDA or foreign regulatory agencies; 

• changes in FDA and foreign regulations that may require additional safety monitoring prior to or after the introduction of new products to market, which could materially increase 
our costs of doing business; and 

• changes in FDA and foreign cGMPs that may make it more difficult and costly for us to maintain regulatory compliance and/or manufacture our marketed product and product 
candidates in accordance with cGMPs. 

As described above, the PP ACA and potential regulations thereunder easing the entry of competing follow-on biologics into the marketplace, other new legislation or implementation 
of existing statutory provisions on importation of lower-cost competing drugs from other jurisdictions, and legislation on comparative effectiveness research are examples of previously 
enacted and possible future changes in laws that could adversely affect our business. 

Risks Related to Our Reliance on Third Parties 

If our antibody collaboration with Sanofi is terminated, our business operations and financial condition, and our ability to discover, develop, manufacture, and commercialize our 
pipeline of product candidates in the time expected, or at all, would be materially harmed. 

We rely heavily on funding from Sanofi to support our target discovery and antibody research and development programs. Sanofi has committed to pay up to $160 million per year, or 
a total of $1.28 billion, between 20 IO and 2017 to fund our efforts to identify and validate drug discovery targets and pre-clinically develop fully human monoclonal antibodies against such 
targets. Sanofi has a one-time option to adjust the maximum reimbursement amount down to $120 million per year commencing in 2014 if over the prior two years certain specified criteria 
are not satisfied. If this downward adjustment occurs, it will reduce our resources available for antibody discovery activities and negatively affect our clinical pipeline. Sanofi also initially 
funds almost all of the development expenses incurred by both companies in connection with the clinical development of antibodies that Sanofi elects to co-develop with us. We rely on 
Sanofi to fund these activities. In addition, with respect to those antibodies that Sanofi elects to co-develop with us, such as REGN727, sarilumab, REGN668, REGN421, REGN910, 
REGN475, and REGN728, we rely on Sanofi to lead much of the clinical development efforts and assist with obtaining regulatory approval, particularly outside the U.S. We also rely on 
Sanofi to lead the commercialization efforts to support all of the antibody products that are co-developed by Sanofi and us if they receive regulatory approval. If Sanofi does not elect to 
co-develop the antibodies that we discover or opts-out of their development, we would be required to fund and oversee on our own the clinical trials, any regulatory responsibilities, and 
the ensuing commercialization efforts to support those antibody products. If Sanofi terminates the antibody collaboration or fails to comply with its payment obligations thereunder, our 
business, financial condition, results of operations and prospects would be materially harmed. We would be required to either expend substantially more resources than we have 
anticipated to support our research and development efforts, which could require us to seek additional funding that might not be available on favorable terms or at all, or materially cut 
back on such activities. Even though none of the antibodies from this collaboration may ever be successfully developed and commercialized, if Sanofi does not perform its obligations with 
respect to antibodies that it elects to co-develop, our ability to develop, manufacture, and commercialize these antibody product candidates will be significantly adversely affected. 
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If our collaboration with Sanofifor ZALTRAJYID is terminated, or Sanofi materially breaches its obligations thereunder, our business operations and financial condition, and our 

ability to develop, manufacture, and commercialize ZALTRAJYID in the time expected, or at all, would be materially harmed. 

We rely heavily on Sanofi to lead much of the development of ZALTRAP®. Sanofi initially funds all of the development expenses incurred by both companies in connection with the 

ZAL TRAP® program. If the ZAL TRAP® program continues, we will rely on Sanofi to assist with funding the ZAL TRAP® program, provide commercial manufacturing capacity, enroll and 

monitor clinical trials, obtain regulatory approval, particularly outside the U.S., and lead the commercialization of ZAL TRAP®. While ZAL TRAP® may not ever be successfully developed 

and commercialized, if Sanofi fails to perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize ZAL TRAP® in cancer indications will be 
significantly adversely affected. Sanofi has the right to terminate its collaboration agreement with us at any time upon twelve months advance notice. If Sanofi were to terminate its 
collaboration agreement with us, we would not have the resources or skills to replace those of our partner, which could require us to seek additional funding that might not be available on 

favorable terms or at all, and could cause significant delays in the development and/or manufacture of ZALTRAP® and result in substantial additional costs to us. We have limited 

commercial capabilities and would have to develop or outsource these capabilities. Termination of the Sanofi collaboration agreement for ZAL TRAP® would create substantial new and 

additional risks to the successful development and commercialization of ZAL TRAP®. 

If our collaboration with Bayer HealthCare for EYLEA™ is terminated, or Bayer HealthCare materially breaches its obligations thereunder, our business operations and 

financial condition, and our ability to continue to develop EYLEA ™ and commercialize EYLEA™ outside the U.S. in the time expected, or at all, would be materially harmed. 

We rely heavily on Bayer HealthCare to assist with the development, and the commercialization outside the U.S., of EYLEA™. Under our agreement with them, Bayer HealthCare is 

required to fund approximately half of the development expenses incurred by both companies in connection with the global EYLEA™ development program. As the EYLEA™ program 

continues, we will continue to rely on Bayer HealthCare to assist with funding the EYLEA™ development program, continue to lead the development ofEYLEATM outside the U.S., obtain 
regulatory approval outside the U.S., and provide all sales, marketing, and commercial support for the product outside the U.S. In particular, Bayer HealthCare has responsibility for selling 

EYLEA™ outside the U.S. using its sales force. While we cannot assure you that EYLEATM will receive regulatory approval in or outside the U.S. or be successfully commercialized, if 

Bayer HealthCare does not perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize EYLEA™ outside the U.S. will be significantly 
adversely affected. Bayer HealthCare has the right to terminate its collaboration agreement with us at any time upon six or twelve months advance notice, depending on the circumstances 
giving rise to termination. If Bayer HealthCare were to terminate its collaboration agreement with us, we would not have the resources or skills to replace those of our partner, which could 
require us to seek additional funding or another collaboration that might not be available on favorable terms or at all, and could cause significant delays in the development and/or 

commercialization ofEYLEA™ outside the U.S. and result in substantial additional costs to us. We currently have limited commercial capabilities and would have to develop or outsource 
these capabilities outside the U.S. Termination of the Bayer HealthCare collaboration agreement would create substantial new and additional risks to the successful development and 

commercialization ofEYLEA™, particularly outside the U.S. 

Our collaborators and service providers may fail to perform adequately in their efforts to support the development, manufacture, and commercialization of our drug candidates 
and current and future products. 

We depend upon third-party collaborators, including Sanofi, Bayer HealthCare, and service providers such as CR Os, outside testing laboratories, clinical investigator sites, and third
party manufacturers, fill/finish, and product packagers and labelers, to assist us in the manufacture and preclinical and clinical development of our product candidates, and will also 
depend on some of these third parties in connection with the commercialization of our late-stage product candidates if they are approved for marketing. If any of our existing collaborators 
or service providers breaches or terminates its agreement with us or does not perform its development or manufacturing services under an agreement in a timely manner or in compliance 
with applicable GMPs, Good Laboratory Practices (GLPs), or GCP Standards, we could experience additional costs, delays, and difficulties in the manufacture or development of, or in 
obtaining approval by regulatory authorities for and successfully commercializing, our product candidates. 
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We rely on third-party service providers to support the distribution of AR CAL YST® and many other related activities in connection with the commercialization of ARCALYST® for the 
treatment of CAPS. Despite our arrangements with them, these third parties may not perform adequately. If these service providers do not perform their services adequately, our sales of 

ARCAL YST® for the treatment of CAPS will suffer. 

Risk Related to Employees 

We are dependent on our key personnel and if we cannot recruit and retain leaders in our research, development, manufacturing, and commercial organizations, our business will 
be harmed. 

We are highly dependent on certain of our executive officers, other key members of our senior management team, and our Chairman. If we are not able to retain any of these persons, 
our business may suffer. In particular, we depend on the services of P. Roy Vagelos, M.D., the Chairman of our board of directors, Leonard S. Schleifer, M.D., Ph.D., our President and 
Chief Executive Officer, George D. Y ancopoulos, M.D ., Ph.D., our Executive Vice President, Chief Scientific Officer and President, Regeneron Research Laboratories, and Neil Stahl, Ph.D., 
our Senior Vice President, Research and Development Sciences. As we prepare for commercialization in the U.S. of our late-stage product candidates should they receive regulatory 
approval, we will also be highly dependent on the expertise and services of members of our senior management leading these commercialization efforts. There is intense competition in the 
biotechnology industry for qualified scientists and managerial personnel in the development, manufacture, and commercialization of drugs. We may not be able to continue to attract and 
retain the qualified personnel necessary to continue to advance our business and achieve our strategic objectives. 

Information Technology Risks 

Significant disruptions of information technology systems or breaches of data security could adversely affect our business. 

Our business is increasingly dependent on critical, complex, and interdependent information technology systems, including Internet-based systems, to support business processes as 
well as internal and external communications. The size and complexity of our computer systems make them potentially vulnerable to breakdown, malicious intrusion, and computer viruses 
which may result in the impairment of production and key business processes. 

In addition, our systems are potentially vulnerable to data security breaches-whether by employees or others-which may expose sensitive data to unauthorized persons. Such data 
security breaches could lead to the loss of trade secrets or other intellectual property, or could lead to the public exposure of personal information (including sensitive personal 
information) of our employees, clinical trial patients, customers, and others. 

Such disruptions and breaches of security could have a material adverse effect on our business, financial condition, and results of operations. 
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Risks Related to Our Common Stock 

Our stock price is extremely volatile. 

There has been significant volatility in our stock price and generally in the market prices of biotechnology companies' securities. Various factors and events may have a significant 
impact on the market price of our Common Stock. These factors include, by way of example: 

• announcement of actions by the FDA or foreign regulatory authorities or their respective advisory committees regarding our currently pending or future application(s) for 
regulatory approval of our late-stage product candidate(s); 

• announcement of submission of an application for regulatory approval of one or more of our late-stage product candidates; 

• progress, delays, or adverse results in clinical trials; 

• announcement of technological innovations or product candidates by us or competitors; 
• fluctuations in our operating results; in particular, if EYLEA TM or any of our other late-stage product candidates is approved for marketing, and our revenues, market share, and/or 

market acceptance of EYLEA TM or such other products do not meet the expectations of investors or analysts; 

• third-party claims that our products or technologies infringe their patents; 

• third-party challenges to our patents in the European Patent Office and in the U.S. Patent and Trademark Office; 
• public concern as to the safety or effectiveness of any of our product candidates, including EYLEATM, ZALTRAP®, or ARCALYST® for the prevention of gout flares in patients 

initiating uric acid-lowering therapy; 

• pricing or reimbursement actions or decisions by government authorities or insurers affecting the coverage or reimbursement of any of our product candidates or competitive 
products; 

• our ability to raise additional capital as needed on favorable terms; 

• developments in our relationship with collaborative partners; 

• developments in the biotechnology industry or in government regulation of healthcare; 

• large sales of our Common Stock by our executive officers, directors, or significant shareholders; 

• arrivals and departures of key personnel; and 

• general market conditions. 

The trading price of our Common Stock has been, and could continue to be, subject to wide fluctuations in response to these and other factors, including the sale or attempted sale of 
a large amount of our Common Stock in the market. Broad market fluctuations may also adversely affect the market price of our Common Stock. 

Future sales of our Common Stock by our significant shareholders or us may depress our stock price and impair our ability to raise funds in new share offerings. 

A small number of our shareholders beneficially own a substantial amount of our Common Stock. As of September 30, 2011, our six largest shareholders plus Leonard S. Schleifer, M.D, 
Ph.D., our Chief Executive Officer, beneficially owned 62.6% of our outstanding shares of Common Stock, assuming, in the case of our Chief Executive Officer, the conversion of his Class 
A Stock into Common Stock and the exercise of all options held by him which are exercisable within 60 days of September 30, 2011. In September 2003, Sanofi (then Aventis 
Pharmaceuticals Inc.) purchased 2,799,552 newly issued, unregistered shares of our Common Stock, and in December 2007 Sanofi purchased an additional 12,000,000 newly issued, 
unregistered shares of our Common Stock. Under our investor agreement, as amended, with Sanofi, these shares may not be sold until December 20, 2017 except under limited 
circumstances and subject to earlier termination of these restrictions upon the occurrence of certain events. In addition, in October 2010, Sanofi purchased an additional 1,017,40 I shares of 
Common Stock in our underwritten public offering. As of September 30, 2011, Sanofi beneficially owned 15,816,953 shares of our Common Stock, representing approximately 17. 5% of the 
shares of Common Stock then outstanding. If Sanofi, or our other significant shareholders or we, sell substantial amounts of our Common Stock in the public market, or the perception that 
such sales may occur exists, the market price of our Common Stock could fall. Sales of Common Stock by our significant shareholders, including Sanofi, also might make it more difficult for 
us to raise funds by selling equity or equity-related securities in the future at a time and price that we deem appropriate. 
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Our existing shareholders may be able to exert significant influence over matters requiring shareholder approval. 

Holders of Class A Stock, who are generally the shareholders who purchased their stock from us before our initial public offering, are entitled to ten votes per share, while holders of 
Common Stock are entitled to one vote per share. As of September 30, 2011, holders of Class A Stock held 18.9% of the combined voting power of all shares of Common Stock and Class A 
Stock then outstanding. These shareholders, if acting together, would be in a position to significantly influence the election of our directors and the vote on certain corporate transactions 
that require majority or supermajority approval of the combined classes, including mergers and other business combinations. This may result in our taking corporate actions that other 
shareholders may not consider to be in their best interest and may affect the price of our Common Stock. As of September 30, 2011: 

• our current executive officers and directors beneficially owned 11.0% of our outstanding shares of Common Stock, assuming conversion of their Class A Stock into Common Stock 
and the exercise of all options held by such persons which are exercisable within 60 days of September 30, 2011, and 24.6% of the combined voting power of our outstanding shares 
of Common Stock and Class A Stock, assuming the exercise of all options held by such persons which are exercisable within 60 days of September 30, 2011; and 

• our six largest shareholders plus Leonard S. Schleifer, M.D., Ph.D. our Chief Executive Officer, beneficially owned 62.6% of our outstanding shares of Common Stock, assuming, in 
the case of our Chief Executive Officer, the conversion of his Class A Stock into Common Stock and the exercise of all options held by him which are exercisable within 60 days of 
September 30, 2011. In addition, these seven shareholders held 65.7% of the combined voting power of our outstanding shares of Common Stock and Class A Stock, assuming the 
exercise of all options held by our Chief Executive Officer which are exercisable within 60 days of September 30, 2011. 

Pursuant to an investor agreement, as amended, Sanofi has agreed to vote its shares, at Sanofi's election, either as recommended by our board of directors or proportionally with the 
votes cast by our other shareholders, except with respect to certain change of control transactions, liquidation or dissolution, stock issuances equal to or exceeding 10% of the then 
outstanding shares or voting rights of Common Stock and Class A Stock, and new equity compensation plans or amendments if not materially consistent with our historical equity 
compensation practices. 

The anti-takeover effects of provisions of our charter, by-laws, and of New York corporate law and the contractual "standstill" provisions in our investor agreement with Sanofi, 
could deter, delay, or prevent an acquisition or other "change in control" of us and could adversely affect the price of our Common Stock. 

Our restated certificate of incorporation, our by-laws, and the New York Business Corporation Law contain various provisions that could have the effect of delaying or preventing a 
change in control of our company or our management that shareholders may consider favorable or beneficial. Some of these provisions could discourage proxy contests and make it more 
difficult for shareholders to elect directors and take other corporate actions. These provisions could also limit the price that investors might be willing to pay in the future for shares of our 
Common Stock. These provisions include: 

• authorization to issue "blank check" preferred stock, which is preferred stock that can be created and issued by the board of directors without prior shareholder approval, with 
rights senior to those of our Common Stock and Class A Stock; 

• a staggered board of directors, so that it would take three successive annual meetings to replace all of our directors; 

• a requirement that removal of directors may only be effected for cause and only upon the affirmative vote of at least eighty percent (80%) of the outstanding shares entitled to vote 
for directors, as well as a requirement that any vacancy on the board of directors may be filled only by the remaining directors; 

• a provision whereby any action required or permitted to be taken at any meeting of shareholders may be taken without a meeting, only if, prior to such action, all of our 
shareholders consent, the effect of which is to require that shareholder action may only be taken at a duly convened meeting; 
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• a requirement that any shareholder seeking to bring business before an annual meeting of shareholders must provide timely notice of this intention in writing and meet various 
other requirements; and 

• under the New York Business Corporation Law, in addition to certain restrictions which may apply to "business combinations" involving our company and an "interested 
shareholder", a plan of merger or consolidation of our company must be approved by two-thirds of the votes of all outstanding shares entitled to vote thereon. See the risk factor 
immediately above captioned "Our existing shareholders may be able to exert significant influence over matters requiring shareholder approval." 

Until the later of the fifth anniversaries of the expiration or earlier termination of our antibody collaboration agreements with Sanofi or our ZAL TRAP® collaboration with Sanofi, Sanofi 
will be bound by certain "standstill" provisions, as amended, which contractually prohibit Sanofi from acquiring more than certain specified percentages of our Class A Stock and Common 
Stock (taken together) or otherwise seeking to obtain control of our company. 

In addition, we have a Change in Control Severance Plan and our Chief Executive Officer has an employment agreement that provides severance benefits in the event our officers are 
terminated as a result of a change in control of our company. Many of our stock options issued under our 2000 Long-Term Incentive Plan, as amended and restated, may become fully 
vested in connection with a "change in control" of our company, as defined in the plan. These contractual provisions may also have the effect of deterring, delaying, or preventing an 
acquisition or other change in control. 

Risks Relating to Our Convertible Senior Notes and Related Hedge Transactions 

The convertible note hedges and warrant transactions may affect the trading price of our Common Stock. 

In connection with our offering of our 1.875% Convertible Senior Notes due October I, 2016, we entered into convertible note hedge transactions with four financial institutions (the 
"hedge counterparties"). The convertible note hedge transactions are expected to reduce the potential dilution to our Common Stock and/or offset potential cash payments in excess of 
the principal amount of the notes, as the case may be upon conversion of the notes. In the event that the hedge counterparties fail to deliver shares to us or potential cash payments as 
the case may be as required under the convertible note hedge documents, we would not receive the benefit of such transaction. Separately, we also entered into warrant transactions with 
the hedge counterparties. The warrant transactions could separately have a dilutive effect from the issuance of Common Stock pursuant to the warrants. 

In connection with hedging these transactions, the hedge counterparties and/or their affiliates may enter into various derivative transactions with respect to our Common Stock, and 
may enter into, or may unwind, various derivative transactions and/or purchase or sell our Common Stock or other securities of ours in secondary market transactions prior to maturity of 
the notes (and are likely to do so during any conversion period related to any conversion of the notes). These activities could have the effect of increasing or preventing a decline in, or 
could have a negative effect on, the value of our Common Stock and could have the effect of increasing or preventing a decline in the value of our common stock during any cash 
settlement averaging period related to a conversion of the notes. 

In addition, we intend to exercise options under the convertible note hedge transactions whenever notes are converted. In order to unwind its hedge position with respect to the 
options we exercise, the hedge counterparties and/or their affiliates may sell shares of our Common Stock or other securities in secondary market transactions or unwind various derivative 
transactions with respect to our Common Stock during the cash settlement averaging period for the converted notes. The effect, if any, of any of these transactions and activities on the 
trading price of our Common Stock or the notes will depend in part on market conditions and cannot be ascertained at this time, but any of these activities could adversely affect the value 
of our Common Stock and the value of the notes. The derivative transactions that the hedge counterparties and/or their affiliates expect to enter into to hedge these transactions may 
include cash-settled equity swaps referenced to our Common Stock. In certain circumstances, the hedge counterparties and/or their affiliates may have derivative positions that, when 
combined with the hedge counterparties' and their affiliates' ownership of our Common Stock, if any, would give them economic exposure to the return on a significant number of shares 
of our Common Stock. 

The fundamental change provisions of our convertible notes and certain of the terms of the convertible note hedge and warrant transactions may delay or prevent an otherwise 
beneficial takeover attempt of us. 

The fundamental change purchase rights, which will allow noteholders to require us to purchase all or a portion of their notes upon the occurrence of a fundamental change, as defined 
in the indenture governing the notes, and the provisions requiring an increase to the conversion rate for conversions in connection with make-whole fundamental changes, as set forth in 
the indenture, may in certain circumstances delay or prevent a takeover of us and the removal of incumbent management that might otherwise be beneficial to investors. In addition, upon 
the occurrence of certain extraordinary events, the convertible note hedge transactions would be exercised upon the conversion of notes, and the warrant transactions may be terminated. 
It is possible that the proceeds we receive upon the exercise of the convertible note hedge transactions would be significantly lower than the amounts we would be required to pay upon 
termination of the warrant transactions. Such differences may result in the acquisition of us being on terms less favorable to our shareholders than it would otherwise be. 

We are subject to counterparty risk with respect to the convertible note hedge transactions. 

The hedge counterparties for the convertible note hedge transactions are financial institutions, and we will be subject to the risk that any or all of them might default under the 
convertible note hedge transactions. Our exposure to the credit risk of the hedge counterparties will not be secured by any collateral. Recent global economic conditions have resulted in 
the actual or perceived failure or financial difficulties of many financial institutions, including the bankruptcy filing by Lehman Brothers Holdings Inc. and its various affiliates. If a hedge 
counterparty becomes subject to insolvency proceedings, we will become an unsecured creditor in those proceedings with a claim equal to our exposure at that time under our 
transactions with that hedge counterparty. Furthermore, if a hedge counterparty defaults, we will not be able to set off our obligations to the hedge counterparty under the warrant 
transactions against the obligations of such hedge counterparty to us under the convertible note hedge transactions, which may result in significant losses to us. Our exposure will 
depend on many factors but, generally, the increase in our exposure will be correlated to the increase in the market price and in the volatility of our Common Stock. In addition, upon a 
default by a hedge counterparty, we may suffer adverse tax consequences and more dilution than we currently anticipate with respect to our Common Stock. We can provide no 
assurances as to the financial stability or viability of the hedge counterparties. 

ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS 

On October 21, 2011, we issued and sold $400 million aggregate principal amount of 1.875% Convertible Senior Notes due October I, 2016 to the initial purchaser in a private placement 
pursuant to exemptions from the registration requirements of the Securities Act. We offered and sold the notes in reliance on the exemption from registration provided by Section 4(2) of 
the Securities Act. The initial purchaser offered and sold the notes to "qualified institutional buyers" pursuant to the exemption from registration provided by Rule 144A under the 
Securities Act. 

On October 18, 2011, we entered into warrant confirmation transactions with certain option counterparties relating to convertible note hedge and warrant transactions. Pursuant to the 
warrant confirmation transactions, up to 4,760,840 shares of our Common Stock (subject to adjustment from time to time as provided in the warrant confirmations) may be issuable upon the 
conversion of warrants. The strike price of the warrant transaction will initially be $103.41 per share. We offered and sold the warrants in reliance on the exemption from registration 
provided by Section 4(2) of the Securities Act. Neither the warrants nor the underlying shares of Common Stock issuable upon the conversion of the warrants have been registered under 
the Securities Act. 

The net proceeds to us from the notes offering were approximately $391.3 million after deducting the initial purchaser's discount and estimated offering expenses. Although the gross 
proceeds to us from the sale of the warrants were approximately $93.8 million, we paid an aggregate of $117.5 million to the option counterparties for the convertible note hedge 
transactions. As a result, there were no additional net proceeds to us from the warrant transactions and we used $23. 7 million of the net proceeds of the notes offering to fund the 
convertible hedge transactions. We intend to use the remaining net proceeds of the notes offering for general corporate purposes. 

ITEM 6. EXHIBITS 
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(a) Exhibits 

Exhibit 

Number Description 
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10.2 - Ninth Amendment to Lease, by and between BMR-Landmark at Eastview LLC and the Registrant, entered into as of September 30, 2011. 
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31.2 - Certification of CFO pursuant to Rule 13a-14(a) under the Securities Exchange Act of 1934. 

iWJJJJJdiMiM@M@M\ii:iWHW@®.®.iii.MiMMi@lMi.ii®.MMMJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ 
10 I - Interactive Data File 

itij~)@.~ililililililil!§!Mffit.ii@.@.il@~®.®.¥.:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i 
IOI.SCH -XBRL Taxonomy Extension Schema 
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10 I.LAB - XBRL Taxonomy Extension Label Linkbase 
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10 I.DEF - XBRL Taxonomy Extension Definition Document 
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SIGNATURE 

Pursuant to the requirements of the Securities Exchange Act of 193 4, the Registrant has duly caused this report to be signed on its behalf by the undersigned thereunto duly authorized. 

Date: October 27, 2011 

REGENERON PHARMACEUTICALS, INC. 

By: Isl MURRAY A. GOLDBERG 

Murray A. Goldberg 

Senior Vice President, Finance & Administration, 

Chief Financial Officer, Treasurer, and 

Assistant Secretary 

(Principal Financial Officer and 

Duly Authorized Officer) 
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Exhibit 10.1 

EIGHTH AMENDMENT TO LEASE 

THIS EIGHTH AMENDMENT TO LEASE (this "Eighth Amendment") is entered into as of this 1st day of August, 2011 (the "Execution Date"), 
by and between BMR-LANDMARK AT EASTVIEW LLC, a Delaware limited liability company ("Landlord"), and REGENERON 
PHARMACEUTICALS, INC., a New York corporation ("Tenant"). 

RECITALS 

A. WHEREAS, Landlord and Tenant entered into that certain Lease dated as of December 21, 2006 (the "Original Lease"), as amended by that 
certain First Amendment to Lease dated as of October 24, 2007 (the "First Amendment"), that certain Second Amendment to Lease dated as of 
September 30, 2008 (the "Second Amendment"), that certain Third Amendment to Lease dated as of April 29, 2009 (the "Third Amendment"), that 
certain Fourth Amendment to Lease dated as of December 3, 2009 (the "Fourth Amendment"), that certain Fifth Amendment to Lease dated as of 
February 11, 2010 (the "Fifth Amendment"), that certain Sixth Amendment to Lease dated as of June 4, 2010 (the "Sixth Amendment"), and that 
certain Seventh Amendment to Lease dated as of December 22, 2010 (the "Seventh Amendment" and, collectively with the Original Lease and the 
First Amendment, Second Amendment, Third Amendment, Fourth Amendment, Fifth Amendment and Sixth Amendment, and as the same may 
have been further amended, supplemented or otherwise modified from time to time, the "Lease"), whereby Tenant leases certain premises (the 
"Premises") from Landlord at 735, 745, 755, 765 and 777 Old Saw Mill River Road in Tarrytown, New York (collectively, the "Buildings", and each a 
"Building"); 

B. WHEREAS, Landlord and Tenant are parties to that certain Space License Agreement ("Space License") dated as of the December 3, 2009 
whereby Tenant licenses from Landlord approximately Six Thousand Five Hundred Sixty-Eight (6,568) square feet ofRentable Area on the S-Level 
of the building located at 777 Old Saw Mill River Road in Tarrytown, New York (the "777 License Area Premises"); 

C. WHEREAS, Tenant desires to exercise the option set forth in Article 25 of the Space License to lease from Landlord the 777 License Area 
Premises, as shown on Exhibit A attached hereto, and Landlord desires to lease to Tenant the 777 License Area Premises; 

D. WHEREAS, Tenant desires to lease from Landlord and Landlord desires to lease to Tenant approximately Four Hundred Forty-Nine (449) 

square feet of Rentable Area on the third (3rd) floor of the building located at 765 Old Saw Mill River Road in Tarrytown, New York, as shown on 
Exhibit B attached hereto (the "765 Elevator Lobby Premises"); and 

E. WHEREAS, Landlord and Tenant desire to modify and amend the Lease only in the respects and on the conditions hereinafter stated. 
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AGREEMENT 

NOW, THEREFORE, Landlord and Tenant, in consideration of the mutnal promises contained herein and for other good and valuable 
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound, agree as follows: 

1. Definitions. For purposes of this Eighth Amendment, capitalized terms shall have the meanings ascribed to them in the Lease unless 
otherwise defined herein. The Lease, as amended by this Eighth Amendment, is referred to herein as the "Amended Lease." 

2. Additions to Premises. Landlord hereby leases to Tenant, and Tenant hereby leases from Landlord, the following space on the following 
terms: 

(a) the 777 License Area Premises, effective as of the Execution Date. The parties acknowledge that Tenant has been licensing the 777 
License Area Premises pursuant to the Space License. Effective as of the Execution Date, the 777 License Area Premises shall be included in the 
Amended Lease as a part of the Premises and the 777 License Area Premises shall be governed in all respects by the Amended Lease. The Term for 
the 777 License Area Premises shall expire on the Term Expiration Date for the New Premises, subject to (i) Tenant's option to extend the Term of 
the Lease as provided in Article 44 of the Amended Lease and (ii) Tenant's termination option set forth in Section 5(a) below. Commencing as of 
the date Landlord delivers the 777 License Area Premises to Tenant and continuing through the Term, and subject to the provisions of Section 5 
hereof, Tenant shall pay to Landlord Basic Annual Rent for the 777 License Area Premises at an initial rate equal to Thirty-Four and 85/100 Dollars 
($34.85) per square foot of Rentable Area per year in accordance with the terms for payment of Basic Annual Rent set forth in the Lease. Basic 
Annual Rent for the 777 License Area Premises shall increase annually every July 1st by two and one-half percent (2.5%) of the then-current 
applicable Basic Annual Rent, commencing as of July 1, 2012. In addition to Basic Annual Rent, commencing as of the date that Landlord delivers 
the 777 License Area Premises to Tenant, Tenant shall pay to Landlord as Additional Rent, at times specified in the Amended Lease, Tenant's Pro 
Rata Share of Operating Expenses with respect to the 777 License Area Premises. For the avoidance of doubt, HV AC for the 777 License Area 
Premises shall be calculated in the same manner as provided in the Amended Lease with respect to the Retained Premises, and the 777 License 
Area Premises shall be treated as Retained Premises for the purposes of allocation of the CAM Pool Charges in accordance with Exhibit O of the 
Amended Lease (as of the Term commencement date for the 777 License Area Premises); and 
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(b) the 765 Elevator Lobby Premises, effective as of the "765 Elevator Lobby Premises Commencement Date," which shall be the earlier of (i) 
fifteen (15) business days following the Execution Date and (ii) the date that Tenant completes construction of a demising wall ("Demising Wall"), 
in approximately the location depicted in Exhibit B, at Tenant's sole cost and expense. No construction management fee shall be paid to Landlord 
based upon the cost of installing the Demising Wall. The Term for the 765 Elevator Lobby Premises shall expire on the Term Expiration Date for the 
New Premises, subject to (A) Tenant's option to extend the Term of the Lease as provided in Article 44 of the Amended Lease, (B) Tenant's 
termination option set forth in Section 5(b) below and (C) the provisions of Section 5( d) below. Commencing as of the 7 65 Elevator Lobby Premises 
Commencement Date and continuing through the Term, and subject to the provisions of Section 5 hereof, Tenant shall pay to Landlord Basic 
Annual Rent for the 765 Elevator Lobby Premises at an initial rate equal to Five and 00/100 Dollars ($5.00) per square foot ofRentable Area per year 
in accordance with the terms for payment of Basic Annual Rent set forth in the Lease. Basic Annual Rent for the 765 Elevator Lobby Premises shall 

increase annually every July 1st by two and one-half percent (2.5%) of the then-current applicable Basic Annual Rent, commencing as of July 1, 
2012. In addition to Basic Annual Rent, commencing as of the 765 Elevator Lobby Premises Commencement Date, Tenant shall pay to Landlord as 
Additional Rent, at times specified in the Amended Lease, Tenant's Pro Rata Share of Operating Expenses with respect to the 765 Elevator Lobby 
Premises. For the avoidance of doubt, HV AC for the 765 Elevator Lobby Premises shall be calculated in the same manner as provided in the 
Amended Lease with respect to the Retained Premises, and the 7 65 Elevator Lobby Premises shall be treated as Retained Premises for the purposes 
of allocation of the CAM Pool Charges in accordance with Exhibit O of the Amended Lease (as of the 7 65 Elevator Lobby Premises Commencement 
Date). 

3. Tenant's Pro Rata Shares. From and after (a) the Execution Date, with respect to the 777 License Area Premises, and (b) the 765 Elevator 
Lobby Premises Commencement Date with respect to the 765 Elevator Lobby Premises, the Premises shall thereafter be deemed to include the 
premises so delivered and Tenant's Pro Rata Shares of the Building, Existing Project, New Project and Entire Project shall be incrementally 
increased by the amounts set forth in Exhibit C attached hereto. As of each such date, the defined terms in Section 2.2 of the Lease shall be 
automatically amended to reflect the adjustments set forth in this Section. Rentable Area and Tenant's Pro Rata Shares are all subject to 
adjustment under the Amended Lease, including pursuant to Section 9.2. 

4. Parking. The parties acknowledge that, in accordance with the Lease, Tenant shall be entitled to its pro rata share of unreserved parking 
spaces with respect to each portion of the Premises leased to Tenant hereunder. 

5. Termination Options. 

(a) Tenant shall be entitled to terminate the Lease with respect to the 777 License Area Premises on June 30, 2014, December 31, 2015, or 
December 31, 2016; provided that (x) Tenant provides Landlord with no less than eighteen (18) months' prior written notice and (y) on or before 
the date of such termination, Tenant pays to Landlord an amount equal to, if terminated on (i) June 30, 2014, One Hundred Ninety-Three Thousand 
Four Hundred Twenty-Seven and 60/100 Dollars ($193,427.60) (based on Twenty-Nine and 45/100 Dollars ($29.45) per square foot ofRentable Area 
of the applicable portion of the Premises), (ii) December 31, 2015, One Hundred Thirty-One Thousand Four Hundred Ninety-One and 36/100 
Dollars ($13 l,49 l.36)(based on Twenty and 02/100 Dollars ($20.02) per square foot of Rentable Area of the applicable portion of the Premises), and 
(iii) December 31, 2016, Sixty-Eight Thousand Nine Hundred Sixty-Four and 00/100 Dollars ($68,964.00)(based on Ten and 50/100 Dollars ($10.50) 
per square foot ofRentable Area of the applicable portion of the Premises). If Tenant timely exercises its option to terminate the Lease with respect 
to the 777 License Area Premises, then Tenant shall surrender the 777 License Area Premises to Landlord on the applicable surrender date in the 
condition required by the Amended Lease for surrendering Premises upon the expiration. 
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(b) Tenant shall be entitled to terminate the Lease with respect to the 765 Elevator Lobby Premises on June 30, 2014, December 31, 2015, or 
December 31, 2016; provided that Tenant provides Landlord with no less than eighteen ( 18) months' prior written notice. If Tenant timely exercises 
its option to terminate the Lease with respect to the 765 Elevator Lobby Premises or Tenant's lease of the 765 Elevator Lobby Premises expires or is 
terminated early, then Tenant shall surrender the 765 Elevator Lobby Premises to Landlord on the applicable surrender date in the condition 
required by the Amended Lease for surrendering Premises upon expiration. 

(c) Time is of the essence with respect to the exercise of the termination options granted in this Section 5. 

(d) In the event that (i) Tenant exercises its Quad I and II Termination Option as set forth in Section 13(b) of the Third Amendment or (ii) 
Tenant's lease of any portion of the Quad I or Quad II Premises (as defined in the Third Amendment) expires or is terminated early (each of (i) and 
(ii), a "Quad I and II Premises Termination" and, collectively, "Quad I and II Premises Terminations"), then Tenant's lease of the 765 Elevator 
Lobby Premises shall also terminate effective as of the date of such Quad I and II Premises Termination(s). Upon termination of the 765 Elevator 
Lobby Premises due to a Quad I and II Premises Termination(s), the 765 Elevator Lobby Premises shall be considered a Common Area under the 
Amended Lease and shall no longer be included as part of Tenant's Pro Rata Share. 

6. Lease Extension Options. From and after the Execution Date, the first paragraph of Article 44 of the Lease is hereby deleted and replaced 
with the following: 

44. Option to Extend Term. Tenant shall have three (3) options (each, an "Option") to extend the Term of this Lease (and, in each 
case, the Term Expiration Date) by five (5) years, in each case on the same terms and conditions as this Lease, except as provided 
below. If Tenant desires to exercise any Option, Tenant must do so by giving Landlord written notice of such exercise at least one 
(1) year before the Term would otherwise expire. Tenant may exercise its Option to extend the Term only as to any one or more of 
the following: (a) the entire Retained Premises plus the Corridor Space, (b) the entire New Whole Building Premises, (c) the entire 
New Multiple Tenant Building Premises, (d) the Modified Additional Premises, (e) the Swap Premises and 765 Elevator Lobby 
Premises, (t) each full floor of the 755 Premises, (g) the 765 Expansion Premises, (h) the 765 Expansion Premises II, (i) C-Level 
Storage Spaces and (i) the 777 License Area Premises. If Tenant fails to exercise an Option with respect to less than all of the 
Premises and the time to do so has lapsed ( or if a Retained Premises Early Termination or a termination pursuant to a Swap Premises 
Termination Option has occurred), then Tenant shall no longer have an Option with respect to those portions of the Premises for 
which it failed to exercise an Option. Tenant's Options for the remaining Premises shall remain in full force and effect. 
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7. Condition of Premises. Except as otherwise provided herein (including Section 2 hereof), Tenant acknowledges that neither Landlord nor any 
agent of Landlord has made any representation or warranty with respect to the condition of the 777 License Area Premises or the 765 Elevator 
Lobby Premises with respect to the suitability of the same for the conduct of Tenant's business. Tenant acknowledges that it is generally familiar 
with the condition of the 777 License Area Premises and the 765 Elevator Lobby Premises and, notwithstanding anything contained in the 
Amended Lease to the contrary, agrees to take the same in its condition "as is" as of the applicable delivery date. Tenant's taking possession of 
the 777 License Area Premises and the 765 Elevator Lobby Premises, except as otherwise agreed to in writing by Landlord and Tenant, shall 
conclusively establish that the same were at such time in good, sanitary and satisfactory condition and repair. Notwithstanding the foregoing, 
Landlord represents and warrants that the Building Systems (including the HVAC systems) in the 777 License Area Premises and the 765 Elevator 
Lobby Premises are, and will be, in good working condition and that the same are, subject to the provisions of Section 17 of the Original Lease, 
currently serviced by Utilities and other base building services. Subject to Landlord's reasonable prior approval, Tenant shall have the right, at its 
sole cost and expense, to convert the Johnson Controls building controls serving the 777 License Area Premises and the 765 Elevator Lobby 
Premises from Landlord's network to Tenant's network. 

8. Alterations. At Tenant's sole cost and expense, Tenant shall be permitted to install a card reader on the freight elevator serving the 765 
Elevator Lobby Premises ("Card Reader"). No construction management fee shall be paid to Landlord based upon the cost of installing the Card 
Reader. At Landlord's request, Tenant shall remove the Card Reader upon the expiration or earlier termination of the Lease and shall promptly 
repair any damage caused thereby. 

9. Termination of Space License. Landlord and Tenant acknowledge that, concurrent with the execution and delivery of this Eighth 
Amendment, Landlord and Tenant are executing the Space License Termination Agreement attached hereto as Exhibit D. 

10. Broker. Tenant represents and warrants that it has not dealt with any broker or agent in the negotiation for or the obtaining of this Eighth 
Amendment, other than Studley ("Broker"), and agrees to indenmify, defend and hold Landlord harmless from any and all cost or liability for 
compensation claimed by any such broker or agent, other than Broker, employed or engaged by it or claiming to have been employed or engaged 
by it. Broker is entitled to a leasing commission in connection with the making of this Eighth Amendment, and Landlord shall pay such commission 
to Broker pursuant to a separate agreement between Landlord and Broker. 

11. No Default. Tenant represents, warrants and covenants that, to the best of Tenant's knowledge, Landlord and Tenant are not in default of 
any of their respective obligations under the Lease and no event has occurred that, with the passage of time or the giving of notice ( or both) 
would constitute a default by either Landlord or Tenant thereunder. 
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12. Effect of Amendment. Except as modified by this Eighth Amendment, the Lease and all the covenants, agreements, terms, provisions and 
conditions thereof shall remain in full force and effect and are hereby ratified and affirmed. The covenants, agreements, terms, provisions and 
conditions contained in this Eighth Amendment shall bind and inure to the benefit of the parties hereto and their respective successors and, 
except as othenvise provided in the Lease, their respective assigns. In the event of any conflict between the terms contained in this Eighth 
Amendment and the Lease, the terms herein contained shall supersede and control the obligations and liabilities of the parties. From and after the 
date hereof, the term "Lease" as used in the Lease shall mean the Lease, as modified by this Eighth Amendment. 

13. Miscellaneous. This Eighth Amendment becomes effective only upon execution and delivery hereof by Landlord and Tenant. The captions 
of the paragraphs and subparagraphs in this Eighth Amendment are inserted and included solely for convenience and shall not be considered or 
given any effect in construing the provisions hereof. All exhibits hereto are incorporated herein by reference. Submission of this instrument for 
examination or signature by Tenant does not constitute a reservation of or option for a lease, and shall not be effective as a lease, lease 
amendment or othenvise until execution by and delivery to both Landlord and Tenant. 

14. Counterparts. This Eighth Amendment may be executed in one or more counterparts, each of which, when taken together, shall constitute 
one and the same document. 

[REMAINDER OF THIS PAGE INTENTIONALLY LEFT BLANK] 
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IN WITNESS WHEREOF, Landlord and Tenant have hereunto set their hands as of the date and year first above written, and acknowledge 
that they possess the requisite authority to enter into this transaction and to execute this Eighth Amendment. 

LANDLORD: 

BMR-LANDMARK AT EASTVIEW LLC, 
a Delaware limited liability company 

By: /s/KevinM. Simonsen 
Name: Kevin M. Simonsen 
Title: VP, Real Estate Counsel 

TENANT: 

REGENERON PHARMACEUTICALS, INC., 
a New York corporation 

By: /s/ Murray A. Goldberg 
Name: Murray A. Goldberg 
Title: Senior Vice President, Finance & Administration and Chief Financial Officer 
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EXHIBIT A 

777 LICENSE AREA PREMISES 
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EXHIBIT A

777 LICENSE AREA PREMISES 
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EXHIBITB 

765 ELEVATOR LOBBY PREMISES AND DEMISING WALL 
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EXHIBIT B

765 ELEVATOR LOBBY PREMISES AND DEMISING WALL
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EXHIBITC 

TENANT'S PRO RATA SHARES 

Definition or Means the Square Tenant's Pro Tenant's Tenant's 

Provision Following: Feet of Rata Share Pro Rata Pro Rata 

Rentable of Applicable Share of Share of 

Area Building Existing the Entire 

Project Project 

(827,790) (1,188,310) 

Portion of added 777 License 6,568 1.80% 0.79% 0.55% 

"Premises" and Area Premises 

corresponding Rentable 765 Elevator 449 0.22% 0.05% 0.04% 

Area Lobby Premises 

C-1 
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EXHIBITD 

SPACE LICENSE TERMINATION AGREEMENT 

[IMAGE] 
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EXHIBIT D

SPACE LICENSE TERMINATION AGREEMENT
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SPACE LICENSE TERMINATION AGREEMENT 

THIS SPACE LICENSE TERMINATION AGREEMENT (this "Agreement") is entered into as of this 1st day of August, 2011 ("Execution 
Date"), by and between BMR-LANDMARK AT EASTVIEW LLC, a Delaware limited liability company ("Owner"), and REGENERON 
PHARMACEUTICALS, INC., a New York corporation ("User"). 

RECITALS 

F. WHEREAS, Owner and User entered into that certain Space License Agreement ("Space License") dated as of the December 3, 2009 
whereby User licenses from Owner approximately Six Thousand Five Hundred Sixty-Eight (6,568) square feet ofrentable area on the S-Level of the 
building located at 777 Old Saw Mill River Road in Tarrytown, New York (the "License Area"); 

G. WHEREAS, the Term of the Space License continues through August 31, 2011; 

H. WHEREAS, User desires to lease the License Area pursuant to an amendment to the Original Lease (as defined in the Space License); and 

I. WHEREAS, Owner and User desire to terminate the Space License in accordance with the following provisions. 

AGREEMENT 

NOW, THEREFORE, Owner and User, in consideration of the mutual promises contained herein and for other good and valuable consideration, 
the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound, agree as follows: 

1. Termination of Space License Agreement. The parties hereby terminate the Space License as of the Execution Date, and on the Execution 
Date the Space License shall be fully and finally surrendered and terminated and shall no longer be of any force or effect, except for those 
provisions that, by their express terms, survive the expiration or earlier termination thereof. 

2. Representation of Parties. Each party represents that it has not made any assignment, sublease, transfer, conveyance or other disposition of 
the Space License or any interest therein, nor made or entered into any agreement that would result in any mechanic's lien or other claim, demand, 
obligation, liability, action or cause of action arising from or with respect to the Space License or the License Area. 

3. Miscellaneous. 

a. Voluntary Agreement. The parties have read this Agreement and have freely and voluntarily entered into this Agreement. 
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b. Attorneys' Fees. If either party commences an action against the other party arising out of or in connection with this Agreement, then 
the substantially prevailing party shall be reimbursed by the other party for all reasonable costs and expenses, including reasonable attorneys' 
fees and expenses, incurred by the substantially prevailing party in such action or proceeding and in any appeal in connection therewith. 

c. Successors. This Agreement shall be binding on and inure to the benefit of the parties and their successors and assigns. 

d. Counterparts. This Agreement may be executed in one or more counterparts that, when taken together, shall constitute one original. 

e. Defined Terms. Capitalized terms not otherwise defined herein shall have the meanings given them in the Space License. 

[REMAINDER OF THIS PAGE INTENTIONALLY LEFT BLANK] 
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IN WITNESS WHEREOF, the parties have executed this Agreement as of the day hereinabove first written. 

OWNER: 

BMR-LANDMARK AT EASTVIEW LLC, 
a Delaware limited liability company 

By: /s/ Kevin M. Simonsen 
Name: Kevin M. Simonsen 
Title: VP, Real Estate Counsel 

REGENERON PHARMACEUTICALS, INC., 
a New York corporation 

By: /s/ Murray A. Goldberg 
Name: Murray A. Goldberg 
Title: Senior Vice President, Finance & Administration and Chief Financial Officer 
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Exhibit 10.2 

NINTH AMENDMENT TO LEASE 

THIS NINTH AMENDMENT TO LEASE (this "Amendment") is entered into as of this 30th day of September, 2011 (the "Execution Date"), by 
and between BMR-LANDMARK AT EASTVIEW LLC, a Delaware limited liability company ("Landlord"), and REGENERON 
PHARMACEUTICALS, INC., a New York corporation ("Tenant"). 

RECITALS 

A. WHEREAS, Landlord and Tenant entered into that certain Lease dated as of December 21, 2006, as amended by that certain First 
Amendment to Lease dated as of October 24, 2007, that certain Second Amendment to Lease dated as of September 30, 2008, that certain Third 
Amendment to Lease dated as of April 29, 2009, that certain Fourth Amendment to Lease dated as of December 3, 2009, that certain Fifth 
Amendment to Lease dated as of February 11, 2010, that certain Sixth Amendment to Lease dated as of June 4, 2010, that certain Seventh 
Amendment to Lease dated as of December 22, 2010, and that certain Eighth Amendment to Lease dated as of August 1, 2011 (collectively, and as 
the same may have been further amended, amended and restated, supplemented or otherwise modified from time to time, the "Lease"), whereby 
Tenant leases certain premises (the "Premises") from Landlord at 735, 745, 755, 765 and 777 Old Saw Mill River Road in Tarrytown, New York 
(collectively, the "Buildings" and, each, a "Building"); 

B. WHEREAS, Tenant desires to lease approximately thirty-nine thousand nine hundred fifty-four (39,954) rentable square feet of additional 

premises on the third (3rd) floor of the 777 Building, as depicted on Exhibit A attached hereto (the "O 1 Premises") and currently leased by another 
tenant ("Vacating Tenant"); 

C. WHEREAS, Landlord and Tenant desire to modify and amend the Lease only in the respects and on the conditions hereinafter stated. 

AGREEMENT 

NOW, THEREFORE, Landlord and Tenant, in consideration of the mutual promises contained herein and for other good and valuable 
consideration, the receipt and sufficiency of which are hereby acknowledged, and intending to be legally bound, agree as follows: 

1. Definitions. For purposes of this Amendment, capitalized terms shall have the meanings ascribed to them in the Lease unless otherwise 
defined herein. The Lease, as amended by this Amendment, is referred to herein as the "Amended Lease." 
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2. Addition to Premises. Conditional upon Vacating Tenant surrendering the O 1 Premises to Landlord in accordance with Vacating Tenant's 
lease, and subject to Tenant's termination options set forth in this Section and in Section 3 below, Landlord hereby leases to Tenant, and Tenant 
hereby leases from Landlord, the O 1 Premises as of the date (the "01 Premises Commencement Date") that is ten (10) days after Landlord notifies 
Tenant that Landlord has substantially completed the 0 1 Premises Landlord Improvements (as defined below). Effective as of the 0 1 Premises 
Commencement Date, the Premises shall include the 0 1 Premises. The Term for the 0 1 Premises shall expire on the Term Expiration Date for the New 
Premises, subject to (a) Tenant's option to extend the Term of the Lease as provided in Article 44 of the Lease and (b) Tenant's termination option 
set forth in this Section and in Section 3 below. If Vacating Tenant does not surrender the O 1 Premises to Landlord by February 15, 2012, then 
Tenant may terminate this Amendment by providing written notice of such termination to Landlord on or before April 15, 2012. Tenant shall 
execute and deliver to Landlord written acknowledgment of the actual 01 Premises Commencement Date, if the same occurs, within ten (10) days 
after Tenant takes occupancy of the 01 Premises, in the form attached as Exhibit D hereto. Failure to execute and deliver such acknowledgment, 
however, shall not affect the O 1 Premises Commencement Date or Landlord's or Tenant's liability hereunder. 

3. Termination Option. In addition to the termination option reserved to Tenant under Section 2 above, Tenant shall be entitled to terminate the 
Amended Lease with respect to the 01 Premises as of December 31, 2015, or December 31, 2016: provided that (a) Tenant provides Landlord with 
no less than twelve ( 12) months' prior written notice and (b) if the termination is (i) December 31, 2015, Tenant pays to Landlord on or before such 
date an amount equal to Seven Hundred Twenty Thousand Eight Hundred Two and 75/100 Dollars ($720,802.75) (ii) December 31, 2016, Tenant 
pays to Landlord on or before such date an amount equal to Six Hundred Thirty-Six Thousand Two and 45/100 Dollars ($636,002.45). If Tenant 
timely exercises its option to terminate the Amended Lease with respect to the 0 1 Premises, then Tenant shall surrender the 0 1 Premises to 
Landlord on the applicable surrender date in the condition required by the Amended Lease for surrendering Premises upon the expiration or earlier 
termination thereof. Time is of the essence with respect to the exercise of the termination option granted in this Section. 

4. Lease Extension Options. From and after the Execution Date, the first paragraph of Article 44 of the Lease is hereby deleted and replaced 
with the following: 

44. Option to Extend Term. Tenant shall have three (3) options (each, an "Option") to extend the Term of this Lease (and, in each 
case, the Term Expiration Date) by five (5) years, in each case on the same terms and conditions as this Lease, except as provided 
below. If Tenant desires to exercise any Option, Tenant must do so by giving Landlord written notice of such exercise at least one 
(1) year before the Term would otherwise expire. Tenant may exercise its Option to extend the Term only as to any one or more of 
the following: (a) the entire Retained Premises plus the Corridor Space, (b) the entire New Whole Building Premises, (c) the entire 
New Multiple Tenant Building Premises, (d) the Modified Additional Premises, (e) the Swap Premises and 765 Elevator Lobby 
Premises, (t) each full floor of the 755 Premises, (g) the 765 Expansion Premises, (h) the 765 Expansion Premises II, (i) C-Level 
Storage Spaces, (i) the 777 License Area Premises and (k) the O 1 Premises. If Tenant fails to exercise an Option with respect to less 
than all of the Premises and the time to do so has lapsed ( or if a Retained Premises Early Termination or a termination pursuant to a 
Swap Premises Termination Option has occurred), then Tenant shall no longer have an Option with respect to those portions of the 
Premises for which it failed to exercise an Option, although Tenant's Options for the remaining Premises shall remain in full force 
and effect. 
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5. Condition of0l Premises. Except as provided in Section 6 below, Tenant acknowledges that neither Landlord nor any agent of Landlord has 
made any representation or warranty with respect to the condition of the 0 1 Premises with respect to the suitability of the same for the conduct of 
Tenant's business. Tenant acknowledges that it is generally familiar with the condition of the 01 Premises and, notwithstanding anything 
contained in the Amended Lease to the contrary, agrees to take the same in its condition "as is" as of the applicable delivery date, except that 
Landlord shall (a) remove all existing furniture from the 0 1 Premises and (b) perform the 0 1 Premises Landlord Improvements set forth on Exhibit B 
attached hereto in accordance with this Amendment. Tenant's taking possession of the 0 1 Premises, except as otherwise agreed to in writing by 
Landlord and Tenant, shall conclusively establish that the same were at such time in good, sanitary and satisfactory condition and repair. 
Notwithstanding the foregoing, Landlord shall endeavor to minimize the odor of hydraulic fluid in or around the elevators located nearest to the 0 1 
Premises to a level consistent with those found in connection with the operation of a typical hydraulic elevator, as of the 0 1 Premises 
Commencement Date. 

6. Improvements. 

(a) Landlord shall perform the improvements set forth on Exhibit B attached hereto and Tenant shall perform the improvements set forth on 
Exhibit C attached hereto at Landlord's sole cost and expense (collectively, the "01 Premises Landlord Improvements"). If Landlord has not 
substantially completed the portion of the 0 1 Premises Landlord Improvements depicted on Exhibit B by April 1, 2012, then the 0 1 Premises Rent 
Commencement Date (as defined below) shall be extended by one (1) day for every day after April 1, 2012, that Landlord has not substantially 
completed the portion of the 0 1 Premises Landlord Improvements depicted on Exhibit B, except to the extent that the delay was caused by Tenant 
or its agents, employees or contractors, or by Governmental Authorities. If Landlord and Tenant cannot agree on whether Landlord has 
substantially completed the portion of 0 1 Premises Landlord Improvements depicted on Exhibit B or the items listed on the Punchlist generated by 
the parties pursuant to the protocol set forth under Section 4.3 of the Lease, then the written determination of the Neutral Architect shall govern, 
whose determination shall be final and binding upon the parties. For purposes of this Amendment, "substantially completed" means that Landlord 
has completed all of the 0 1 Premises Landlord Improvements depicted on Exhibit B, except for minor and insubstantial details of construction that 
do not, except in a de minimis manner, interfere with Tenant's performance of improvements to the Premises in accordance with this Section 6. 
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(b) Landlord shall make available to Tenant a tenant improvement allowance of Five Hundred Ninety-Nine Thousand Three Hundred Ten 
Dollars ($599,310) (based on Fifteen Dollars ($15) per rentable square foot of the 01 Premises) (the "01 Premises Allowance") for Tenant's 
performance of its improvements (the "0 1 Premises Tenant Work"). In addition to the 0 1 Premises Allowance, Landlord shall also pay to Tenant an 
amount equal to the actual costs (the "Landlord Costs") incurred by Tenant for performing the portion of the 0 1 Premises Landlord Improvements 
set forth on Exhibit C attached hereto. The 0 1 Premises Allowance and the Landlord Costs shall be disbursed in the same manner as the Base TI 
Allowance under the applicable provisions of Article 5 of the Lease, including the Disbursement Conditions, in order to finance the aforesaid 
improvements to the 01 Premises. Tenant shall be responsible for performing and completing the 01 Premises Tenant Work and the 01 Premises 
Landlord Improvements set forth on Exhibit C attached hereto. Further, Tenant acknowledges and agrees that the scope of the 0 1 Premises Tenant 
Work shall be submitted, approved and constructed in accordance with the Work Letter attached as Exhibit G to the Lease and consistent with the 
provisions of the Amended Lease and the Permitted Use. 

( c) In addition to the 0 1 Premises Allowance and the Landlord Costs referred to in Section 6(b) above, Landlord shall also make available to 
Tenant an additional allowance (the "Additional Allowance") of Three Hundred Fifty Thousand Dollars ($350,000) to pay for costs incurred by 
Tenant in excess of the 0 1 Premises Allowance in performing the 0 1 Premises Tenant Work, or any other Improvements elected to be performed by 
Tenant throughout the Term of the Lease to other areas of the Premises, all to be disbursed in the same manner as provided under Article 5 of the 
Lease, including the Disbursement Conditions; and to be submitted, approved and constructed in accordance with the Work Letter attached as 
Exhibit G to the Lease and consistent with the provisions of the Amended Lease and the Permitted Use. 

(d) Tenant shall pay Landlord a construction oversight fee of two and one-half percent (2.5%) of the total cost of the 0 1 Premises Tenant 
Work or other improvements performed using the 01 Premises Allowance or the Additional Allowance, which construction oversight fee may be 
paid out of the 0 1 Premises Allowance or the Additional Allowance; provided, however, that Tenant shall not be required to pay such 
construction oversight fee for the portion of the 0 1 Premises Landlord Improvements depicted on Exhibit C attached hereto and performed by 
Tenant; and provided, further, that Tenant shall not be required to pay such construction oversight fee with respect to any portion of the 
Additional Allowance that is used to construct 0 1 Premises Tenant Work in the 0 1 Premises. 

7. Early Access. Landlord shall grant Tenant access to the 01 Premises within five (5) business days after Vacating Tenant's surrender of the 
01 Premises in order for Tenant to commence construction of the 0 1 Premises Landlord Improvements set forth on Exhibit C attached hereto and 
the 01 Premises Tenant Work. Landlord and Tenant shall reasonably cooperate with each other so as not to impede the other's work on the 01 
Premises Landlord Improvements or 0 1 Premises Tenant Work, as applicable. In the event that Landlord does not permit Tenant such early access 
by January 15, 2012, the 0 1 Premises Rent Commencement Date (as defined below) shall be extended by two (2) days for every one (1) day of such 
delay, except to the extent that the delay was caused by Tenant or its agents, employees or contractors, or by delay caused by Governmental 
Authorities. 
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8. Basic Annual Rent. Connnencing as of the date that is twelve (12) months after the 01 Premises Connnencement Date (the "01 Premises Rent 
Connnencement Date") and continuing through the Term, but subject to the provisions of Section 3 hereof, Tenant shall pay to Landlord Basic 
Annual Rent for the 0 1 Premises at an initial rate equal to Twenty-Four and 50/100 Dollars ($24.50) per rentable square foot of the 0 1 Premises per 
year in accordance with the terms for payment of Basic Annual Rent set forth in the Lease. Basic Annual Rent for the O 1 Premises shall increase 
annually every July 1st by two and one-half percent (2.5%) of the then-current applicable Basic Annual Rent for the O 1 Premises, connnencing as of 
July 1, 2013. 

9. Operating Expenses, Utilities and Basic Electric. 

(a) In addition to Basic Annual Rent, commencing on the 01 Premises Connnencement Date and continuing each month of the Term, Tenant 
shall also pay to Landlord, with respect to the O 1 Premises, (i) Tenant's Pro-Rata Share of Operating Expenses that exceeds a calendar 2012 base 
year (grossed up to ninety-five percent (95%) occupancy) and (ii) Basic Electric Charges, all as set forth in the Lease. 

(b) In the event that the Building or Project is less than fully occupied, Tenant acknowledges that Landlord may gross up Operating 
Expenses to ninety-five percent (95%) of the total rentable area of the Building or Project (as applicable). Tenant shall pay Tenant's proportionate 
share of the amount computed in accordance with the previous sentence, subject to adjustment as reasonably determined by Landlord; provided, 
however, that Landlord shall not recover more than one hundred percent (100%) of Operating Expenses. 

10. Audits. Landlord and Tenant agree that Tenant's audits with respect to Landlord's annual operating statements for calendar years 2008 
and 2009 are now complete and that no further amounts shall be charged or credited to Tenant based on such statements or audits. 

11. Parking. The parties acknowledge that, in accordance with the Amended Lease, Tenant shall be entitled to its pro rata share of unreserved 
parking spaces with respect to each portion of the Premises leased to Tenant. 

12. Broker. Tenant represents and warrants that it has not dealt with any broker or agent in the negotiation for or the obtaining of this 
Amendment, other than Studley ("Broker"), and agrees to indenmify, defend and hold Landlord harmless from any and all cost or liability for 
compensation claimed by any such broker or agent, other than Broker, employed or engaged by it or claiming to have been employed or engaged 
by it. Broker is entitled to a leasing connnission in connection with the making of this Amendment, and Landlord shall pay such commission to 
Broker pursuant to a separate agreement between Landlord and Broker. 

13. No Default. Tenant represents, warrants and covenants that, to the best of Tenant's knowledge, Landlord and Tenant are not in default of 
any of their respective obligations under the Lease and no event has occurred that, with the passage of time or the giving of notice ( or both) 
would constitute a default by either Landlord or Tenant thereunder. 
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14. Effect of Amendment. Except as modified by this Amendment, the Lease and all the covenants, agreements, terms, provisions and 
conditions thereof shall remain in full force and effect and are hereby ratified and affirmed. The covenants, agreements, terms, provisions and 
conditions contained in this Amendment shall bind and inure to the benefit of the parties hereto and their respective successors and, except as 
otherwise provided in the Lease, their respective assigns. In the event of any conflict between the terms contained in this Amendment and the 
Lease, the terms herein contained shall supersede and control the obligations and liabilities of the parties. From and after the date hereof, the term 
"Lease" as used in the Lease shall mean the Lease, as modified by this Amendment. 

15. Miscellaneous. This Amendment becomes effective only upon execution and delivery hereof by Landlord and Tenant. The captions of the 
paragraphs and subparagraphs in this Amendment are inserted and included solely for convenience and shall not be considered or given any 
effect in construing the provisions hereof. All exhibits hereto are incorporated herein by reference. Submission of this instrument for examination 
or signature by Tenant does not constitute a reservation of or option for a lease, and shall not be effective as a lease, lease amendment or 
otherwise until execution by and delivery to both Landlord and Tenant. 

16. Counterparts. This Amendment may be executed in one or more counterparts, each of which, when taken together, shall constitute one and 
the same document. 

[REMAINDER OF THIS PAGE INTENTIONALLY LEFT BLANK] 

6 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5674



IN WITNESS WHEREOF, Landlord and Tenant have hereunto set their hands as of the date and year first above written, and acknowledge 
that they possess the requisite authority to enter into this transaction and to execute this Amendment. 

LANDLORD: 

BMR-LANDMARK AT EASTVIEW LLC, 
a Delaware limited liability company 

By: /s/ John Bonanno 

Name: John Bonanno 

Title: Senior Vice President, Leasing and Development 

TENANT: 

REGENERON PHARMACEUTICALS, INC., 
a New York corporation 

By: /s/ Joseph J. LaRosa 

Name: Joseph J. LaRosa 

Title: Senior Vice President, General Counsel and Secretary 
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EXHIBIT A 

01 PREMISES 

[IMAGE] 
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01 PREMISES 

[IMAGE]
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EXHIBITB 

01 PREMISES LANDLORD IMPROVEMENTS TO BE PERFORMED BY LANDLORD AT ITS COST 

Landlord will develop engineered design documents ready for permit for all the 0 1 Premises Landlord Improvements described below, which 
drawings and specifications shall meet the requirements of the New York State building codes: 

1. Landlord has recently upgraded portions of building management system to a system made by Johnson Controls International ("JCI 
System"); however, Landlord shall decommission any of the old existing base building management system and provide additional controls 
modifications and upgrades as required for the entire system to perform variable air volume operation with the JCI System controlling the air 
handling units and all variable air volume boxes. Landlord shall also provide Tenant viewable access to all equipment on the building management 
system serving its space and full control and access to all equipment on the building management system serving solely its space. 

2. All existing supply fans shall have variable-frequency drives that will be used to modulate supply fan speed. 

3. New variable-frequency drives will be provided for each return fan, and controlled to interlock with the matched supply fan. Final balancing 
of variable-frequency drives to align with tenant's variable air volume system on the floor shall be performed by tenant upon completion of tenant 
improvements. 

4. Provide and install any sensors required to facilitate variable air volume supply air operation and control of the new return fan variable
frequency drives of the 0 1 Premises. 

5. Design and install any additional controls required to keep the existing constant volume systems operating at constant air volume to serve 
the other spaces served by the air handling units as required (i.e., duct dampers, airflow sensors, etc.). 

6. Landlord shall provide a minimum of 50,000 cubic feet per minute of HVAC capacity with adequate static pressure (1.5 cubic feet per minute 
per usable square foot) from air handlers that are new or recently refurbished. 

7. If Landlord's air handling unit south 2 ("AHS-2") is one of the air handlers used to supply the dedicated 50,000 cubic feet per minute to the 
01 Premises, AHS-2 shall be new or refurbished as necessary. Refurbishment would include new coils, control valves and coil trim, drain pans and 
condensate piping, and filter racks. The unit casing will be scraped and painted with epoxy paint, and any severe damage would be repaired with 
supplemental sheet metal. The entire case will be lined with perforated double wall acoustical lining. 

a. Heating, cooling and airflow capacity of the refurbished AHS-2 unit shall be equal to or more than 1.5 cubic feet per minute per 
rentable square foot. 
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b. The existing supply fan wheel on AHS-2 will be removed and inspected and replaced if necessary. 

c. The supply fan motor on AHS-2 will be tested and replaced if necessary. Replacement of the unit would provide a unit of the same size 
and cubic feet per minute capacity as the existing, with all new components. 

8. Landlord will provide a base building domestic hot water service to the O 1 Premises. 

9. Landlord shall remove existing duct mounted humidifiers and reheat coils in the penthouse portion of the O 1 Premises. 

10. Reheat coils serving other portions of the Premises shall remain in place. 

11. Landlord shall identify a location from which Tenant shall extend electric service to the O 1 Premises. The power made available shall be 
sufficient to support new renovation. 

12. The electric service shall be metered by the base building management system. Electric meters will be used to separate the power usage 
dedicated to the O 1 Premises only and shall be installed by Landlord. 

13. The existing medium pressure duct loop serving the O 1 Premises shall be in good working condition. 

14. Ductwork serving the perimeter up-blast grilles from the catwalk level will be abandoned, the plenums removed and the floor penetrations 
filled with fire rated construction meeting all code requirements. 

15. Landlord shall fill the floor air distribution holes with an acceptable floor fill material and detail, and modify the existing conditions to 
adequately close and fire rate all perimeter slab penetrations including maintaining the asbestos management program for asbestos containing 
material located on the floor below. 

16. Abandon existing below floor air distribution and infill existing slab penetrations with fire rating assembly. 

17. Landlord will provide baseline balancing report and final balancing report upon completion of the O 1 Premises Landlord Improvements 
detailing the heating, cooling and airflow capacity of each unit and forward the information to Tenant for Tenant's use. 

18. One (1) air handling unit located on the catwalk level also serves the 01 Premises and shall remain: air handling unit 2B-5 provides air to the 
south exposure underfloor perimeter grilles. 

19. Remove all existing humidifiers and reheat coils at the penthouse level for air handling units serving the O 1 Premises. 
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20. Provide new steam-to-hot water converters and infrastructnre to provide hot water heating capacity for fit out of 1st and 2nd floors as 
required. 

21. Provide airflow measuring station and automated damper to serve constant volume spaces to remain (areas outside project scope). 

22. Provide new retnm fan variable-frequency drives for all three (3) existing air handling units. 

23. Modify air handling unit programming for all three (3) units to allow for variable speed operation and retnm fan tracking. 

24. Landlord shall ensure existing retnm air intakes located at building core are free and clear to support use of ceiling plenum as a retnm air 
plenum. 

25. Fintnbe radiant control to be integrated into overhead ventilation control zone (variable air volume box). 

26. Landlord shall provide 2-1/2" chilled water risers with valved and capped outlets for Tenant point of connection beyond demising wall. 
Tenant shall review Landlord's infrastructure changes to ensure that they meet Tenant's requirements. If supplemental air conditioning systems 
are required, they shall be provided by Tenant. 

27. Landlord will provide or modify the hot water riser to extend down from the heat exchanger(s) in the penthouse to heat the space via 
perimeter fintnbe from the building hot water system. 

28. Landlord shall design, permit and construct fire sprinkler service from the street or building to the O 1 Level Premises. The main line shall be 
capped at the O 1 Level Premises and be sized to accommodate ordinary fire hazard as required by the City of Greenburgh for office tenant 
improvements. Landlord will include the main line distribution to the O 1 Level Premises, a control system and valves. 
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EXHIBITC 

01 PREMISES LANDLORD IMPROVEMENTS TO BE PERFORMED BY TENANT AT LANDLORD'S COST 

1. Purchase and install variable air volume boxes at a quantity of (1) every 1200 usable square feet (which equals 25 variable air volume boxes 
for the floor zones) plus 2 variable air volume boxes for conference rooms, 1 variable air volume box for the intermediate distribution frame, and 1 
pantry variable air volume box, for a total of 2 9 variable air volume boxes. Variable air volume boxes over this quantity shall be provided by Tenant. 
The cost to provide and install the 2 9 variable air volume boxes will be determined by separate costs when bidding the construction work. 

2. Tenant shall install a hot water loop to be used for the fintubes and fintube elements to heat the 0 1 Premises with perimeter hot water fintube. 

3. All control valves shall be tied into the building management system and integrated into the variable air volume box controls by Tenant. 
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EXHIBITD 

ACKNOWLEDGEMENT OF TERM COMMENCEMENT DATE 
AND TERM EXPIRATION DATE 

THIS ACKNOWLEDGEMENT OF TERM COMMENCEMENT DATE AND TERM EXPIRATION DATE is entered into as of September 1, 2011, 
with reference to that certain Lease dated as of December 21, 2006 (the "Original Lease"), as amended by that certain First Amendment to Lease 
dated as of October 24, 2007 (the "First Amendment"), that certain Second Amendment to Lease dated as of September 30, 2008 (the "Second 
Amendment"), that certain Third Amendment to Lease dated as of April 29, 2009 (the "Third Amendment"), that certain Fourth Amendment to 
Lease dated as of December 3, 2009 (the "Fourth Amendment"), that certain Fifth Amendment to Lease dated as of February 11, 2010 (the "Fifth 
Amendment"), that certain Sixth Amendment to Lease dated as of June 4, 2010 (the "Sixth Amendment"), that certain Seventh Amendment to 
Lease dated as of December 22, 2010 (the "Seventh Amendment"), that certain Eighth Amendment to Lease dated as of August 1, 2011 (the 
"Eighth Amendment") and that certain Ninth Amendment to Lease dated as of September 29, 2012 (the "Ninth Amendment" and, collectively with 
the Original Lease and the First Amendment, Second Amendment, Third Amendment, Fourth Amendment, Fifth Amendment, Sixth Amendment 
and Seventh Amendment, and as the same may have been further amended, supplemented or otherwise modified from time to time, the "Amended 
Lease"), by REGENERON PHARMACEUTICALS, INC., a New York corporation ("Tenant"), in favor of BMR-LANDMARK AT EASTVIEW LLC, 
a Delaware limited liability company ("Landlord"). All capitalized terms used herein without definition shall have the meanings ascribed to them in 
the Amended Lease. 

Tenant hereby confirms the following: 

1. Tenant accepted possession of the 01 Premises on_[--~], 20[ __ ]. 

2. The O 1 Premises are in good order, condition and repair. 

3. The O 1 Premises Landlord Improvements are Substantially Complete. 

4. All conditions of the Amended Lease with respect to the O 1 Premises to be performed by Landlord as a condition to the full effectiveness of 
the Amended Lease have been satisfied, and Landlord has fulfilled all of its duties in the nature of inducements offered to Tenant to lease the O 1 
Premises. 

5. In accordance with the provisions of Section 2 of the Ninth Amendment to the Amended Lease, the O 1 Premises Commencement Date is 
[ ], 20[_], and, unless the Amended Lease is terminated prior to the Term Expiration Date pursuant to its terms, the Term Expiration Date 
shall be [ l, 20[ __ ]. 

6. Tenant commenced occupancy of the 0 1 Premises for the Permitted Use on _[ --~L 20[_]. 
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7. The obligation to pay Rent is presently in effect and all Rent obligations on the part of Tenant under the Amended Lease with respect to the 
01 Premises commenced to accrue on [ J, 20[ __ ], with Basic Annual Rent for the O 1 Premises payable on the dates and in amounts set forth 
in the Ninth Amendment. 

8. The Amended Lease is in full force and effect, and the same represents the entire agreement between Landlord and Tenant concerning the 
Premises[, except [ Jl. 

[REMAINDER OF THIS PAGE INTENTIONALLY LEFT BLANK] 
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IN WITNESS WHEREOF, Tenant has executed this Acknowledgment of Term Commencement Date and Term Expiration Date as of the date 
first written above. 

TENANT: 

REGENERON PHARMACEUTICALS, INC. 
a New York Corporation 

By: 

Name: 

Title: 
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I, Leonard S. Schleifer, certify that: 

Certification of CEO Pursuant to 
Rule 13a-14( a) under the Securities Exchange Act 

of 1934, as Adopted Pursuant to 
Section 302 of the Sarbanes-Oxley Act of 2002 

I. I have reviewed this quarterly report on Form IO-Q of Regeneron Pharmaceuticals, Inc.; 

Exhibit 31.1 

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make 
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this report; 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects 
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report; 

4. The registrant's other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined 
in Exchange Act Rules l3a-l5(e) and l5d-l5(e)) and internal control over financial reporting (as defined in Exchange Act Rules l3a-l5(f) and 
l5d-l5(f)) for the registrant and have: 

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our 
supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to 
us by others within those entities, particularly during the period in which this report is being prepared; 

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under 
our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial 
statements for external purposes in accordance with generally accepted accounting principles; 

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions 
about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such 
evaluation; and 

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's 
most recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is 
reasonably likely to materially affect, the registrant's internal control over financial reporting; and 

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, 
to the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions): 

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are 
reasonably likely to adversely affect the registrant's ability to record, process, summarize and report financial information; and 

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's 
internal control over financial reporting. 

Date: October 27, 2011 /s/ LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 

President and Chief Executive Officer 
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I, Murray A. Goldberg, certify that: 

Certification of CFO Pursuant to 
Rule 13a-14( a) under the Securities Exchange Act 

of 1934, as Adopted Pursuant to 
Section 302 of the Sarbanes-Oxley Act of 2002 

I. I have reviewed this quarterly report on Form IO-Q of Regeneron Pharmaceuticals, Inc.; 

Exhibit 31.2 

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make 
the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered 
by this report; 

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects 
the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report; 

4. The registrant's other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined 
in Exchange Act Rules l3a-l5(e) and l5d-l5(e)) and internal control over financial reporting (as defined in Exchange Act Rules l3a-l5(f) and 
l5d-l5(f)) for the registrant and have: 

a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our 
supervision, to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to 
us by others within those entities, particularly during the period in which this report is being prepared; 

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under 
our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial 
statements for external purposes in accordance with generally accepted accounting principles; 

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions 
about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such 
evaluation; and 

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's 
most recent fiscal quarter (the registrant's fourth fiscal quarter in the case of an annual report) that has materially affected, or is 
reasonably likely to materially affect, the registrant's internal control over financial reporting; and 

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, 
to the registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions): 

a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are 
reasonably likely to adversely affect the registrant's ability to record, process, summarize and report financial information; and 

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's 
internal control over financial reporting. 

Date: October 27, 2011 /s/ MURRAY A. GoLDBERG 

Murray A. Goldberg 

Senior Vice President, Finance & Administration, 

Chief Financial Officer, Treasurer, and 

Assistant Secretary 
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Certification of CEO and CFO Pursuant to 
18 U.S.C. Section 1350, 
As Adopted Pursuant to 

Section 906 of the Sarbanes-Oxley Act of 2002 

Exhibit 32 

In connection with the Quarterly Report ofRegeneron Pharmaceuticals, Inc. (the "Company") on Form IO-Q for the quarterly period ended 
September 30,201 las filed with the Securities and Exchange Commission on the date hereof (the "Report"), Leonard S. Schleifer, M.D., Ph.D., as 
Chief Executive Officer of the Company, and Murray A. Goldberg, as Chief Financial Officer of the Company, each hereby certifies, pursuant to 18 
U.S. C. § 13 50, as adopted pursuant to § 906 of the Sarbanes-Oxley Act of 2002, to the best of his knowledge, that: 

(I) The Report fully complies with the requirements of Section l3(a) or l5(d) of the Securities Exchange Act of 1934; and 

(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the 
Company. 

/s/ LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 

Chief Executive Officer 

October 27, 20ll 

/ s/ MURRAY A. GoLDBERG 

Murray A. Goldberg 

Chief Financial Officer 

October 27, 20ll 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 5/2/2006 

Copyright© 2020 LexisNexis. All rights reserved. 
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Table of Contents 

UNITED STATES SECURITIES AND EXCHANGE COMMISSION 
Washington, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15(d) of the Securities and Exchange Act of 1934 

Date of Report (Date of earliest event reported): May 2, 2006 (May 1, 2006) 

REGENERON PHARMACEUTICALS, INC. 

New York 
(State or other jurisdiction of 

incorporation) 

(Exact name of registrant as specified in its charter) 

000-19034 
(Commission File Number) 

777 Old Saw Mill River Road, Tarrytown, New York 

(Address of principal executive offices) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

133444607 
(I.RS. Employer 

Identification Number) 

10591-6707 

(Zip Code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 7.01 Regulation FD Disclosure 

On May 1, 2006, the Company issued a press release announcing positive preliminary results from its phase 1 trial of the Vascular 
Endothelial Growth Factor (VEGF) Trap in patients with the neovascular form of age-related macular degeneration. A copy of the 
press release is included as Exhibit 99(a) to this Current Report on Form 8-K. 

Item 9.01 Financial Statements and Exhibits 

(c) Exhibits 

99(a) Press Release ofRegeneron Pharmaceuticals, Inc. dated May 1, 2006. 

Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Dated: May 2, 2006 

REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 

Stuart Kolinski 
Vice President and General Counsel 
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Exhibit Index 

Number Descri tion 

99(a) Press Release ofRegeneron Pharmaceuticals, Inc. dated May 1, 2006. 
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FOR IMMEDIATE RELEASE 

REGENERON REPORTS POSITIVE PHASE 1 DATA FOR THE VEGF 
TRAP IN AGE-RELATED MACULAR DEGENERATION 

Preliminary results show improvements in vision and retinal swelling 

VEGF Trap was well tolerated at all dose levels 

Company also announces initiation of phase 2 trial 

Exhibit 99(a) 

Tarrytown, New York (May 1, 2006)- Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) announced today positive preliminary results from its 
phase 1 trial of the Vascular Endothelial Growth Factor (VEGF) Trap in patients with the neovascular form of age-related macular degeneration (wet 
AMD). In addition to meeting its primary endpoints of safety and tolerability at all dose levels, the VEGF Trap demonstrated positive preliminary 
efficacy results. Based on these encouraging data, the Company announced today the start of a phase 2 trial in wet AMD. The data from the phase 
1 trial were presented today at the 2006 Association for Research in Vision and Ophthalmology (AR VO) Annual Meeting and are available on the 
Company's web site, www.regeneron.com. 

"We are very encouraged both by the promising safety and tolerability data from this trial and by the observed improvements in both retinal 
swelling and visual acuity in patients following a single dose of this very high-affinity VEGF blocking agent," said George Yancopoulos, M.D., 
Ph.D., Regeneron' s Executive Vice President, Chief Scientific Officer, and President, Regeneron Research Laboratories. "With the start of the 
phase 2 trial, we hope to validate these early, preliminary findings in a more comprehensive study, determine an optimal dosing regimen, and 
progress rapidly to registration studies for the VEGF Trap in wet AMD. In addition, we have initiated a small pilot study in patients with diabetic 
macularedema (DME)." 

About the Phase 1 Study 

A total of 21 patients with wet AMD received a single intravitreal injection of 0.05, 0.15, 0.5, 1, 2, or 4 milligrams (mg) of VEGF Trap. Patients were 
followed for 6 weeks at which time they were permitted, according to the study protocol, to receive other available treatments. The report 
presented at the AR VO meeting covers the initial 6-week evaluation phase of the trial, for which data is now available for all 21 patients. Preliminary 
results were as follows: 
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Single doses of the VEGF Trap were generally well tolerated at all dose levels tested (0.05 to 4 mg), with no systemic or serious adverse 
events reported. Dose escalation to the highest planned dose was achieved without reaching a maximum tolerated dose (MTD). 

Of the 20 patients evaluable for efficacy, 95 percent had stabilization or improvement in visual acuity, defined as :s 15 letter loss on the Early 
Treatment of Diabetic Retinopathy Study (ETDRS) eye chart. 

The best corrected visual acuity (BCVA) for all patients in the study increased by a mean of 4.8 letters at 6 weeks. In the two highest dose 
groups (2 mg and 4 mg), the mean improvement in BCV A was 13.5 letters, with three of six patients gaining 15 or more letters. 

There was a large, rapid and sustained decrease in retinal thickness as measured by ocular coherence tomography (OCT). As measured by 
posterior pole OCT scans, the median excess retinal thickness was 194 microns at baseline and 60 microns at 6 weeks; as assessed by the 
Fast Macular Scan protocol, the median excess retinal thickness was 119 microns at baseline and 27 microns at 6 weeks. 

Phase 2 Trial 

Based on the preliminary phase 1 results, the Company announced today the start ofa 150 patient, 12 week, phase 2 trial of the VEGF Trap in wet 
AMD. The trial is designed to evaluate treatment with multiple doses of the VEGF Trap using different doses and different dosing regimens, as 
well as safety and efficacy. 

Additional Data to be Presented at ARVO 

Listed below are the titles and presentation times for additional clinical and pre-clinical data that have been scheduled for presentation at AR VO: 

Pharmacokinetics and Ocular Tissue Penetration of VEGF Trap after Intravitreal Injection in Rabbits (May 1, 8: 30 am) 

Pre-clinical Development ofVEGF Trap for the Treatment ofNeovascular Disease (May 1, 9:00 am) 

Safety Evaluation oflntravitreal Administration ofVEGF Trap in Cynomolgus Monkeys for 13 Weeks (May 1, 11: 15 am) 

Low Dose, Subconjunctival Administration of VEGF Trap Inhibits Suture-Induced Neovascularization and Inflammation (May 1, 11:15 am) 
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Intravitreal Administration of VEGF Trap Suppresses Vascular Leak in the Retinas of Diabetic Rats (May 1, 11: 15 am) 

Intravitreal Administration ofVEGF Trap Inhibits Pathological Retinal Neovascularization in a Mouse Model of Oxygen-Induced 
Retinopathy (May 1, 11: 15 am) 

Macular Edema: Lessons from Early Clinical Experiences (May 1, 1: 15 pm) 

Histologic Evaluation of Laser-Induced Choroidal Neovascularization (CNV) in Primates Receiving Intravitreal Injections of VEGF Trap: 
Correlation with Florescein Angiography (May 1, 3 :00 pm) 

A Double-Masked, Placebo-Controlled, Safety and Tolerabiltiy Study of Intravenous VEGF Trap in Patients with Diabetic Macular Edema 
(DME) (May 3, 8:30 am) 

Single Dll4 Allele Deletion Alters Retinal Vascular Development in Mice (May 3, 12:00 pm) 

The VEGF Trap in Opthamalogy 

Vascular endothelial growth factor (VEGF) is a naturally occurring protein in the body whose normal role is to trigger formation of new blood 
vessels (angiogenesis) to support the growth of the body's tissues and organs. It has also been associated with the abnormal growth and fragility 
of new blood vessels in the eye, which lead to the development of wet AMD. Other molecules that have been evaluated for treatment of wet AMD 
by blocking VEGF, including Macugen®, which has been approved by the US Food and Drug Administration, have demonstrated that blocking 
VEGF can result in stabilization or improvement of vision in patients with wet AMD. Wet AMD is the leading cause of vision loss and blindness in 
Americans aged 65 and over, with approximately 1. 5 million people affected with this condition in the United States. 

The VEGF Trap is a fully human, soluble VEGF receptor fusion protein that binds all forms of VEGF-A along with the related placental growth 
factor (PlGF). The VEGF Trap is designed to block the interaction of these growth factors with cell-surface receptors and prevent the subsequent 
formation of the new blood vessels that play an important role in the development of wet AMD. 

About Regeneron Pharmaceuticals 

Regeneron is a biopharmaceutical company that discovers, develops, and intends to commercialize therapeutic medicines for the treatment of 
serious medical conditions. Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye diseases, and 
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inflammatory diseases and has preclinical programs in other diseases and disorders. 

This news release discusses historical information and includes forward-looking statements about Regeneron and its products, programs, 
finances, and business, all of which involve a number of risks and uncertainties, such as risks associated with preclinical and clinical 
development of our drug candidates, determinations by regulatory and administrative governmental authorities which may delay or restrict 
our ability to continue to develop or commercialize our drug candidates, competing drugs that are superior to our product candidates, 
unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any 
collaboration agreement, including our agreement with the sanofi-aventis Group, to be canceled or to terminate without any product success, 
risks associated with third party intellectual property, and other material risks. A more complete description of these and other material risks 
can be found in Regeneron 's filings with the United States Securities and Exchange Commission (SEC), including its Form 10-Kfor the year 
ended December 31, 2005. Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a 
result of new information, future events, or otherwise unless required by law. 

Contact 
Lauren Tortorete 
212.845.5609 
ltortorete@biosector2.com 

### 
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Form Type: 8-K 

Filing Date: 5/5/2006 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED STATES SECURITIES AND EXCHANGE COMMISSION 
Washington, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15(d) of the Securities and Exchange Act of 1934 

Date of Report (Date of earliest event reported): May 4, 2006 (May 3, 2006) 

REGENERON PHARMACEUTICALS, INC. 
(Exact name of registrant as specified in its charter) 

New York 133444607 
(State or other jurisdiction of incorporation) 

000-19034 
(Commission File Number) (1.R.S. Employer Identification Number) 

777 Old Saw Mill River Road, Tarrytown, New York 
(Address of principal executive offices) 

(914) 347-7000 

10591-6707 
(Zip Code) 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240. l 4d-2(b )) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition 

On May 3, 2006, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for the quarter 
and three months ended March 31, 2006. The press release is being furnished to the Securities and Exchange Commission pursuant to 
Item 2.02 of Form 8-K and is attached hereto as Exhibit 99(a). 

Item 9.01 Financial Statements and Exhibits 

( c) Exhibits 

99(a) Press Release ofRegeneron Pharmaceuticals, Inc. dated May 3, 2006. 

Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Dated: May 4, 2006 

REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 

Stuart Kolinski 
Vice President and General Counsel 
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99(a) Press Release ofRegeneron Pharmaceuticals, Inc. dated May 3, 2006. 
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Exhibit 99(a) 

Regeneron Reports First Quarter Financial and Operating Results 

TARRYTOWN, N.Y.-(BUSINESS WIRE)-Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced financial and operating results for 
the first quarter of 2006. The Company reported a net loss of $20.4 million, or $0.36 per share (basic and diluted) for the first quarter of 2006 
compared with a net loss of $4. l million, or $0.07 per share (basic and diluted) for the first quarter of 2005. Results for the first quarter of 2005 
included a $25.0 million one-time, non-recurring payment from the sanofi-aventis Group in connection with an amendment to the Company's 
collaboration agreement with sanofi-aventis, which was recognized as other contract income. 

At March 31, 2006, cash and marketable securities totaled $324.2 million compared with $316. 7 million at December 31, 2005. In January 2006, 
Regeneron received an up-front payment of $25 .0 million from sanofi-aventis related to the expansion of the companies' VEGF Trap collaboration 
program to include Japan. The Company's $200.0 million of convertible notes, which bear interest at 5.5% per annum, mature in October 2008. 

Current Business Highlights 

In the first quarter of 2006, Regeneron continued to expand its broad-based clinical development program that is centered on product candidates in 
oncology, eye diseases, and inflammatory indications. In oncology, Regeneron's Vascular Endothelial Growth Factor (VEGF) Trap is being 
developed in collaboration with sanofi-aventis. The Company is independently developing the VEGF Trap-Eye, a specially purified and formulated 
form of the VEGF Trap for use in intraocular applications, and the Interleukin- I (IL-I) Trap for certain inflannnatory indications. 

In the first quarter of 2006, Regeneron and sanofi-aventis initiated their phase 2 single-agent program for the VEGF Trap in cancer. Patient 
enrollment is underway in non-small cell lung adenocarcinoma (NSCLA), and two additional safety/efficacy studies in advanced ovarian cancer 
and symptomatic malignant ascites (SMA) are planned to begin shortly. In addition, the companies intend to conduct three trials evaluating the 
safety and efficacy of the VEGF Trap in combination with standard chemotherapy regimens, the first of which is planned to begin in the second 
half of 2006. Currently, there are five safety and tolerability studies underway for the VEGF Trap in combination with standard chemotherapy 
regimens in a variety of cancer types. The companies are also finalizing plans with the National Cancer Institute (NCI) Cancer Therapeutics 
Evaluation Program to commence at least ten other cancer trials in 2006. 

In the clinical development program for the treatment of eye diseases, at the May 2006 Annual Meeting of the Association for Research in Vision 
and Ophthalmology (ARVO), 
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the Company reported positive preliminary results from its phase 1 trial of the VEGF Trap-Eye in patients with the neovascular form of age-related 
macular degeneration (wet AMD). A total of 21 patients received a single dose of VEGF Trap-Eye at doses ranging from .05 milligrams (mg) to 4 mg 
intravitreally ( direct injection into the eye) and were evaluated for six weeks to measure the durability of effects and provide guidance for dosing 
regimens to be used in future trials. All dose levels were generally well tolerated, and a maximum tolerated dose was not reached in the study. 
Patients receiving the VEGF Trap-Eye demonstrated large, rapid, and sustained (at least six weeks) reductions in retinal thickness, a clinical 
measure of disease activity in wet AMD as measured by ocular coherence tomography (OCT). As measured by the OCT reading center (posterior 
pole OCT scans), the median excess retinal thickness was 194 microns at baseline and 60 microns at 6 weeks. As measured by the computerized 
Fast Macular Scan protocol, the median excess retinal thickness was 119 microns at baseline and 27 microns at 6 weeks. 

Of the 20 patients evaluable for efficacy, 95 percent had stabilization or improvement in visual acuity, defined as less than or equal to 15 letter loss 
on the Early Treatment of Diabetic Retinopathy Study (ETD RS) eye chart. Patients were also evaluated for best-corrected visual acuity (BCVA), 
the best acuity a person can achieve with glasses. BCVA for all patients in the study increased by a mean of 4.8 letters at 6 weeks. In the two 
highest dose groups (2 mg and 4 mg), the mean improvement in BCVA was 13.5 letters, with three of six patients gaining 15 or more letters. 

Based on the preliminary phase 1 results in wet AMD, the Company has initiated a 150 patient, 12 week, phase 2 trial of the VEGF Trap in wet 
AMD. The trial is designed to evaluate treatment with multiple doses of the VEGF Trap-Eye using different doses and different dosing regimens, 
as well as safety and efficacy. The Company plans to conduct an initial evaluation of study results after all patients have completed 12 weeks of 
treatment, which is expected to be prior to the end of 2006. Subject to a review of the initial phase 2 study results, Regeneron plans to initiate a 
phase 3 trial of the VEGF Trap in wet AMD in early 2007. 

Regeneron recently completed enrollment in the pivotal study of the IL-1 Trap in patients with CIAS 1-Associated Periodic Syndrome (CAPS), a 
spectrum of rare diseases associated with mutations in the CIAS 1 gene. Interleukin-1 (IL-1) appears to play a significant role in these diseases. 
Participants in the trial will receive a 160 milligram dose of the IL-1 Trap once a week through subcutaneous self-administration. The six-month 
placebo-controlled, double-blind, efficacy phase is expected to be completed and preliminary data available by the end of 2006. The efficacy phase 
will be followed by a six-month open-label extension phase. In addition, Regeneron has ongoing proof-of-concept studies in other indications in 
which IL-1 may play a significant role, such as systemic juvenile idiopathic arthritis (SJIA). The Company has received Orphan Drug designation 
for the IL-1 Trap in CAPS and SJIA. 

Financial Results 

Regeneron's total revenue increased to $18.2 million in the first quarter of 2006 from $16.2 million in the same period of 2005 due to increases of 
$1.1 million in contract 
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research and development revenue and $0. 9 million in contract manufacturing revenue in the first quarter of 2006 from the same period of 2005. 
Contract research and development revenue in the first quarter of 2006 principally related to the Company's VEGF Trap collaboration with sanofi
aventis in cancer indications. In the first quarter of 2005, contract research and development revenue related both to the Company's collaboration 
with sanofi-aventis and the Company's collaboration with The Procter & Gamble Company, which ended in June 2005. Contract manufacturing 
revenue relates to Regeneron's long-term manufacturing agreement with Merck & Co., Inc., which will expire in the second half of 2006. 

Regeneron recognized contract research and development revenue of $13.9 million in the first quarter of 2006 related to the Company's 
collaboration with sanofi-aventis, compared with $9.8 million in the same period of 2005. Contract research and development revenue from the 
sanofi-aventis collaboration consists ofreimbursement of VEGF Trap development expenses plus recognition of amounts related to $105 .0 million 
of previously received up-front, non-refundable payments. Reimbursement of expenses increased to $10.8 million in the first quarter of 2006 from 
$7.4 million in the same period of 2005, primarily due to higher costs in 2006 related to the Company's manufacture ofVEGF Trap clinical supplies. 
With respect to the up-front payments from sanofi-aventis, $3.1 million was recognized as revenue in the first quarter of 2006 compared to 
$2.4 million in the same quarter of 2005. 

Sanofi-aventis also incurs VEGF Trap development expenses which are increasing because of the growing number of clinical trials sanofi-aventis is 
overseeing in the VEGF Trap oncology program. During the term of the collaboration, sanofi-aventis pays 100% of agreed-upon VEGF Trap 
development expenses incurred by both companies. Following commercialization of a VEGF Trap product by the collaboration, the Company will 
repay out ofVEGF Trap profits 50% of these VEGF Trap development expenses previously paid by sanofi-aventis. 

Total operating expenses for the first quarter of 2006 were $39.9 million, 10 percent lower than the same period in 2005, due, in part, to lower 
Company headcount. Average Company headcount declined to 587 in the first quarter of 2006 from 734 in the same period of 2005 primarily as a 
result of workforce reductions made in the fourth quarter of 2005. 

The Company recognized non-cash compensation expense related to employee stock option awards (Stock Option Expense) in accordance with 
Statement of Financial Accounting Standards No. (SF AS) 123 in 2005, and in accordance with SFAS 123R (which is a revision of SFAS 123), 
effective January 1, 2006. Operating expenses in the first quarter of 2006 and 2005 include a total of $3. 9 million and $5.4 million, respectively of 
Stock Option Expense, as follows: 

6 
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For the three months ended March 31, 

(in millions) 

Total operating expenses 

For the three months ended March 31, 

(in millions) 

Total operating expenses 

Expenses before 
inclusion of Stock 

$ 36.0 

Expenses before 
inclusion of Stock 

$ 39.1 

2006 

Stock 
Option 

$ 3.9 

2005 

Stock 
Option 

$ 5.4 

Expenses as 

$ 39.9 

Expenses as 

$ 44.5 

Research and development (R&D) expenses decreased to $32.1 million in the first quarter of 2006 from $35.9 million in the comparable quarter of 
2005. In addition to the impact of lower Company headcount, as described above, in the first quarter of 2006, the Company incurred lower 
development expenses for the IL-1 Trap and other clinical development programs, which were partly offset by higher development expenses for the 
VEGFTrap. 

Effective January 1, 2005, the Company adopted the fair value based method of accounting for stock-based employee compensation under the 
provisions of SFAS 123, Accounting for Stock-Based Compensation, using the modified prospective method described in SFAS 148, Accounting 
for Stock-Based Compensation - Transition and Disclosure. As a result, in 2005, the Company recognized compensation expense in an amount 
equal to the fair market value of share-based payments (including stock option awards) on their date of grant over the vesting period of the awards 
using the multiple-option approach. Under the modified prospective method, compensation expense for the Company is recognized for (a) all 
share-based payments granted on or after January 1, 2005 and (b) all awards granted to employees prior to January 1, 2005 that were unvested on 
that date. 

Effective January 1, 2006, the Company adopted the provisions of SFAS 123R, Share-Based Payment, which is a revision of SF AS 123. SF AS 123R 
requires companies to estimate the number of awards that are expected to be forfeited at the time of grant and to revise this estimate, if necessary, 
in subsequent periods if actual forfeitures differ from those estimates. Prior to the adoption of SF AS 123R, the Company recognized the effect of 
forfeitures in stock-based compensation cost in the period when they occurred, in accordance with SFAS 123. Upon adoption of SF AS 123R 
effective January 1, 2006, the Company was required to record a cumulative effect adjustment to reflect the effect of estimated forfeitures related to 
outstanding awards that are not expected to vest as of the 
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SF AS 123R adoption date. This adjustment reduced the Company's loss by $0.8 million and is included in the Company's operating results for the 
first quarter of 2006 as a cumulative-effect adjustment of a change in accounting principle. 

About Regeneron Pharmaceuticals 

Regeneron is a biopharmaceutical company that discovers, develops, and intends to commercialize therapeutic medicines for the treatment of 
serious medical conditions. Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye diseases, and 
inflammatory diseases, and has preclinical programs in other diseases and disorders. 

This news release discusses historical information and includes forward-looking statements about Regeneron and its products, programs, 
finances, and business, all of which involve a number of risks and uncertainties, such as risks associated with preclinical and clinical development 
of our drug candidates, determinations by regulatory and administrative governmental authorities which may delay or restrict our ability to 
continue to develop or commercialize our drug candidates, competing drugs that are superior to our product candidates, unanticipated expenses, 
the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any collaboration agreement, 
including our agreement with the sanofi-aventis Group, to be canceled or to terminate without any product success, risks associated with third 
party intellectual property, and other material risks. A more complete description of these and other material risks can be found in Regeneron's 
filings with the United States Securities and Exchange Commission (SEC), including its Form 10-K for the year ended December 31, 2005. 
Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a result of new information, future 
events, or otherwise unless required by law. 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

Cash and marketable securities 

Other assets 

LIABILITIES AND STOCKHOLDERS' 

Stockholders' equity 

8 

March 31, 
2006 

6,175 

102,323 

December 31, 
2005 

6,887 

ll4,002 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 

(In thousands, except per share data) 

Research and 

General and administrative 

Loss from operations 

Other contract income 

Interest expense 

Net loss before cumulative effect of a change in accounting principle 
@lfu11}#tN~ ~ff¢¢(qf ijqqptiµg Smt¢fu¢1lfqffimt®i@A@@tltjtlg Sttt®t@i~ )'-ffiq, rnJR(tSf A-S 1iJR") 

Net loss 

Net loss before cumulative effect of a 

Net loss 

9 

For the three months 
ended March 31, 

2006 2005 

18,219 

(21,663) 

(21,193) 
8B 

($ 20,380) 

($ 0.36) 

16,209 

(28,340) 

(4,123) 

($ 4,123) 

($ 0.07) 
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CONTACT: 

Investors: 
Charles Poole, Regeneron 
914-345-7640 
charles.poole@regeneron.com 
or 
Media: 
Lauren Tortorete, Biosector2 
212-845-5609 
ltortorete@biosector2.com 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 6/9/2006 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED STATES SECURITIES AND EXCHANGE COMMISSION 
Washington, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15(d) of the Securities and Exchange Act of 1934 

Date of Report (Date of earliest event reported): June 9, 2006 

REGENERON PHARMACEUTICALS, INC. 

New York 

(State or other jurisdiction of 
incorporation) 

(Exact name of registrant as specified in its charter) 

000-19034 

(Commission File Number) 

777 Old Saw Mill River Road, Tarrytown, New York 

(Address of principal executive offices) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

133444607 

(I.RS. Employer 
Identification Number) 

10591-6707 

(Zip Code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240. l 4d-2(b )) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 8.01 Other Events 

On June 9, 2006, the Company presented the slides included as Exhibit 99(a) to this Current Report on Form 8-K at its Annual Meeting of 
Shareholders held at the Westchester Marriott Hotel, 670 White Plains Road, Tarrytown, New York. A copy of the slide presentation is also 
available on the Company's website at www.regneron.com. 

Item 9.01 Financial Statements and Exhibits 

( c) Exhibits 

99(a) Slides presented at the Company's 2006 Annual Meeting of Shareholders held on June 9, 2006. 

Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Dated: June 9, 2006 

REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 
Stuart Kolinski 
Vice President and General Counsel 
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99(a) Slides presented at the Company's 2006 Annual Meeting of Shareholders held on June 9, 2006. 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): May 3, 2007 (May 2, 2007) 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 133444607 

(State or other jurisdiction of 
Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4( c) under the Exchange Act ( 17 CFR 240 .13e-4( c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On May 2, 2007, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for the quarter ended 
March 31, 2007. The press release is being furnished to the Securities and Exchange Commission pursuant to Item 2.02 of Form 8-K and is attached 
as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release dated May 2, 2007. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the 
undersigned hereunto duly authorized. 

Date: May 3, 2007 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 
Name: Stuart Kolinski 
Title: Senior Vice President and General Counsel 
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99.1 Press Release dated May 2, 2007. 

Exhibit Index 
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Exhibit 99.1 

FOR IMMEDIATE RELEASE 

REGENERON REPORTS FIRST QUARTER FINANCIAL AND OPERATING RESULTS 

Tarrytown, New York (May 2, 2007) - Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced financial and operating results for the 
first quarter of 2007. The Company reported a net loss of $29.9 million, or $0.46 per share (basic and diluted) for the first quarter of 2007 compared 
with a net loss of $20.4 million, or $0.36 per share (basic and diluted) for the first quarter of 2006. 

At March 31, 2007, cash, restricted cash, and marketable securities totaled $515 .0 million compared with $522.9 million at December 31, 2006. In the 
first quarter of 2007, the Company entered into non-exclusive license agreements with AstraZeneca UK Limited and Astellas Pharma Inc. with 
respect to the Company's Veloclmmune® technology for generating human monoclonal antibody product candidates, as described below. In 
connection with these agreements, AstraZeneca and Astellas each made an up-front payment to the Company of$20.0 million in February and 
April 2007, respectively. 

The Company's $200.0 million of convertible notes, which bear interest at 5.5% per annum, mature in October 2008. 

Current Business Highlights 

Regeneron is currently focused on three clinical development programs: IL-1 Trap (rilonacept) in various inflammatory indications, the VEGF Trap 
in oncology, and the VEGF Trap-Eye in eye diseases. The Company also is developing its pipeline of preclinical antibody candidates discovered 
utilizing its Veloclmmune technology. 
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The VEGF Trap-Eye, a specially purified and formulated form of the VEGF Trap for use in intraocular applications, is being developed in 
collaboration with Bayer HealthCare AG. The development program in eye disease is expected to total over $250 million over the next several years, 
with the Company and Bayer HealthCare sharing the costs. The VEGF Trap is being developed in oncology in collaboration with the sanofi
aventis Group. The development program in oncology is expected to total over $400 million over the next several years, which will be funded by 
sanofi-aventis. 

IL-1 Trap - Inflammatory Diseases 

Regeneron recently completed the 24-week open-label safety extension phase of the Phase 3 clinical program for the IL-1 Trap in patients suffering 
from a rare chronic disease known as CAPS (Cryopyrin-Associated Periodic Syndromes). Regeneron is currently preparing to submit a Biologics 
License Application (BLA) to the U.S. Food and Drug Administration (FDA) for CAPS this quarter. The FDA has granted Orphan Drug status and 
Fast Track designation to the IL-1 Trap for the treatment of CAPS. 

The Phase 3 program included two efficacy studies in which the IL-1 Trap markedly reduced disease activity in subjects with this rare chronic 
disease. The primary endpoint, which was met in both studies, was the change in disease activity, as measured by a composite symptom score 
composed of a daily evaluation of fever/chills, rash, fatigue, joint pain, and eye redness/pain. 

Regeneron also is evaluating the potential use of the IL-1 Trap in other indications in which IL-1 may play a role. Based on preclinical evidence 
that IL-1 appears to play a critical role in gout, the Company initiated a proof of concept study of the IL-1 Trap in gout in the first quarter of 2007. 
The Company also is preparing to initiate exploratory proof of concept studies of the IL-1 Trap in other indications. 
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VEGF Trap - Eye Diseases 

In the clinical development program for the VEGF Trap-Eye, Bayer HealthCare and Regeneron currently are conducting a Phase 2 trial of the VEGF 
Trap-Eye in the neovascular form of age-related macular degeneration (wet AMD). This trial is evaluating the safety and biological effect of 
intravitreal administration of the VEGF Trap-Eye using different doses and different dosing regimens. In March 2007, the companies announced 
positive preliminary data from a pre-planned interim analysis of this study. The VEGF Trap-Eye met its primary endpoint of a statistically 
significant reduction in retinal thickness after 12 weeks compared with baseline (all groups combined, decrease of 135 microns, p < 0.0001). Mean 
change from baseline in visual acuity, a key secondary endpoint of the study, also demonstrated statistically significant improvement (all groups 
combined, increase of 5.9 letters, p < 0.0001). Moreover, patients in the dose groups that received only a single dose, on average, demonstrated a 
decrease in excess retinal thickness (p < 0.0001) and an increase in visual acuity (p = 0.012) at 12 weeks. There were no drug-related serious 
adverse events, and treatment with the VEGF Trap-Eye was generally well-tolerated. The most common adverse events were those typically 
associated with intravitreal injections. Detailed data from this interim analysis are scheduled for presentation at an upcoming scientific conference. 

Based on these results, Regeneron and Bayer HealthCare plan to initiate the VEGF Trap-Eye Phase 3 program later this year. The companies are 
collaborating on the global development of the VEGF Trap-Eye for the treatment of wet AMD, diabetic eye diseases, and other eye diseases and 
disorders. Bayer HealthCare and Regeneron will jointly commercialize the VEGF Trap-Eye outside the United States, and Regeneron maintains 
exclusive rights in the United States. 

VEGF Trap - Oncology 

Regeneron and sanofi-aventis are conducting a broad-based clinical development program for the VEGF Trap in different cancer indications. 
Currently, the companies are conducting Phase 2 single-agent studies, with patient enrollment underway in advanced ovarian cancer (AOC), non
small cell lung adenocarcinoma (NSCLA), and AOC patients 
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with symptomatic malignant ascites (SMA). Earlier this year, sanofi-aventis reported that a registration filing is possible for the VEGF Trap in at 
least one of these single-agent indications in 2008. Sanofi-aventis and Regeneron also announced that they intend to conduct five Phase 3 trials 
evaluating the safety and efficacy of the VEGF Trap in combination with standard chemotherapy regimens in specific cancer types, with at least 
three of these trials planned to begin in 2007. Five safety and tolerability studies of the VEGF Trap in combination with standard chemotherapy 
regimens are continuing in a variety of cancer types to support the planned Phase 3 clinical program. 

In addition, six new Phase 2 single-agent studies have begun in conjunction with the National Cancer Institute (NCI) Cancer Therapy Evaluation 
Program (CTEP) in several different cancer types. These trials will evaluate the VEGF Trap in single-agent trials as well as in combination with 
chemotherapy regimens. The companies are working to finalize plans with NCI/CTEP for at least four additional trials in different cancer types. 

Monoclonal Antibodies 

Veloclmmune, Regeneron's novel technology for producing fully human monoclonal antibodies, is part of the Company's suite of proprietary, 
inter-related technology platforms that are designed to provide Regeneron with its next generation of therapeutic candidates. Regeneron plans to 
move its first new antibody product candidate into clinical trials in the fourth quarter of 2007, with plans to advance at least two antibody product 
candidates into human clinical trials each year going forward. 

In 2007, Regeneron has entered into non-exclusive license agreements with AstraZeneca and Astellas that will allow those companies to utilize 
Veloclmmune technology in their internal research programs to discover human monoclonal antibody product candidates. Each of those 
companies made a $20.0 million up-front, non-refundable payment and will make up to five additional annual payments of $20.0 million, subject to 
the ability to terminate the agreement after making the first three additional payments. Upon commercialization of any antibody products 
discovered utilizing 
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Veloclmmune, the licensees will pay to Regeneron a mid-single-digit royalty on product sales. 

Financial Results 

Regeneron's total revenue decreased to $15.8 million in the first quarter of 2007 from $18.2 million in the same period of 2006. Contract research and 
development revenue in the first quarters of 2007 and 2006 principally related to the Company's VEGF Trap collaboration with sanofi-aventis in 
cancer indications. Contract manufacturing revenue in 2006 related to Regeneron's long-term manufacturing agreement with Merck & Co., Inc., 
which expired in October 2006. Technology licensing revenue in the first quarter of 2007 related to the Company's license agreement with 
AstraZeneca, as described below. 

Regeneron recognized contract research and development revenue of $11. 8 million in the first quarter of 2007 related to the Company's 
collaboration with sanofi-aventis, compared with $13. 9 million in the same period of 2006. Contract research and development revenue from the 
sanofi-aventis collaboration consisted of reimbursement of VEGF Trap development expenses plus recognition of amounts related to $105. 0 million 
of previously received and deferred up-front, non-refundable payments. Reimbursement of expenses decreased to $9.6 million in the first quarter of 
2007 from $10.8 million in the same period of 2006, principally because costs related to the Company's manufacture ofVEGF Trap clinical supplies 
were lower in 2007. With respect to the up-front payments from sanofi-aventis, $2.2 million was recognized as revenue in the first quarter of 2007 
compared to $3 .1 million in the same quarter of 2006. 

Sanofi-aventis also incurs VEGF Trap development expenses directly and these expenses are increasing because of the growing number of clinical 
trials sanofi-aventis is overseeing in the VEGF Trap oncology program. During the term of the collaboration, sanofi-aventis pays 100% of agreed
upon VEGF Trap development expenses incurred by both companies. Following commercialization of a VEGF Trap product by the collaboration, 
Regeneron, from its 50% share ofVEGF Trap profits, will reimburse sanofi-
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aventis for 50% of the VEGF Trap development expenses previously paid by sanofi-aventis. 

In October 2006, the Company entered into a collaboration with Bayer HealthCare for the development and commercialization of the VEGF Trap
Eye outside the United States, and received a $75.0 million up-front, non-refundable payment which was recorded as deferred revenue. In 2007, 
agreed upon VEGF Trap-Eye development expenses incurred by both companies under a global development plan will be shared as follows: Up to 
the first $50.0 million will be shared equally; Regeneron is solely responsible for the next $40.0 million; over $90.0 million will be shared equally. 
Bayer HealthCare reimbursements of shared development expenses incurred by the Company are recorded as deferred revenue. When the 
Company and Bayer HealthCare have formalized their global development plans for the VEGF Trap-Eye and the projected responsibilities of each 
of the companies under those plans, the Company will begin recognizing contract research and development revenue related to payments from 
Bayer HealthCare, including the $75 .0 million up-front payment. The Company recognizes revenue from collaborations in accordance with Staff 
Accounting Bulletin No. 104, Revenue Recognition and FASB Emerging Issue Task Force Issue No. 00-21, Accounting for Revenue Arrangements 
with Multiple Deliverables. 

Under the terms of the Company's license agreement with AstraZeneca, the Company received a $20. 0 million non-refundable, up-front payment in 
February 2007 which was deferred and will be recognized as revenue ratably over approximately the first year of the agreement. In the first quarter 
of 2007, the Company recognized $2.1 million of technology licensing revenue related to the AstraZeneca agreement. 

Total operating expenses for the first quarter of 2007 were $49.4 million, 24 percent higher than the same period in 2006. Operating expenses in the 
first quarter of 2007 and 2006 include a total of $6.6 million and $3. 9 million, respectively, of non-cash 
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compensation expense related to employee stock option awards (Stock Option Expense), as follows: 

For the three months ended March 31, 

(in millions) 

General and administrative 

For the three months ended March 31, 

(in millions) 

Total operating expenses 

Expenses before 
inclusion of Stock 

Expenses before 
inclusion of Stock 

$ 36.0 

2007 

Stock Option Expenses as 

2006 

Stock Option Expenses as 

$ 3.9 $ 39.9 

The increase in total Stock Option Expense in the first quarter of 2007 was primarily due to the higher fair market value of the Company's Common 
Stock on the date of annual employee option grants made by the Company in December 2006 in comparison to the fair market value of the 
Company's Common Stock on the dates of annual employee option grants made in recent prior years. 

Research and development (R&D) expenses increased to $41.2 million in the first quarter of 2007 from $32.1 million in the comparable quarter of 
2006. In addition to the impact of Stock Option Expense, as described above, in the first quarter of 2007, the Company incurred higher costs related 
to advancing new antibody candidates into preclinical development and higher development expenses for the VEGF Trap-Eye and IL-1 Trap, which 
were partly offset by lower development expenses for the VEGF Trap cancer program. 
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About Regeneron Pharmaceuticals 

Regeneron is a biopharmaceutical company that discovers, develops, and intends to commercialize therapeutic medicines for the treatment of 
serious medical conditions. Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye diseases, and 
inflammatory diseases, and has preclinical programs in other diseases and disorders. 

This news release discusses historical information and includes forward-looking statements about Regeneron and its products, programs, 
finances, and business, all of which involve a number ofrisks and uncertainties, such as risks associated with preclinical and clinical development 
of our drug candidates, determinations by regulatory and administrative governmental authorities which may delay or restrict our ability to 
continue to develop or commercialize our drug candidates, competing drugs that are superior to our product candidates, unanticipated expenses, 
the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any collaboration agreement, 
including our agreements with the sanofi-aventis Group and Bayer HealthCare, to be canceled or to terminate without any product success, risks 
associated with third party intellectual property, and other material risks. A more complete description of these and other material risks can be 
found in Regeneron's filings with the United States Securities and Exchange Commission (SEC), including its Form 10-K for the year ended 
December 31, 2006. Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a result of new 
information, future events, or otherwise unless required by law. 

Contacts: 
Investors: 
Charles Poole 
914.345.7640 
charles.poole@regeneron.com 

### 

Media: 
Lauren Tortorete 
212.845.5609 
ltortorete@biosector2.com 
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Accounts 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

Total assets 

Total liabilities and stockholders' equity 

March 31, December 31, 

$ 601,431 $ 585,090 

$ 601,431 $ 585,090 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 

(In thousands, except per share data) 

Technology licensing 

Interest expense 

Net loss before cumulative effect of a change in accounting principle 
Qµffilij~tN¢ ¢:l'f#(gf~ijtjptiil'g $tijt¢fu¢#fgflffi#tt@j@A¢¢i:@1ti:tig $tli@:laj\WW§ rnc,g ("$fA$ nn{'') 

Net loss 

Net loss 

For the three months 
ended March 31, 

(29,917) 

($29,917) 

($0.46) 

(21,193) 
813 

($20,380) 

($0.36) 
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UNITED STATES SECURITIES AND EXCHANGE COMMISSION 
Washington, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15(d) of the Securities and Exchange Act of 1934 

Date of Report (Date of earliest event reported): June 8, 2007 

REGENERON PHARMACEUTICALS, INC. 

New York 

(State or other jurisdiction of 
incorporation) 

(Exact name of registrant as specified in its charter) 

000-19034 

(Commission File Number) 

777 Old Saw Mill River Road, Tarrytown, New York 

(Address of principal executive offices) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

133444607 

(I.RS. Employer 
Identification Number) 

10591-6707 

(Zip Code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule l4a-l2 under the Exchange Act (17 CFR 240. l4a-12) 

□ Pre-commencement communications pursuant to Rule l4d-2(b) under the Exchange Act (17 CFR 240. l 4d-2(b )) 

□ Pre-commencement communications pursuant to Rule l3e-4( c) under the Exchange Act ( 17 CFR 240. l3e-4( c)) 
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Item 8.01 Other Events 

On June 8, 2007, Regeneron's President and Chief Executive Officer, Dr. Leonard Schleifer, is scheduled to present a briefreport on Regeneron's 
business at the company's Annual Meeting of Shareholders to be held at the Westchester Marriott Hotel, 670 White Plains Road, Tarrytown, 
New York. The overheads for this presentation are furnished as Exhibit 99(a) to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits 

(c) Exhibits 

99(a) Overheads for presentation at Regeneron's Annual Meeting of Shareholders to be held on June 8, 2007. 

Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Dated: June 8, 2007 

REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 
Stuart Kolinski 
Vice President and General Counsel 
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Exhibit Index 

Number Descri tion 

99(a) Overheads for presentation at Regeneron's Annual Meeting of Shareholders to be held on June 8, 2007. 
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Exhibit 99(a) 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

Washington, D.C. 20549 

FORM8-K 

CURRENT REPORT 
Pursuant to Section 13 or 15(d) of the Securities and Exchange Act of 1934 

Date of Report (Date of earliest event reported): October 1, 2007 

REGENERON PHARMACEUTICALS, INC. 

New York 

(State or other 
jurisdiction of 
incorporation) 

(Exact name of registrant as specified in its charter) 

000-19034 

(Commission File Number) 

777 Old Saw Mill River Road, Tarrytown, New York 

(Address of principal executive offices) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

133444607 

(I.RS. Employer 
Identification Number) 

10591-6707 

(Zip Code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240. l 4d-2(b )) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 8.01 Other Events 

On October 1, 2007, Regeneron issued a press release announcing positive results from the full analysis of the primary 12-week endpoint of a 
Phase 2 study evaluating the VEGF Trap-Eye in the neovascular form of age-related macular degeneration (wet AMD). A copy of this press 
release is attached as Exhibit 99(a) to this Form 8-K and is incorporated herein by reference. 

Item 9.01 Financial Statements and Exhibits 

( c) Exhibits 

99(a) Press Release dated October 1, 2007. 

Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Dated: October 1, 2007 

REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 
Stuart Kolinski 
Senior Vice President and General Counsel 
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Exhibit Index 

Number Descri tion 
99 (a) Press Release dated October 1, 2007. 
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FOR IMMEDIATE RELEASE 

Regeneron Announces Positive Primary Endpoint Results from a Phase 2 Study of VEGF Trap-Eye in 
Age-related Macular Degeneration 

Data presented at Retina Society Conference in Boston 

Tarrytown, NY (October 1, 2007)- Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) and development partner, Bayer HealthCare AG 

Exhibit 99(a) 

(NYSE:BA Y) ofLeverkusen, Germany, today announced positive results from the full analysis of the primary 12-week endpoint of a Phase 2 study 
evaluating the VEGF Trap-Eye in the neovascular form of age-related macular degeneration (wet AMD). The VEGF Trap-Eye met the primary study 
endpoint of a statistically significant reduction in retinal thickness, a measure of disease activity, after 12 weeks of treatment compared with 
baseline (all five dose groups combined, mean decrease of 119 microns, p<0.0001). The mean change from baseline in visual acuity, a key 
secondary endpoint of the study, also demonstrated statistically significant improvement (all groups combined, increase of 5.7 letters, p<0.0001). 
Preliminary analyses at 16 weeks showed that the VEGF Trap-Eye, dosed monthly, achieved a mean gain in visual acuity of 9.3 to 10 letters (for the 
0.5 and 2 mg dose groups, respectively). In additional exploratory analyses, the VEGF Trap-Eye, dosed monthly, reduced the proportion of patients 
with vision of 20/200 or worse (a generally accepted definition for legal blindness) from 14.3 percent at baseline to 1.6 percent at week 16; the 
proportion of patients with vision of 20/40 or better (part of the legal minimum requirement for an unrestricted driver's license in the U.S.) was 
likewise increased from 19.0 percent at baseline to 49.2 percent at 16 weeks. These findings were presented at the Retina Society Conference in 
Boston, MA. The data reported at the meeting are available on the Regeneron website (www.regeneron.com on the Events Page, under the 
Investor Relations heading). 

In this double-masked, prospective, randomized, multi-center Phase 2 trial, 157 patients were randomized to five groups and treated with the VEGF 
Trap-Eye in one eye. Two groups received monthly doses of 0.5 or 2.0 milligrams (mg) of VEGF Trap-Eye and three groups received quarterly 
doses of0.5, 2.0, or 4.0 mg of VEGF Trap-Eye (at baseline and week 12). Patients were monitored for safety, retinal thickness, and visual acuity. All 
five dose groups showed an improvement in retinal thickness and an increase in mean letters read versus baseline at all time points through week 
12. There were no drug-related ocular or systemic serious adverse events (SAE) reported. Treatment with the VEGF Trap-Eye was 
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generally well tolerated. The most common adverse events were those typically associated with intravitreal injections. 

Preliminary week 16 results showed that retinal thickness for all groups combined continued to improve with a mean decrease of 159 microns 
versus baseline (p<0.0001). The mean change from baseline in visual acuity also continued to improve (all groups combined, increase of 6.6 letters 
versus baseline, p<0.0001 ). Patients receiving monthly doses of the VEGF Trap-Eye, either 0. 5 or 2 mg, achieved mean decreases in retinal 
thickness of 160 and 183 microns, respectively, and mean improvements in visual acuity of 9.3 and 10 letters, respectively, at week 16. While 
quarterly dosing improved retinal thickness and visual acuity versus baseline at 12 and 16 weeks, the effect was not as robust as with monthly 
dosing. A single 2-mg dose maintained similar effect on visual acuity as 2 mg dosed monthly out to eight weeks (5.8 vs. 6.2 letters gained at 
8 weeks, respectively). The table below summarizes preliminary 16-week results for patients in each dosing arm of the study. 

"We are particularly encouraged by the decrease, following monthly treatment, in the proportion of patients with vision at the legally blind level of 
20/200 or worse, as well as the proportion of patients whose vision improved to 20/40 or better," said George D. Yancopoulos, M.D., Ph.D., 
President ofRegeneron Research Laboratories. "Our large Phase 3 program will help us determine the full impact of the VEGF Trap-Eye on visual 
acuity in these patient populations with significant unmet clinical needs." 

"These results reaffirm the decision to study both the 0.5 mg and 2 mg monthly doses in the Phase 3 program," stated Jeffrey Heier, M.D., a clinical 
ophthalmologist at Ophthalmic Consultants of Boston, a primary investigator in the Phase 2 study, and chair of the steering committee for the 
Phase 3 VIEW 1 trial. "The quarterly dosing arms seemed to sustain their effect on visual acuity out to eight weeks, providing the rationale for 
exploring an eight-week dosing schedule in the Phase 3 program. Further improvement in visual acuity and dosing convenience continue to 
represent major unmet medical needs in the treatment of wet AMD." 
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VEGF Trap 
Dose: 

Retinal tbidtnes:s: (mean decreas:e in microns:) at 16 wks: 
Visual letters at 16 wks 

% 

-At Week 16 

-At Baseline 

About the Phase 3 Program in Wet AMD 

0.5 mg 
q4wk 

(n=32} 

mo 
9.3 

44% 

19% 

2 mg 
q4wk 

(n=31} 
183 
10.0 

55% 

10% 

0.5 mg 2 mg 4 mg 
q12wk q12wk q12wk 
(n=32} (n=31} (n=31} 

135 101 :no 
5.6 4.3 3.9 

31% 36% 32% 

9% 7% 19% 

Regeneron and Bayer HealthCare AG initiated a Phase 3 global development program for the VEGF Trap-Eye in wet AMD in August of this year. 
In the first Phase 3 trial, the companies will evaluate the VEGF Trap-Eye using four- and eight-week dosing intervals in direct comparison with 
ranibizumab (Lucentis®, a registered trademark of Genentech, Inc.) administered every four weeks according to its label. The Phase 3 wet AMD 
study is currently being enrolled. The companies are collaborating on the global development of the VEGF Trap-Eye for the treatment of wet AMD, 
diabetic eye diseases, and other eye diseases and disorders. Bayer HealthCare will market the VEGF Trap-Eye outside the United States, where the 
companies will share equally in profits from any future sales of the VEGF Trap-Eye. Regeneron maintains exclusive rights in the United States. 
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About the VEGF Trap-Eye 
Vascular endothelial growth factor (VEGF) is a natnrally occurring protein in the body whose normal role is to trigger formation of new blood 
vessels (angiogenesis) to support the growth of the body's tissues and organs. It has also been associated with the abnormal growth and fragility 
of new blood vessels in the eye, which lead to the development of wet AMD. The VEGF Trap-Eye is a fully human, soluble VEGF receptor fusion 
protein that binds all forms ofVEGF-A along with the related placental growth factor (PlGF). The VEGF Trap-Eye is a specific and highly potent 
blocker of these growth factors. Blockade of VEGF, which can prevent abnormal blood vessel formation and vascular leak, has proven beneficial in 
the treatment of wet AMD and a VEGF inhibitor, ranibizumab, has been approved for treatment of patients with this condition. 

About Wet AMD 
Age-related macular degeneration (AMD) is a leading cause of acquired blindness. Macular degeneration is diagnosed as either dry 
(nonexudative) or wet ( exudative ). In wet AMD, new blood vessels grow beneath the retina and leak blood and fluid. This leakage causes 
disruption and dysfunction of the retina creating blind spots in central vision, and it can account for blindness in wet AMD patients. Wet AMD is 
the leading cause of blindness for people over the age of 65 in the U.S. and Europe. 

About Regeneron Pharmaceuticals 
Regeneron is a biopharmaceutical company that discovers, develops, and intends to commercialize therapeutic medicines for the treatment of 
serious medical conditions. Regeneron has therapeutic candidates for the potential treatment of cancer, eye diseases, and inflammatory diseases 
and has preclinical programs in other diseases and disorders. Additional information about Regeneron and recent news releases are available on 
Regeneron's worldwide web site at www.regeneron.com 

Forward Looking Statement - Regeneron 
This news release discusses historical information and includes forward-looking statements about Regeneron and its products, programs, 
finances, and business, all of which involve a number of risks and uncertainties, such as risks associated with preclinical and clinical development 
of our drug candidates, determinations by regulatory and administrative governmental authorities which may delay or restrict our ability to 
continue to develop or commercialize our drug candidates, competing drugs that are superior to our product candidates, unanticipated expenses, 
the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any collaboration agreement, 
including our agreements with the sanofi-aventis Group and Bayer HealthCare, to be canceled or to terminate without any product success, risks 
associated with third party intellectnal property, and other material risks. A more complete description of these and other material risks can be 
found in Regeneron's filings with the United States Securities and Exchange Commission (SEC), including its Form 10-Q for 
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the quarter ended June 30, 2007. Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a 
result of new information, future events, or otherwise unless required by law. 

Contact Information: 
Charles Poole 
Investor Relations 
914.345.7640 
charles.poole@regeneron.com 

### 

Laura Lindsay 
Corporate Communications 
914.345.7800 
laura.lindsay@regeneron.com 

Lauren Tortorete 
Media Relations 
212.845.5609 
ltortorete@biosector2.com 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): November 6, 2007 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 

(State or other jurisdiction of 
Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On November 6, 2007, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for the quarter 
ended September 30, 2007. The press release is being furnished to the Securities and Exchange Commission pursuant to Item 2.02 of Form 8-K and 
is attached as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release dated November 6, 2007. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the 
undersigned hereunto duly authorized. 

Date: November 6, 2007 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 
Name: Stuart Kolinski 
Title: Senior Vice President and General Counsel 
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Exhibit Index 

Number Description 

99.1 Press Release dated November 6, 2007. 
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Exhibit 99.1 

FOR IMMEDIATE RELEASE 

Regeneron Reports Third Quarter Financial and Operating Results 
Tarrytown, New York (November 6, 2007)- Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced financial and operating results 
for the third quarter of 2007. The Company reported a net loss of $35.8 million, or $0.54 per share (basic and diluted), for the third quarter of 2007 
compared with a net loss of $27.4 million, or $0.48 per share (basic and diluted), for the third quarter of 2006. The Company reported a net loss of 
$92.5 million, or $1.40 per share (basic and diluted), for the nine months ended September 30, 2007 compared with a net loss of $71.4 million, or $1.25 
per share (basic and diluted), for the same period in 2006. 

At September 30, 2007, cash, restricted cash, and marketable securities totaled $497.3 million compared with $522.9 million at December 31, 2006. In 
the first quarter of 2007, the Company entered into non-exclusive license agreements with AstraZeneca UK Limited and Astellas Pharma Inc. with 
respect to the Company's Veloclmmune® technology for generating human monoclonal antibody product candidates, as described below. In 
connection with these agreements, AstraZeneca and Astellas each made an up-front payment to the Company of$20.0 million in February and 
April 2007, respectively. In August 2007, the Company received a $20.0 million milestone payment from Bayer HealthCare LLC following dosing of 
the first patient in the Phase 3 study of the VEGF Trap-Eye in the neovascular form of age-related macular degeneration (wet AMD). 

The Company's $200.0 million of convertible notes, which bear interest at 5.5 percent per annum, mature in October 2008. 

Current Business Highlights 
Regeneron is currently focused on three late-stage clinical development programs: rilonacept (IL-1 Trap) in various inflannnatory indications, 
aflibercept (VEGF Trap) in oncology in collaboration with the sanofi-aventis Group, and the VEGF Trap-Eye in eye diseases in collaboration with 
Bayer HealthCare. The Company is also developing its pipeline of preclinical antibody candidates discovered utilizing its Veloclmmune 
technology. 

Regeneron achieved the following milestones in the third quarter of 2007: 

FDA acceptance of the BLA submission for rilonacept for CAPS. 
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Reported positive results from the Phase 2 trial for the VEGF Trap-Eye in wet AMD. 

Initiated a study in the Phase 3 program of the VEGF Trap-Eye in wet AMD. 

Received a milestone payment of $20.0 million from Bayer HealthCare upon initiation of the Phase 3 program in wet AMD. 

Initiated the Phase 3 oncology program for aflibercept (VEGF Trap) in combination with standard chemotherapy regimens. 

Completed enrollment of 200 patients in the Phase 2 single-agent aflibercept (VEGF Trap) study in advanced ovarian cancer. 

Reported positive results in an exploratory proof-of-concept trial of rilonacept in patients with gout. 

Initiated a Phase 2 safety and efficacy trial of rilonacept in gout patients. 

During the fourth quarter of 2007, Regeneron expects to achieve the following key milestones: 

Report extended safety results for rilonacept in CAPS patients at the American College ofRheumatology (ACR) Annual Meeting in 
November 2007. 

Initiate a clinical trial of rilonacept in a third indication. 

Complete preparatory work for initiating the second Phase 3 trial for the VEGF Trap-Eye in wet AMD. 

Initiate two additional trials in the Phase 3 oncology program for aflibercept (VEGF Trap) in combination with standard chemotherapy 
regimens. 

Initiate a clinical trial testing the Company's first human monoclonal antibody product candidate. 

Rilonacept - Inflammatory Diseases 
The Company announced in August that the FD A had granted priority review status to the BLA for rilonacept (IL-1 Trap) for the long-term 
treatment of Cryopyrin-Associated Periodic Syndromes (CAPS). CAPS is a group of rare inherited inflammatory conditions, including Familial Cold 
Autoinflammatory Syndrome and Muckle-Wells Syndrome. The FDA has previously granted Orphan Drug status and Fast Track designation to 
rilonacept for the treatment of CAPS. Rilonacept has also received Orphan Drug designation in the European Union for the treatment of CAPS. In 
November 2007, the Company announced that it received notification from the FD A that the action date for the FD A's priority review of the BLA 
for rilonacept had been extended three months to February 29, 2008. 

The Company reported positive results from an exploratory proof-of-concept study of rilonacept in ten patients with chronic active gout. In those 
patients, treatment with rilonacept demonstrated a statistically significant reduction in patient pain scores in the single-blind, placebo-controlled 
study. Mean patients' pain scores, the key symptom measure in persistent gout, were reduced 41 percent (p=0. 025) during the first two weeks of 
active treatment and reduced 56 percent (p<0.004) after six weeks of active treatment. In this study, in which safety was the primary endpoint 
measure, treatment with rilonacept 
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was generally well-tolerated. Regeneron has initiated a Phase 2 safety and efficacy trial of rilonacept in the prevention of gout flares induced by 
the initiation of uric acid-lowering drug therapy used to control the disease. 

Regeneron is evaluating the potential use ofrilonacept in other indications in which IL-1 may play a role. The Company plans to initiate an 
exploratory proof-of-concept study of rilonacept in the treatment of anemia associated with chronic inflammation before the end of 2007. 

Aflibercept (VEGF Trap) - Oncology 
In August 2007, Regeneron and sanofi-aventis announced the initiation of the first two Phase 3 trials that combine aflibercept with standard 
chemotherapy regimens. One trial will evaluate aflibercept in combination with docetaxel/prednisone in patients with 1st line metastatic androgen 
independent prostate cancer. The other trial will evaluate aflibercept in combination with docetaxel in patients with 2nd line metastatic non-small 
cell lung cancer. In both trials, aflibercept is being combined with the current standard of chemotherapy care for the stated development stage of 
the cancer type. 

The companies plan to initiate Phase 3 trials in colorectal cancer and pancreatic cancer this quarter. In addition, currently underway or scheduled 
to begin are more than 10 studies to be conducted in conjunction with the National Cancer Institute (NCI) Cancer Therapy Evaluation Program 
(CTEP) evaluating aflibercept as a single agent or in combination with chemotherapy regimens in a variety of cancer indications. 

VEGF Trap - Eye Diseases 
The VEGF Trap-Eye is a specially purified and formulated form of the VEGF Trap for use in intraocular applications. Regeneron and Bayer 
HealthCare initiated a Phase 3 global development program of the VEGF Trap-Eye in wet AMD in the third quarter of 2007. The first trial, known as 
VIEW 1 (yEGF Trap: !nvestigation of gfficacy and Safety in Wet age-related macular degeneration), is comparing the VEGF Trap-Eye and 
Genentech, Inc. 's Lucentis® (ranibizumab ), an anti-angiogenic agent approved for use in wet AMD. The trial is evaluating dosing intervals of four 
and eight weeks for the VEGF Trap-Eye, compared with ranibizumab dosed according to its label every four weeks. Regeneron and Bayer 
HealthCare plan to initiate a second Phase 3 trial in wet AMD in the first quarter of 2008. This second trial will be conducted primarily in the 
European Union and other parts of the world outside the U.S. 

This quarter, the companies announced positive results of the Phase 2 trial of the VEGF Trap-Eye in wet AMD. The VEGF Trap-Eye met the 
primary study endpoint of a statistically significant reduction in retinal thickness, a measure of disease activity, after 12 weeks of treatment 
compared with baseline (all five dose groups combined, mean decrease of 119 microns, p<0.0001). In additional exploratory analyses, the VEGF 
Trap-Eye, dosed monthly, reduced the proportion of patients with vision of 20/200 or worse (a generally accepted definition for legal blindness) 
from 14.3 percent at baseline to 1.6 percent at week 16; the proportion of patients with vision of 20/40 or better (part of the 
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legal minimum requirement for an unrestricted driver's license in the U.S.) was likewise increased from 19.0 percent at baseline to 49.2 percent at 
16 weeks. 

Regeneron and Bayer HealthCare are collaborating on the global development of the VEGF Trap-Eye for the treatment of wet AMD, diabetic eye 
diseases, and other eye diseases and disorders. Bayer HealthCare will market the VEGF Trap-Eye outside the United States, where the companies 
will share equally in profits from any future sales of the VEGF Trap-Eye. Regeneron maintains exclusive rights to the VEGF Trap-Eye in the United 
States. 

Monoclonal Antibodies 
Veloclmmune, Regeneron's novel technology for producing fully human monoclonal antibodies, is part of the Company's suite of proprietary, 
inter-related technology platforms that are designed to provide Regeneron with its next generation of therapeutic candidates. Regeneron plans to 
move its first new antibody product candidate into clinical trials this quarter. The Company plans to advance at least two additional antibody 
product candidates into human clinical trials each year, beginning in 2008. 

Earlier this year, Regeneron entered into non-exclusive license agreements with AstraZeneca and Astellas that will allow those companies to utilize 
Veloclmmune technology in their internal research programs to discover human monoclonal antibody product candidates. Each of those 
companies made a $20.0 million up-front, non-refundable payment and will make up to five additional annual payments of$20.0 million, subject to 
the ability to terminate the agreement after making the first three additional payments. Upon commercialization of any antibody products 
discovered utilizing Veloclmmune, the licensees will pay to Regeneron a mid-single-digit royalty on product sales. 
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Financial Results 
Revenue 
Regeneron's total revenue increased to $22.3 million in the third quarter of 2007 from $15.6 million in the same quarter of 2006 and to $60.3 million 
for the first nine months of 2007 from $53.1 million for the same period of 2006. Contract research and development revenue in the first nine months 
of 2007 and 2006 principally related to the Company's aflibercept collaboration with sanofi-aventis in cancer indications. Contract manufacturing 
revenue in 2006 related to Regeneron's long-term manufacturing agreement with Merck & Co., Inc., which expired in October 2006. Technology 
licensing revenue in the first nine months of 2007 related to the Company's license agreements with AstraZeneca and Astellas. 

Regeneron recognized contract research and development revenue of $9.2 million in the third quarter of 2007 and $34.5 million for the first nine 
months of 2007 related to the Company's collaboration with sanofi-aventis, compared with $10.0 million and $3 8. 7 million, respectively, for the 
same periods of 2006. Contract research and development revenue from the sanofi-aventis collaboration consisted of reimbursement of aflibercept 
development expenses plus recognition of amounts related to $105.0 million of previously received and deferred up-front, non-refundable 
payments. Reimbursement of expenses was $7.0 million in both the third quarter of 2007 and 2006. In the first nine months of 2007, reimbursement 
of expenses decreased to $27.8 million from $29.6 million in the same period of 2006, principally because costs related to the Company's 
manufacture of aflibercept clinical supplies were lower in 2007. With respect to the up-front payments from sanofi-aventis, $2.2 million was 
recognized in the third quarter of 2007 compared to $3.0 million in the same quarter of 2006, and $6.7 million was recognized in the first nine months 
of 2007 compared to $9.1 million in the same period of 2006. 

Sanofi-aventis also incurs aflibercept development expenses directly and these expenses are increasing because of the growing number of clinical 
trials sanofi-aventis is overseeing in the aflibercept oncology program. During the term of the collaboration, sanofi-aventis pays 100 percent of 
agreed-upon aflibercept development expenses incurred by both companies. Following commercialization of an aflibercept product by the 
collaboration, Regeneron, from its 50 percent share of aflibercept profits, will reimburse sanofi-aventis for 50 percent of aflibercept development 
expenses previously paid by sanofi-aventis. 

Contract research and development revenue also includes $2.2 million in the third quarter of 2007 and $4.5 million for the first nine months of 2007, 
compared to $0.1 million for the same periods of 2006, in connection with the Company's five-year grant from the National Institutes of Health 
(NIH), which was awarded to the Company in September 2006 as part of the NIH's Knockout Mouse Project. 

In connection with the Company's license agreements with AstraZeneca and Astellas, both of the $20.0 million non-refundable, up-front payments 
received in February and April 2007, respectively, were deferred and are being recognized as revenue ratably over 
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approximately the first year of each agreement. In the third quarter and for the first nine months of 2007, the Company recognized $10 .0 million and 
$18.4 million, respectively, of technology licensing revenue related to these agreements. 

Bayer HealthCare Collaboration 
In October 2006, the Company entered into a collaboration with Bayer HealthCare for the development and commercialization of the VEGF Trap
Eye outside the United States, and received a $75.0 million up-front, non-refundable payment. In 2007, agreed upon VEGF Trap-Eye development 
expenses incurred by both companies under a global development plan will be shared as follows: Up to the first $50.0 million will be shared 
equally; Regeneron is solely responsible for the next $40.0 million; over $90.0 million will be shared equally. Through September 30, 2007, 
reimbursements from Bayer HealthCare of our VEGF Trap-Eye development expenses totaled $12. 9 million. In addition, as described above, the 
Company received a $20.0 million milestone payment from Bayer HealthCare in August 2007. All payments received or receivable from Bayer 
HealthCare through September 30, 2007, totaling $107.9 million, have been fully deferred and included in deferred revenue for financial statement 
purposes. 

Expenses 
Total operating expenses for the third quarter of 2007 were $61.0 million, 39 percent higher than the same period in 2006, and $163.2 million for the 
first nine months of 2007, 28 percent higher than the same period in 2006. Operating expenses included non-cash compensation expense related to 
employee stock option awards (Stock Option Expense) of $7.0 million in the third quarter of 2007 and $20.5 million for the first nine months of 2007, 
compared with $4.7 million and $13.2 million, respectively, for the same periods of 2006. The increase in total Stock Option Expense in 2007 was 
primarily due to the higher fair market value of the Company's Common Stock on the date of annual employee option grants made by the Company 
in December 2006 in comparison to the fair market value of the Company's Common Stock on the dates of annual employee option grants made in 
recent prior years. 

Research and development (R&D) expenses increased to $51. 7 million in the third quarter of 2007 from $34.8 million in the comparable quarter of 
2006, and to $136.8 million for the first nine months of 2007 from $101.3 million for the same period of 2006. In addition to the impact of Stock Option 
Expense, as described above, in the first nine months of 2007, the Company incurred higher R&D costs primarily related to additional R&D 
headcount, clinical development costs for the VEGF Trap-Eye and rilonacept, and development costs for new antibody candidates. These were 
partly offset by lower development expenses incurred by Regeneron for the aflibercept cancer program. 

General and administrative (G&A) expenses increased to $9.3 million in the third quarter of 2007 from $6.0 million in the comparable quarter of 2006, 
and to $26.4 million in the first nine months of 2007 from $18.3 million in the same period of 2006. In addition to the impact of Stock Option Expense, 
as described above, in the first nine months of 2007, 
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the Company incurred higher G&A costs related to additional headcount and higher fees for various professional services. 

Other Income 
Investment income increased to $5. 8 million in the third quarter of 2007 from $3. 9 million in the comparable quarter of 2006, and to $19 .4 million for 
the first nine months of 2007 from $11. 0 million for the same period of 2006, resulting primarily from higher balances of cash and marketable 
securities due, in part, to the up-front payment received from Bayer HealthCare in October 2006, as described above, and the receipt of 
$174.6 million in net proceeds from the November 2006 public offering of7.6 million shares of the Company's Common Stock. 

About Regeneron Pharmaceuticals 
Regeneron is a biopharmaceutical company that discovers, develops, and intends to commercialize therapeutic medicines for the treatment of 
serious medical conditions. Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye diseases, and 
inflammatory diseases, and has preclinical programs in other diseases and disorders. 

This news release discusses historical information and includes forward-looking statements about Regeneron and its products, programs, finances, and business, all of 
which involve a number of risks and uncertainties, such as risks associated with preclinical and clinical development of our drug candidates, determinations by regulatory 
and administrative governmental authorities which may delay or restrict our ability to continue to develop or commercialize our drug candidates, competing drugs that 
are superior to our product candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and selling products, the potential 
for any collaboration agreement, including our agreements with the sanofi-aventis Group and Bayer HealthCare, to be canceled or to terminate without any product 
success, risks associated with third party intellectual property, and other material risks. A more complete description of these and other material risks can be found in 
Regeneron's filings with the United States Securities and Exchange Commission (SEC), including its Form 10-K for the year ended December 31, 2006 and Form 10-Q 
for the quarter ended June 30, 2007. Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a result of new 
information, future events, or otherwise unless required by law. 

Contacts Information: 
Charles Poole 

Investor Relations 
914.345.7640 

charles.poole@regeneron.com 

### 

Laura Lindsay 
Media Relations 
914.345.7800 
laura.lindsay@regeneron.com 

Kimberly Chen 
Media Relations 
212.845.5634 
kchen@biosector2.com 
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Accounts 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

Total assets 

Total liabilities and stockholders' equity 

September 30, December 31, 

$ 573,096 $ 585,090 

$ 573,096 $ 585,090 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 

(In thousands, except per share data) 

For the three months 
ended September 30, 

Technology licensing 

60,978 43,881 

Interest expense 

Net loss $ (35,838) $(27,410) 

Net loss before cumulative effect of a 

Net loss $ (0.54) $ (0.48) 

For the nine months 
ended September 30, 

163,214 127,270 

$ (92,529) $ (71,366) 

$ (1.40) $ (1.25) 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 5/2/2008 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORM 8-K 

CURRENT REPORT 
Pursuant to Section 13 or 15(d) of the 

Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): May 2, 2008 (May 1, 2008) 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 

(State or other jurisdiction of 
Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 

(Address of principal executive offices, including zip code) 

(914) 347-7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under 
any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On May 1, 2008, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for the 
quarter ended March 31, 2008. The press release is being furnished to the Securities and Exchange Commission pursuant to Item 2.02 
of Form 8-K and is attached as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

(d) Exhibits 

99.1 Press Release dated May 1, 2008. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its 
behalf by the undersigned hereunto duly authorized. 

Date: May 2, 2008 REGENERON PHARMACEUTICALS, INC. 

By: Isl Stuart Kolinski 
Name: Stuart Kolinski 
Title: Senior Vice President and General 

Counsel 
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Number 

99.1 
Description 

Press Release dated May 1, 2008. 

Exhibit Index 
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REGENER N 
Exhibit 99.1 

FOR IMMEDIATE RELEASE 

Regeneron Reports First Quarter 2008 Financial and Operating Results 

Tarrytown, New York (May 1, 2008) - Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced financial and operating 
results for the first quarter 2008. The Company reported a net loss of $11.6 million, or $0.15 per share (basic and diluted), for the first 
quarter of 2008 compared with a net loss of $29.9 million, or $0.46 per share (basic and diluted), for the first quarter of 2007. 

At March 31, 2008, cash, restricted cash, and marketable securities totaled $827.9 million compared with $846.3 million at 
December 31, 2007. The Company's $200.0 million of convertible notes, which bear interest at 5.5 percent per annum, mature in 
October 2008. 

Current Business Highlights 

ARCAL YST™ (rilonacept) - Inflammatory Diseases 

The Company announced in February 2008 that it had received marketing approval from the U.S. Food and Drug Administration 
(FDA) for ARCAL YST™ (rilonacept) Injection for Subcutaneous Use, an interleukin-1 blocker, for the treatment of Cryopyrin-Associated 
Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in 
adults and children 12 and older. ARCALYST is the only therapy approved for patients with CAPS, a group of rare, inherited, auto
inflammatory conditions characterized by life-long, recurrent symptoms of rash, fever/chills, joint pain, eye redness/pain, and fatigue. 
Intermittent, disruptive exacerbations or flares can be triggered at any time by exposure to cooling temperatures, stress, exercise, or 
other unknown stimuli. In late March 2008, ARCAL YST became available for prescription in the United States and the Company began 
making shipments of ARCAL YST to its distributors. ARCAL YST has also received Orphan Drug designation in the European Union for 
the treatment of CAPS. 

A Phase 2 safety and efficacy trial of ARCAL YST is underway in the prevention of gout flares induced by the initiation of uric acid
lowering drug therapy used to control gout. The Company is also evaluating the potential use of ARCAL YST in other indications in 
which interleukin-1 (IL-1) may play a role. 

Aflibercept (VEGF Trap) - Oncology 

In their collaboration to develop aflibercept for the treatment of cancer, Regeneron and sanofi-aventis currently are enrolling patients in 
four Phase 3 trials that combine aflibercept with standard chemotherapy regimens. One trial is evaluating aflibercept as 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5817



a 2nd line treatment for metastatic colorectal cancer in combination with folinic acid, 5-FU, and irinotecan. A second trial is evaluating 
aflibercept as a 1st line treatment for metastatic pancreatic cancer in combination with gemcitabine. A third trial is evaluating aflibercept 
as a 1st line treatment for metastatic androgen independent prostate cancer in combination with docetaxel/prednisone. The fourth trial 
is evaluating aflibercept as a 2nd line treatment for metastatic non-small cell lung cancer in combination with docetaxel. All four trials 
are studying the current standard of chemotherapy care for the cancer being studied with and without aflibercept. In addition, more than 
13 studies are being conducted in conjunction with the National Cancer Institute (NCI) Cancer Therapy Evaluation Program (CTEP) 
evaluating aflibercept as a single agent or in combination with chemotherapy regimens in a variety of cancer indications. 

VEGF Trap-Eye - Eye Diseases 

VEGF Trap-Eye is a specially purified and formulated form of the VEGF Trap for use in intraocular applications. Regeneron and Bayer 
HealthCare initiated a Phase 3 global development program of VEGF Trap-Eye in the neovascular form of Age-related Macular 
Degeneration (wet AMO) in the third quarter of 2007. The first trial, known as VIEW 1 (YEGF Trap: !nvestigation of ~fficacy and Safety 
in Wet age-related macular degeneration), is comparing VEGF Trap-Eye and ranibizumab (Lucentis®, a registered trademark of 
Genentech, Inc.), an anti-angiogenic agent approved for use in wet AMO. The trial is evaluating dosing intervals of four and eight weeks 
for VEGF Trap-Eye, compared with ranibizumab dosed every four weeks according to its label. Bayer HealthCare is initiating a second 
Phase 3 trial of VEGF Trap-Eye in wet AMO in the European Union and other parts of the world outside the U.S. 

In April 2008, Regeneron and Bayer HealthCare announced the 32-week endpoint results of a Phase 2 study evaluating VEGF Trap-Eye 
in wet AMO, which were presented at the 2008 Association for Research in Vision and Ophthalmology (ARVO) meeting in Fort 
Lauderdale, Florida. The analysis showed that VEGF Trap-Eye dosed on a PRN (as-needed) dosing schedule maintained the 
statistically significant gain in visual acuity achieved after an initial 12-week, fixed-dosing phase. 

Study results showed that across all dose groups in the study population the 6.6 mean letter gain in visual acuity achieved versus 
baseline at the week 16 evaluation visit, following 12 weeks of fixed dosing, was maintained out to week 32 (a 6.7 mean letter gain 
versus baseline; p< 0.0001) using a PRN dosing schedule (where dosing frequency was determined by the physician's assessment of 
pre-specified criteria). The decrease in retinal thickness, an anatomical measure of treatment effect, achieved with a fixed-dose 
schedule was also maintained for all dose groups combined at week 32 (a 137 micron mean decrease versus baseline, p<0.0001). 

Patients receiving monthly doses of VEGF Trap-Eye, either 0.5 or 2.0 mg, for 12 weeks followed by PRN dosing thereafter achieved 
mean improvements in visual acuity of 8.0 (p<0.01 versus baseline) and 10.1 letters (p<0.0001 versus baseline), respectively, and 
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mean decreases in retinal thickness of 141 (p<0.0001 versus baseline) and 162 microns (p<0.0001 versus baseline) at week 32, 
respectively. 

After the last fixed-dose administration at week 12, patients from all dose groups combined required, on average, only one additional 
injection over the following 20 weeks to maintain the visual acuity gain established during the fixed-dosing period. Notably, 55 percent of 
the patients who received 2.0 mg monthly for 12 weeks did not require any additional treatment throughout the next 20-week PRN 
dosing period. Moreover, 97 percent of the patients who received 2.0 mg monthly for 12 weeks did not require re-dosing at the week 16 
evaluation visit, indicating that an 8-week dosing schedule may be feasible. 

Regeneron and Bayer HealthCare are collaborating on the global development of VEGF Trap-Eye for the treatment of wet AMO, diabetic 
eye diseases, and other eye diseases and disorders. Bayer HealthCare will market VEGF Trap-Eye outside the United States, where 
the companies will share equally in profits from any future sales of VEGF Trap-Eye. Regeneron maintains exclusive rights to VEGF 
Trap-Eye in the United States. 

Monoclonal Antibodies 

Regeneron and sanofi-aventis are collaborating on the discovery, development, and commercialization of fully human monoclonal 
antibodies generated by Regeneron using its Veloc/mmune® technology. The first therapeutic antibody to enter clinical development 
under the collaboration is REGN88, an antibody to the interleukin-6 receptor (IL-6R) that is being evaluated in rheumatoid arthritis. A 
second antibody candidate, an antibody to Delta-like ligand-4 (D114), is slated to start clinical development in mid-2008. The Company 
and sanofi-aventis plan to advance two to three new antibodies into clinical development each year. 

Financial Results 

Revenue 

Regeneron's total revenue increased to $56.4 million in the first quarter of 2008 from $15.8 million in the same period of 2007. Contract 
research and development revenue in the first quarter of 2008 principally related to the Company's aflibercept and antibody 
collaborations with sanofi-aventis and the Company's VEGF Trap-Eye collaboration with Bayer HealthCare. In the first quarter of 2007, 
contract research and development revenue primarily related to the Company's aflibercept collaboration with sanofi-aventis. Technology 
licensing revenue related to the Company's license agreements with AstraZeneca and Astellas. 

Regeneron recognized contract research and development revenue of $13.8 million in the first quarter of 2008 related to the Company's 
aflibercept collaboration with sanofi-aventis, compared with $11.8 million in the same period of 2007. Contract research and 
development revenue from the collaboration consisted of reimbursement of aflibercept development expenses incurred by the Company 
plus recognition of amounts related to 
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$105.0 million of previously received and deferred non-refundable, up-front payments. Reimbursement of expenses increased to 
$11.7 million in the first quarter of 2008 from $9.6 million in the same period of 2007, principally due to higher costs related to the 
Company's manufacture of aflibercept clinical supplies and higher clinical development costs. With respect to the $105.0 million of up
front payments from sanofi-aventis, $2.1 million was recognized in the first quarter of 2008 compared to $2.2 million in the same period 
of 2007. 

Sanofi-aventis also incurs aflibercept development expenses directly and these expenses are increasing because of the growing 
number of clinical trials sanofi-aventis is overseeing in the oncology program. During the term of the aflibercept collaboration, sanofi
aventis pays 100 percent of agreed-upon aflibercept development expenses incurred by both companies. Following commercialization 
of an aflibercept product, Regeneron, from its 50 percent share of aflibercept profits, will reimburse sanofi-aventis for 50 percent of 
aflibercept development expenses previously paid by sanofi-aventis. 

Regeneron recognized contract research and development revenue of $21.9 million in the first quarter of 2008 related to the Company's 
antibody collaboration with sanofi-aventis. Contract research and development revenue from the antibody collaboration consisted of 
$15.1 million for reimbursement of the Company's expenses under the collaboration's discovery agreement, $4.2 million for 
reimbursement of the Company's REGN88 development expenses, and $2.6 million related to an $85.0 million non-refundable, up-front 
payment, which was deferred upon receipt in December 2007. 

In connection with the Company's VEGF Trap-Eye collaboration with Bayer HealthCare, the Company received a $75.0 million non
refundable, up-front payment in October 2006 and a $20.0 million milestone payment in August 2007. Through September 30, 2007 all 
payments received from Bayer HealthCare, including the up-front and milestone payments and cost-sharing reimbursements were fully 
deferred and included in deferred revenue. In the fourth quarter of 2007, the Company commenced recognizing previously deferred 
payments from Bayer HealthCare and cost sharing of the Company's VEGF Trap-Eye development expenses in the Company's 
Statement of Operations through a cumulative catch-up. The $75.0 million non-refundable, up-front license payment and $20.0 million 
milestone payment are being recognized as contract research and development revenue over the related estimated performance period. 
In periods when the Company recognizes VEGF Trap-Eye development expenses that it incurs under the collaboration, the Company 
also recognizes, as contract research and development revenue, the portion of those VEGF Trap-Eye development expenses that are 
reimbursable from Bayer HealthCare. In periods when Bayer HealthCare incurs agreed upon VEGF Trap-Eye development expenses 
that benefit the collaboration and Regeneron, the Company also recognizes, as additional research and development expense, the 
portion of Bayer HealthCare's VEGF Trap-Eye development expenses that the Company is obligated to reimburse. 
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In the first quarter of 2008, the Company recorded $9.0 million of contract research and development revenue from Bayer HealthCare, 
consisting of $3.3 million related to the $75.0 million up-front licensing payment and the $20.0 million milestone payment and 
$5.7 million related to the portion of the Company's first quarter 2008 VEGF Trap-Eye development expenses that is reimbursable from 
Bayer HealthCare. 

Regeneron has entered into non-exclusive license agreements with AstraZeneca and Astellas that allow those companies to utilize 
Veloc/mmune® technology in their internal research programs to discover human monoclonal antibodies. Each company made a 
$20.0 million up-front, non-refundable payment in 2007 and will make up to five additional annual payments of $20.0 million, subject to 
the ability to terminate their agreements after making three additional payments. Upon receipt, these payments are deferred and are 
recognized as revenue ratably over approximately the ensuing year of each agreement. Regeneron will also receive a mid-single-digit 
royalty on sales of any antibodies discovered utilizing Veloclmmune. In the first quarter of 2008 and 2007, the Company recognized 
$10.0 million and $2.1 million, respectively, of technology licensing revenue related to these agreements. 

ARCAL YST™ (rilonacept) Product Sales 

In late March 2008, the Company shipped $0.8 million of ARCALYST to its distributors, which was fully deferred at March 31, 2008 and 
classified as deferred revenue in the Company's financial statements. 

Expenses 

Total operating expenses for the first quarter of 2008 were $72.3 million, 46 percent higher than the same period in 2007. Our average 
headcount increased to 714 in the first quarter of 2008 from 585 in the same period of 2007 primarily as a result of our expanding 
research and development activities directed toward preclinical and clinical development of product candidates, including ARCAL YST™, 
aflibercept, VEGF Trap-Eye, and monoclonal antibodies (including REGN88 and the D114 antibody). 

Operating expenses included non-cash compensation expense related to employee stock option and restricted stock awards of 
$8.3 million and $6.6 million in the first quarters of 2008 and 2007, respectively. 

Research and development (R&D) expenses increased to $61.3 million in the first quarter of 2008 from $41.2 million in the comparable 
quarter of 2007. The Company incurred higher R&D costs primarily related to additional R&D headcount, clinical development costs for 
VEGF Trap-Eye and ARCAL YST, and costs related to manufacturing supplies of aflibercept, VEGF Trap-Eye, and the D114 antibody. 

Selling, general, and administrative expenses increased to $11.0 million in the first quarter of 2008 from $8.2 million in the comparable 
period of 2007. In the first quarter of 2008, the Company incurred costs associated with the launch of ARCAL YST. In addition, the 
Company incurred higher compensation expense and recruitment costs associated with expanding the Company's headcount, and 
higher legal fees related to general corporate matters. 
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Other Income 

Investment income increased to $7.3 million in the first quarter of 2008 from $6.7 million in the comparable quarter of 2007. The 
increase in investment income resulted primarily from higher balances of cash and marketable securities, due primarily to receipts from 
sanofi-aventis of $312.0 million for the purchase of 12 million shares of the Company's Common Stock in December 2007 and the 
$85.0 million up-front payment related to the antibody collaboration, partially offset by lower effective interest rates in 2008. 

About Regeneron Pharmaceuticals 

Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment 
of serious medical conditions. In addition to ARCAL YST™ (rilonacept) Injection for Subcutaneous Use, its first commercialized product, 
Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye diseases, and inflammatory diseases, 
and has preclinical programs in other diseases and disorders. Additional information about Regeneron and recent news releases are 
available on Regeneron's web site at www.regeneron.com 

This news release discusses historical information and includes forward-looking statements about Regeneron and its products, 
development programs, finances, and business, all of which involve a number of risks and uncertainties, such as risks associated with 
preclinical and clinical development of Regeneron's drug candidates, determinations by regulatory and administrative governmental 
authorities which may delay or restrict Regeneron's ability to continue to develop or commercialize its product and drug candidates, 
competing drugs that are superior to Regeneron's product and drug candidates, uncertainty of market acceptance of Regeneron's 
product and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and 
selling products, the potential for any collaboration agreement, including Regeneron's agreements with the sanofi-aventis Group and 
Bayer HealthCare, to be canceled or to terminate without any product success, risks associated with third party intellectual property, 
and other material risks. A more complete description of these and other material risks can be found in Regeneron's filings with the 
United States Securities and Exchange Commission (SEC), including its Form 10-K for the year ended December 31, 2007. Regeneron 
does not undertake any obligation to update publicly any forward-looking statement, whether as a result of new information, future 
events, or otherwise unless required by law. 

Contacts Information: 

Investor Relations 
914.345.7640 

invest@regeneron.com 

'#:II# 

Laura Lindsay 
Media Relations 
914.345.7800 
laura.lindsay@regeneron.com 

Kimberly Chen 
Media Relations 
212.845.5634 
kchen@biosector2.com 
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Accounts 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

and marketable securities 

net 

Total assets 

and accrued 

Notes 

Total liabilities and stockholders' equity 

March 31, 
2008 

$930,876 

$930,876 

December 31, 
2007 

$ 936,258 

$ 936,258 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 

(In thousands, except per share data) 

Contract research and 

Research and 

Other income 

Interest expense 

Net loss 

Weighted average shares outstanding, basic and diluted 

For the three months 
ended March 31, 

2008 2007 

56,383 15,788 

72,294 49,437 

$(11,618) $(29,917) 

78,493 65,563 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 11/4/2008 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORM 8-K 

CURRENT REPORT 
Pursuant to Section 13 or 15(d) of the 

Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): November 4, 2008 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 

(State or other jurisdiction of 
Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under 
any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On November 4, 2008, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for 
the quarter ended September 30, 2008. The press release is being furnished to the Securities and Exchange Commission pursuant to 
Item 2.02 of Form 8-K and is attached as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

(d) Exhibits 

99.1 Press Release dated November 4, 2008. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its 
behalf by the undersigned hereunto duly authorized. 

Date: November 4, 2008 REGENERON PHARMACEUTICALS, INC. 

By: Isl Stuart Kolinski 
Name: Stuart Kolinski 
Title: Senior Vice President and General 

Counsel 
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Press Release dated November 4, 2008. 
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REGENERON 
Exhibit 99.1 

For Immediate Release 

Press Release 

Regeneron Reports Third Quarter 2008 Financial and Operating Results 

Tarrytown, New York (November 4, 2008) - Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced financial and 
operating results for the third quarter of 2008. The Company reported a net loss of $21.1 million, or $0.27 per share (basic and diluted), 
for the third quarter of 2008 compared with a net loss of $35.8 million, or $0.54 per share (basic and diluted), for the third quarter of 
2007. The Company reported a net loss of $51.2 million, or $0.65 per share (basic and diluted), for the nine months ended 
September 30, 2008 compared with a net loss of $92.5 million, or $1.40 per share (basic and diluted), for the same period in 2007. 

At September 30, 2008, cash, restricted cash, and marketable securities totaled $692.9 million compared with $846.3 million at 
December 31, 2007. At September 30, 2008, $117.5 million of the Company's convertible senior subordinated notes remained 
outstanding. These notes were repaid in full upon their maturity in October 2008. 

Current Business Highlights 

ARCAL YST® (rilonacept) - Inflammatory Diseases 

In February 2008, the Company received marketing approval from the U.S. Food and Drug Administration (FDA) for ARCALYST® 
(rilonacept) Injection for Subcutaneous Use for the treatment of Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial 
Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 12 and older. In March 2008, 
ARCAL YST became available for prescription in the United States, and the Company began making shipments to our distributors and 
transitioning the patients who participated in the CAPS pivotal study from clinical study drug to commercial supplies. This transition 
has been mostly completed and the Company currently projects shipments of ARCAL YST to its distributors to total approximately 
$10 million in 2008. 

ARCALYST, an interleukin-1 (IL-1) blocker, is the only therapy approved in the United States for patients with CAPS, a group of rare, 
inherited, auto-inflammatory conditions characterized by life-long, recurrent symptoms of rash, fever/chills, joint pain, eye redness/pain, 
and fatigue. Intermittent, disruptive exacerbations or flares can be triggered at any time by exposure to cooling temperatures, stress, 
exercise, or other unknown stimuli. In July 2008, the Company submitted a Marketing Authorization Application (MAA) with the 
European Medicines Agency (EMEA) for ARCAL YST for the treatment of CAPS in the European Union. 
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In September 2008, the Company announced the results of a Phase 2 study which evaluated the efficacy and safety of ARCAL YST 
versus placebo in the prevention of gout flares induced by the initiation of uric acid-lowering drug therapy that is used to control gout. In 
this 83-patient, double-blind, placebo-controlled study, the mean number of flares per patient over the first 12 weeks of urate-lowering 
therapy was 0. 79 with placebo and 0.15 with rilonacept (p=0.0011), an 81 percent reduction. This was the primary endpoint of the 
study. All secondary endpoints also were met with statistical significance. Injection-site reaction was the most commonly reported 
adverse event with ARCALYST® (rilonacept) treatment and no serious drug-related adverse events were reported. 

Gout is characterized by high blood levels of uric acid, a bodily waste product normally excreted by the kidneys. The uric acid can form 
crystals in the joints of the toes, ankles, knees, wrists, fingers, and elbows. Chronic treatment with uric acid-lowering medicines, such 
as allopurinol, is prescribed to eliminate the uric acid crystals and prevent reformation. During the first months of allopurinol therapy 
while uric acid blood levels are being reduced, the break up of the uric acid crystals can result in stimulation of inflammatory mediators, 
including IL-1, resulting in acute flares of joint pain and inflammation. These painful flares generally persist for at least five days. 

The Company plans to initiate a Phase 3 clinical development program with ARCAL YST in the first half of 2009 for both the prevention 
of gout flares in patients initiating urate-lowering drug therapy and in acute gout. The Company is also planning to initiate clinical 
studies of ARCAL YST in other indications in which IL-1 may play a role. 

Aflibercept (VEGF Trap) - Oncology 

In their collaboration to develop aflibercept for the treatment of cancer, Regeneron and sanofi-aventis currently are enrolling patients in 
four Phase 3 trials that combine aflibercept with standard chemotherapy regimens. One trial is evaluating aflibercept as a 2nd line 
treatment for metastatic colorectal cancer (the VELOUR study) in combination with FOLFIRI (folinic acid (leucovorin), 5-fluorouracil, and 
irinotecan). A second trial is evaluating aflibercept as a 1st line treatment for metastatic pancreatic cancer in combination with 
gemcitabine (the VANILLA study). A third trial is evaluating aflibercept as a 1st line treatment for metastatic androgen-independent 
prostate cancer in combination with docetaxel/prednisone (the VENICE study). The fourth trial is evaluating aflibercept as a 2nd line 
treatment for metastatic non-small cell lung cancer in combination with docetaxel (the VITAL study). All four trials are studying the 
current standard of chemotherapy care for the cancer being studied with and without aflibercept. In addition, a Phase 2 study of 
aflibercept in 1st line metastatic colorectal cancer in combination with folinic acid (leucovorin), 5-fluorouracil, and oxaliplatin is expected 
to begin by the end of 2008. 

Aflibercept is also being studied in a Phase 2 single-agent study in advanced ovarian cancer (AOC) patients with symptomatic 
malignant ascites (SMA). This trial is more than 90 percent enrolled and patients continue to be enrolled in the study. 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5831



Multiple exploratory studies are being or will be conducted in conjunction with the National Cancer Institute (NCI) Cancer Therapy 
Evaluation Program (CTEP) evaluating aflibercept as a single agent or in combination with chemotherapy regimens in a variety of 
cancer indications. 

VEGF Trap-Eye - Eye Diseases 

VEGF Trap-Eye is a specially purified and formulated form of the VEGF Trap for use in intraocular applications. Regeneron and Bayer 
HealthCare are currently testing VEGF Trap-Eye in a Phase 3 program in patients with the neovascular form of Age-related Macular 
Degeneration (wet AMO). Regeneron and Bayer HealthCare are also developing VEGF Trap-Eye in diabetic macular edema (DME) and 
plan to initiate a Phase 2 study in patients with DME by early 2009. 

The Phase 3 trials in wet AMO, known as VIEW 1 and VIEW 2 (YEGF Trap: !nvestigation of s_fficacy and Safety in Wet age-related 
macular degeneration), are comparing VEGF Trap-Eye and ranibizumab (Lucentis®, a registered trademark of Genentech, Inc.), an 
anti-angiogenic agent approved for use in wet AMO. VIEW 1 is being conducted in North America and VIEW 2 is being conducted in 
Europe, Asia Pacific, Japan and Latin America. The VIEW 1 and VIEW 2 trials are both evaluating dosing intervals of four and eight 
weeks for VEGF Trap-Eye compared with ranibizumab dosed according to its U.S. label every four weeks over the first year. As needed 
dosing (PRN) with both agents will be evaluated in the second year of the studies. 

In September 2008, Regeneron and Bayer HealthCare announced the final 52-week endpoint results of a Phase 2 study evaluating 
VEGF Trap-Eye in wet AMO, which were presented at the 2008 Retina Society meeting in Scottsdale, Arizona. In this double-masked 
Phase 2 trial, patients were initially treated with either fixed monthly or quarterly dosing for 12 weeks and then continued to receive 
treatment for another 40 weeks on a PRN dosing schedule. Patients receiving monthly doses of VEGF Trap-Eye of either 2.0 or 0.5 
milligrams (mg) for 12 weeks followed by PRN dosing achieved mean improvements in visual acuity versus baseline of 9.0 letters 
(p<0.0001 versus baseline) and 5.4 letters (p<0.085 versus baseline), respectively, at the end of one year. Patients receiving monthly 
doses of VEGF Trap-Eye of either 2.0 or 0.5 mg for 12 weeks followed by PRN dosing also achieved mean decreases in retinal 
thickness versus baseline of 143 microns (p<0.0001 versus baseline) and 125 microns (p<0.0001 versus baseline) at week 52, 
respectively. 

During the week 12 to week 52 PRN dosing period, patients initially dosed on a 2.0 mg monthly schedule received, on average, only 
1.6 additional injections and those initially dosed on a 0.5 mg monthly schedule received, on average, 2.5 injections. While PRN dosing 
following a fixed quarterly dosing regimen (with dosing at baseline and week 12) also yielded improvements in visual acuity and retinal 
thickness versus baseline at week 52, the results generally were not as robust as those obtained with initial fixed monthly dosing. 

VEGF Trap-Eye was generally well tolerated in this Phase 2 study and there were no reported drug-related serious adverse events. 
There was one reported case of culture-negative endophthalmitis/uveitis in the study eye, which was deemed not to be drug-related. 
The most commonly reported adverse events were those typically associated with intravitreal injections. 
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Monoclonal Antibodies 

Regeneron and sanofi-aventis are collaborating on the discovery, development, and commercialization of fully human monoclonal 
antibodies generated by Regeneron using its Veloc/mmune® technology. The first therapeutic antibody to enter clinical development 
under the collaboration is REGN88, an antibody to the interleukin-6 receptor (IL-6R) that is being evaluated in rheumatoid arthritis. The 
Company plans to file lnvestigational New Drug Applications (INDs) for an antibody to Delta-like ligand-4 (D1I4) by the end of 2008 and 
one additional antibody product candidate shortly thereafter. The Company and sanofi-aventis plan to advance an average of two to 
three new antibodies into clinical development each year. 

In August 2008, the Company entered into a separate agreement with sanofi-aventis to use its VelociGene® technology platform to 
supply sanofi-aventis with genetically modified mammalian models of gene function and disease. Sanofi-aventis will pay the Company a 
minimum of $21.5 million for the term of the agreement, which extends through December 2012, for knock-out and transgenic models of 
gene function for target genes identified by sanofi-aventis. Sanofi-aventis will use these models for its internal research programs, 
outside of the scope of the antibody collaboration between the Company and sanofi-aventis. 

In September 2008, the Company entered into an agreement under the Company's Academic Ve/oc/mmune®lnvestigators Program 
(Academic VIP) that will provide researchers at Columbia University Medical Center with access to the Veloc/mmune technology 
platform. Under the agreement, scientists at Columbia will use Veloc/mmune mice to generate antibodies against their research targets 
and will conduct research to discover potential human therapeutics based on the antibodies. The Company has an exclusive option to 
license the antibodies for development and commercialization as therapeutic or diagnostic products. 

Financial Results 

Revenues 

Total revenues increased to $65.6 million in the third quarter of 2008 from $22.3 million in the comparable quarter of 2007, and to 
$182.6 million in the first nine months of 2008 from $60.3 million in the same period in 2007. The Company's revenue was comprised of 
contract research and development revenue, technology licensing revenue, and net product sales. 

Contract Research and Development Revenue 

Contract research and development revenue relates primarily to the Company's aflibercept and antibody collaborations with sanofi
aventis and the Company's VEGF Trap-Eye collaboration with Bayer HealthCare. Contract research and development revenue for the 
three and nine months ended September 30, 2008 and 2007, consisted of the following: 

Three months ended Nine months ended 
September 30, September 30, 

2008 2007 2008 2007 

Sanofi-aventis $ 42.0 $ 9.2 $ 116.3 $ 34.5 

Other 1.9 3.1 5.4 7.4 
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For the three and nine months ended September 30, 2008, contract research and development revenue from sanofi-aventis consisted of 
the following: 

reimbursement 

Three months ended 
September 30, 

Nine months ended 
September 30, 

Total aflibercept 9.4 9.2 35.5 34.5 

reimbursement 29.5 72.4 

Other 0.5 0.5 

Total sanofi-aventis contract research & development revenue $ 42.0 $ 9.2 $ 116.3 $ 34.5 

Contract research and development revenue from sanofi-aventis included recognition of revenue related to non-refundable, up-front 
payments of $105.0 million related to the aflibercept collaboration and $85.0 million related to the antibody collaboration. 

In connection with the aflibercept collaboration, sanofi-aventis also incurs aflibercept development expenses directly and these 
expenses have increased in 2008 because of the four Phase 3 clinical trials that sanofi-aventis is overseeing in the oncology program 
that commenced in the third and fourth quarters of 2007. During the term of the aflibercept collaboration, sanofi-aventis pays 
100 percent of agreed-upon aflibercept development expenses incurred by both companies. Following commercialization of an 
aflibercept product, Regeneron, from its 50 percent share of aflibercept profits, will reimburse sanofi-aventis for 50 percent of aflibercept 
development expenses previously paid by sanofi-aventis. 

For the three and nine months ended September 30, 2008, contract research and development revenue from Bayer HealthCare 
consisted of the following: 

Recognition of deferred revenue related to up-front and milestone payments 

Three months 
ended 

3.3 9.9 

In connection with the Company's VEGF Trap-Eye collaboration with Bayer HealthCare, the Company received a $75.0 million non
refundable, up-front payment in October 2006 and a $20.0 million milestone payment in August 2007. Through September 30, 2007 all 
payments received from Bayer HealthCare, including the up-front and milestone payments and cost-sharing reimbursements, were fully 
deferred and included in deferred revenue. In the fourth quarter of 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 5834



2007, the Company commenced recognizing previously deferred payments from Bayer HealthCare and cost sharing of the Company's 
VEGF Trap-Eye development expenses in the Company's Statement of Operations through a cumulative catch-up. The $75.0 million 
non-refundable, up-front license payment and $20.0 million milestone payment are being recognized as contract research and 
development revenue over the related estimated performance period. In periods when the Company recognizes VEGF Trap-Eye 
development expenses that it incurs under the collaboration, the Company also recognizes, as contract research and development 
revenue, the portion of those VEGF Trap-Eye development expenses that is reimbursable from Bayer HealthCare. In periods when 
Bayer HealthCare incurs agreed upon VEGF Trap-Eye development expenses that benefit the collaboration and Regeneron, the 
Company also recognizes, as additional research and development expense, the portion of Bayer HealthCare's VEGF Trap-Eye 
development expenses that the Company is obligated to reimburse. 

Technology Licensing Revenue 

Regeneron has entered into non-exclusive license agreements with AstraZeneca and Astellas that allow those companies to utilize 
Veloclmmune® technology in their internal research programs to discover human monoclonal antibodies. Each company made a 
$20.0 million up-front, non-refundable payment in 2007 and agreed to make up to five additional annual payments of $20.0 million, 
subject to the ability to terminate their agreements after making three additional payments. Upon receipt, these payments are deferred 
and are recognized as revenue ratably over approximately the ensuing year of each agreement. Regeneron will also receive a mid
single-digit royalty on sales of any antibodies discovered utilizing Veloclmmune. 

Net Product Sales 

In March 2008, the Company commenced shipping ARCAL YST® (rilonacept) to its distributors. In the third quarter of 2008, the 
Company began recognizing product sales revenue for ARCAL YST and recorded $2.7 million of product sales, net of related discounts, 
rebates, and distributor fees. At September 30, 2008, $3.8 million of ARCALYST net product sales was included in deferred revenue in 
the Company's financial statements. 

Expenses 

Total operating expenses for the third quarter of 2008 were $85.5 million, 40 percent higher than the same period in 2007, and 
$237.9 million for the first nine months of 2008, 46 percent higher than the same period in 2007. Average headcount increased to 851 in 
the third quarter of 2008 from 639 in the same period of 2007 and increased to 778 for the first nine months of 2008 from 614 in the 
same period of 2007, due primarily to the Company's expanding research and development activities principally in connection with the 
Company's antibody collaboration with sanofi-aventis. 

Operating expenses included non-cash compensation expense related to employee stock option and restricted stock awards of 
$8.2 million in the third quarter of 2008 and $24.7 million for the first nine months of 2008, compared with $7.0 million and $20.5 million, 
respectively, for the same periods of 2007. 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5835



Research and development (R&D) expenses increased to $73.8 million in the third quarter of 2008 from $51.7 million in the comparable 
quarter of 2007, and to $201.7 million in the first nine months of 2008 from $136.8 million in the same period of 2007. The Company 
incurred higher R&D costs primarily related to additional R&D headcount, clinical development costs for VEGF Trap-Eye, ARCAL YST, 
and REGN88, costs related to manufacturing supplies of VEGF Trap-Eye and monoclonal antibodies (including REGN88), and 
facilities-related costs to support the Company's expanded research and development activities. Also, as described above, 
commencing in the fourth quarter of 2007, the Company began recognizing as additional R&D expense the portion of Bayer 
HealthCare's VEGF Trap-Eye development expenses that the Company is obligated to reimburse. 

Selling, general, and administrative (SG&A) expenses increased to $11.4 million in the third quarter of 2008 from $9.3 million in the 
comparable quarter of 2007, and to $35.9 million in the first nine months of 2008 from $26.4 million in the same period of 2007. In the 
first nine months of 2008, the Company incurred SG&A costs associated with the launch of ARCALYST® (rilonacept). In addition, the 
Company incurred higher compensation expense and recruitment costs associated with expanding the Company's SG&A headcount, 
higher professional fees related to various general corporate matters, and higher SG&A facility-related costs. 

Other Income and Expense 

Investment income decreased to $3.7 million in the third quarter of 2008 from $5.8 million in the comparable quarter of 2007 and to 
$15.5 million in the first nine months of 2008 compared to $19.4 million in the first nine months of 2007 due primarily to lower yields on 
the Company's cash and marketable securities. 

During the first nine months of 2008, the Company repurchased $82.5 million in principal amount of its 5.5 percent Convertible Senior 
Subordinated Notes. In connection with the repurchased notes, the Company recognized a $0.9 million loss on early extinguishment of 
debt. The remaining $117.5 million of these notes were repaid in full upon their maturity in October 2008. 

Income Tax Expense 

In the third quarter of 2008, the Company incurred and paid income tax expense, consisting primarily of alternative minimum tax, of 
$3.1 million, which resulted from the utilization of certain net operating loss carry-forwards for tax purposes that would otherwise have 
expired over the next several years. 

About Regeneron Pharmaceuticals 

Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment 
of serious medical conditions. In addition to ARCAL YST® (rilonacept) Injection for Subcutaneous Use, its first commercialized product, 
Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye diseases, and inflammatory diseases, 
and has preclinical programs in other diseases and disorders. Additional information about Regeneron and recent news releases are 
available on Regeneron's web site at www.regeneron.com 
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This news release discusses historical information and includes forward-looking statements about Regeneron and its products, 
development programs, finances, and business, all of which involve a number of risks and uncertainties, such as risks associated with 
preclinical and clinical development of Regeneron's drug candidates, determinations by regulatory and administrative governmental 
authorities which may delay or restrict Regeneron's ability to continue to develop or commercialize its product and drug candidates, 
competing drugs that are superior to Regeneron's product and drug candidates, uncertainty of market acceptance of Regeneron's 
product and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and 
selling products, the potential for any collaboration agreement, including Regeneron's agreements with the sanofi-aventis Group and 
Bayer HealthCare, to be canceled or to terminate without any product success, risks associated with third party intellectual property, 
and other material risks. A more complete description of these and other material risks can be found in Regeneron's filings with the 
United States Securities and Exchange Commission (SEC), including its Form 10-K for the year ended December 31, 2007 and Form 
10-Q for the quarter ended June 30, 2008. Regeneron does not undertake any obligation to update publicly any forward-looking 
statement, whether as a result of new information, future events, or otherwise unless required by law. 

Contacts Information: 

Investor Relations 
914.345.7640 

invest@regeneron.com 

'#:II# 

Laura Lindsay 
Media Relations 
914.345.7800 
laura.lindsay@regeneron.com 

Kelly Hershkowitz 
Media Relations 
212.845.5624 
khershkowitz@biosector2.com 
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Accounts 

REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

and marketable securities 

net 

Total assets 

and accrued 

Notes 

Total liabilities and stockholders' equity 

September 30, December 31, 
2008 2007 

$ 825,891 $ 936,258 

$ 825,891 $ 936,258 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 

(In thousands, except per share data) 

Contract research and 

Net product sales 

Other income 

Interest 

Income tax expense 

Net loss per share amounts, basic and diluted 

For the three months 
ended September 30, 
2008 2007 

85,515 60,978 

1,895 2,829 

3,079 

$ (0.27) $ (0.54) 

For the nine months 
ended September 30, 
2008 2007 

237,851 163,214 

7,118 10,391 

3,079 

$ (0.65) $ (1.40) 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

Washington, D.C. 20549 

FORM8-K 

CURRENT REPORT 

Pursuant to Section 13 or 15(d) of the Securities and Exchange Act of 1934 

Date of Report (Date of earliest event reported): January 9, 2009 

REGENERON PHARMACEUTICALS, INC. 

New York 

(State or other jurisdiction of 
incorporation) 

(Exact name of registrant as specified in its charter) 

000-19034 

(Commission File Number) 

777 Old Saw Mill River Road, Tarrytown, New York 

(Address of principal executive offices) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

13-3444607 

(I.RS. Employer 
Identification Number) 

10591-6707 

(Zip Code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240. l 4d-2(b )) 

□ Pre-commencement communications pursuant to Rule 13e-4( c) under the Exchange Act ( 17 CFR 240.13e-4( c)) 
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Item 7.01 Regulation FD Disclosure 

Attached as Exhibit 99(a) are slides that Regeneron Pharmaceuticals, Inc. intends to use in conjunction with meetings with investors at 
the J.P. Morgan 27th Annual Healthcare Conference in San Francisco on January 12-15, 2009. 

Item 9.01 Financial Statements and Exhibits 

( c) Exhibits 

99(a) Slides that Regeneron Pharmaceuticals, Inc. intends to use in conjunction with meetings with investors at the J.P. Morgan 27th 
Annual Healthcare Conference in San Francisco on January 12-15, 2009. 
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Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Dated: January 9, 2009 

REGENERON PHARMACEUTICALS, INC. 

By: /s/ Stuart Kolinski 
Stuart Kolinski 
Senior Vice President and General Counsel 
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Exhibit Index 

Number Descri tion 

99(a) Slides that Regeneron Pharmaceuticals, Inc. intends to use in conjunction with meetings with investors at the J.P. Morgan 27th Annual 
Healthcare Conference in San Francisco on January 12-15, 2009. 
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i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!mtiiiiiLii;:-:-:-:-:-.:-.:-.:-.:-.:-.:-.:-.:-.:-.:-.~------------------------~ 

lxcept for historical information, the matters contained in Ulis presentation 
may constitute fo=rwanMooidng statements that involve risks and 

t gpcertainties, including uncertainties related to product development and 
I plipical trials, unforeseen safety issues resulting from the administration of 
products in patients, uncertainties .related to the need for regurato,ry and 
ptber government approvahi, risks related to third party patents and 
proprietary technology~ the need for additkmal capitalt uncertainty of market 
lpteptance of Regeneron~s product can=cHdatesf the receipt of future 
~yments, the continuation of businees partnershipst and additional r1sks 
lttailed from time to time in Regeneron*s fiUngs with the Securities and 
~change Commission (SEC}. Please refer to Regeneronts recent Forms 
10..K, 10 .. QJ and S..K for additional information on the tntc.ertainties and risk 

••••••••••••••••••••••••••••••••••••••••••••••~ related to our business. lecause forwartMooking statements involve dsks and uncertainth?st actual 
1,sults may differ materially from current results expected by Re,generon. 
Rf.i.Seneron is providing this informatkm as of the original date of this 
,..aentation and expressly disclaims any duty to update any information 
qontained in these materials. 
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iti&CAL YST® (rilonacept) marketed for treatment of orphan 

iiiiiiiiiiiiiil1!111ii11iillill:~n::::?n~;:~n~c~::)hase 3 trials by mld-2009 
••· ]~.•.•.•.•.•.•.•.·.•.•·•.>.o.·.. ncol.ogy.. •-. Sympto.matic maHgn.ant ascites data in mid~2009; ? 4 Phase 3 programs enroning patients 

·······••1••·····;~:t~~~~~j;; ;~8r,~K~~m~~a~efnA88t.~~~i:ridto complete 
~ Inflammatory Disease - Phase 3 program in gout to begin 1009 

•·•·•t.•·•t.•.•.i• 1· ® A· t·b d p• .ur ,~·i,oc mmune .· n I . o . y . 1i1t,orm 
J ,w /One Phase i trial in rheumatoid arthritis plus 2 INOs filed December 2008 

!i!i!i!i!i!i!i!i!i!i!i!i!i!!I, .::rF!:a:;~~::;;i: per year 

/ f 2008 year..:end eash and seerniUes of -$528MM; no debt 
~ ~f~~c!~~funding from oollaboratkms with sanofl-aventis and Bayer 

~ 
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Investment Leverage 
Estimated R&D Spend on Regeneron Programs ($MM) 

(Re,ganeron Spend + Coiiaboration Spend) 

t.003 
Rf3g&f!Qf01"1 

Cash Burn 
{ij:it:, F~i:~9) 

~ 
R&OSffflnd 

AfUbercept 100% funded by sanofi-aventls* 
Antibody Discovery: $75MM in 2008 and $100MM/year in 
2009-+ 12 funded by sanofl"'aventis 
Antibody Development 100% funded by sanofi-aventis~ 
VEGF Trap .. Eye: 50% funded by Bayer HealthCare* 

~ 
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::.lR,CAL YST® (rilonacept) 
l,pproved and launched in 2008 
Q .odtCALYS-P (rilonacept) is the only therapy approved for 

lrttatment of Cryopyrin--Associated Periodic Syndromes 
< <lt:APS) 

····························································•·••••••~ Rare~ inherited* auto-inflammatory diseases • Fammal Cold Auto,,.inflammatory Syndrome {FCAS) 
- Muckle~Wells Syndrome {MWS) 

· ••~ Approved for adults and children age 12 and older 
... FuH prescribing information available at regeneron.oom 

taatients with CAPS experience ongoing lifelong symptoms 

r Intermittent$ debilitating exacerbations or flares can be triggered 
at any time by e.xposure to cooling temperatures 

n .. Symptoms include rash., fever/chms, joint pain, eye 
redness/pain and fatigue 

· ••-- Patients often adopt a compromised Ufesfyle 

!008 shipments -$11MM; 2009 estimate -$20-24MM ~ 
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lonacept in Gout 

1 % of US population suffers from gout - one of the most painful 
rheumatic diseases 
> 750 000· f'W"'t•.,., · .ati nb;, .·*"'.3,4. · n. no• • rin · i · ,.,.:l. ear t · l w""'r . , . . t:1 ... ui p ... e ·""" £fo.,n. o . a .. pu ... o ea\.,l* y. . . o o .. <.> 

uric acid Jevets: during first months of therapy many experience 
at.'1Jte flares of joint pain and inflammation 

1.AMM people treated for acute gout attacks each year-20% in 
hospital Effs 

2 trial completed in prevention of aUopurinol°"' 
•• , .... 1_. . ..,,'!l.,·M gout flares 

Met primary and seconda:ry endpoints 

No serious drug,.,retated adverse ev:ents 

~~ 
...... ·. 

. . .. . - ,· . 
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~~~ 2 Primary Endpoint: Mean Number of 
Flares per Patient through Week 12 

(t79 

p=0.0011 

(t15 

RHonacept (n=41) 

~N 
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, __ .,._ 2 Proporti>on of Patients with a Gout 
through Week 12 

45.2% 

9 of42 
· · > 1 flare 

Placebo (n=42) 

14.6% 

Oof41 
> 1 ffaro 

RHonaeept (n=41) 

~ 
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3 RHonacept Program in Gout 
flares induced by urate .. lowering drugs 

Two studies: rilonacept vs .. placebo 

gout 

rilonacept vs .. NSAIDs vs. NSAIDs plus rilonacept 

study 

to start 1 QD9 

~ 
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ibercept (VEGF Trap) 
3 Onco ram 

studies approximately 1/3 enrolled 
study monitored by Independent Data Monitoring 

-Y:SlOUR study: 2~~ Une metastatic 
dolo,f$Ctat cancer 
(+ foUnic acid~ S..FU & Mnotecan) 

JANIU . .A study: pt Une metastatic 
pancreatic cancer {+ gemcitabine) 

VITAL $tudy; 2nd Um; m::in~smaf I ceH lung 
pancer (+ Taxotere®) 

-VENICE study: 1$,1 line metastatic hormone 
~•iitant prootate cancer {+ Taxotenfi) 

1200 2010 

:2010 

2010 

1240 :2011 

~ 
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·· .. »'r.:.~-. • ry·.·., ·.,,"':·.:: 
-::::::~::::.:~.:.:~~-;-:-~\'.::: .· .. · .. : ... : ... :, ; ... , .. ·.: .. / :~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:\:::::::::::::::::=:=:·>:·:·:::~,. ·• •.•. ----~ """""""--I 

a Symptomatic Malignant Ascites (SMA) in Advanced Ovarian 

•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•·•ll·ancer ·(AOC) 
•••••••••••••••••••••••••••••••••••••••••••••••••••••• ,; Condition in which fluid containing cancer ceUs collects in the 

··· abdomen 

- Treated by paracentesis - procedure in which fluid is directly 
w ·········· drained from the abdomen 

Q'.; Randomized, placebo-controlled study 

. / : =~ :::: mid-2009 
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'"""n"""· target enroUment reached 
Data expected mid-2009 

3 studies approximately 11'3 enrolled 
Initial data expected 2010 

Colorectal cancer Phase 2 study: First Une treatment 
with FOLFOX6+/M aflibercept recruiting patients 

1600 patients treated with aflibercept in clinical trials 

~ 
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.... JIEGF Trap-Eye -
lhe O · ortunit 

artnecrnd 
wUh 

rHea!thC 
;.;.;.;.;.;.;.;.;.;.;.:.;.;.;.;.;.;.;.;.;.;.;.;.;.;.: ... H'~-..,-..,-..,-..,-..,-.,,,,,..,_ .. 

• r i . Potential differentiation relative to standard of care

0

~ 

explored in patients with neovascular form of age,..related 
macular degeneration (wet AMO) 

• • · Possible visual acuity gains 
>• Possible less frequent dosing with similar gain in vision 

- Potential maintenance of visual acuity gain with as-needed 
.·.· dosing 

.................... }Development Program 
J • Phase 2 study in wet AMD completed 
r • Two Phase 3 studies in wet AMO enromng patients 

• Phase 2 study in diabetic macular edema (DME) initiated 
w ········· · in 4008 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 5862



bizumab Findings in Wet AMD 

0,~1 mg 
(HJ mg 

0,3mg 
{t5 m-g 

.:,Au,.'-l'" Phase lb 
monthly doses followml by PRN dos:ing 

tl3mg 
0,5mg 

Phase 3b 

12»Month Change in Visual 
Acuity vs. Bas'tlline (L8tters) 

+8-5 
+11,3 

+6,5 
+72 

12«M:Onth Change in Vfsual 
Agytty",\'}l~J;iili@lln@Jktlttrtl 

+{L5 
+2.3 

monthly doses follo\ved by quarterly dosing 

0.,3mg 
0,5mg ~ 
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2: Phase 2 Study Design 
Weeks 

0 4 8 12 16 

q4 wks VEGF Trap-Eye pm ._... ••• 1 year 

q12 wks VEGF Trap~Eye 11111111111111111 pm ·-+- , .. 1 year 

.2 wf<s VEGF Trap,.Eye 

2 wks VEGF Trap-Eye 

I I I I pm _... ••• 1year 

pm -+- ... 1 year 

pm ._.. ... 1 year 

Primary Md ~ruiary Endpoints 

~ 
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!!!!!!!!!!!!!!1l!!!!!~l~~uraging 52-Week Phase 2 Results ~suits 

111111111111111·1111·1li~Ir.~2~.~l!! .... !.!LW~t Ai'Y!,Q ... ,......................... ,==~-: 
.l!!!!!!!!!ll l~~~nt improvemen~ in ~6Ual acuity and retinal ~ 
1
1

!!!!!!!!11 ilC~a:::~hg:~: ::o mg q4 week dose ai 52 weeks 

;<< lfir W'ffk 121 patients from an dose groups, on average, 
1::1Qgired only two additional injections over the following 40 .. 
1111( PRN (as~needed) dosing phase 

i it1atment through week 48 associated with reduction in size 
J Qffi@11.oroidal neovascutar membrane (CNV), the lesion known 

!il!l!i!liliil !I?;';::::::::~::::::::~::~: ::;:::serious 
Uiltt~related adverse events 

~ 
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F Trap~Eye.Phase 2 Stud)f' 
Mean Change in Visual Acuity 

0 4 8 12 16 20 24 28 32 36 40 44 48 52 
~P<0.0001 
tP>0.05 
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Trap~Eye Phase 2 Study 
k Mean Chan e in Retinal Thickness 

Week 
0 4 8 12 16 20 24 28 32 36 40 44 43 52 

l 1. I 11 l ! 11 I & f 

*P<0,0001 
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Change in Total Active CNV Size through 
by Fluorescein Angiography 

Fixed-dosing Phase 

4 12 

PRN-dosing Phase 
Week 

24 36 48 

*P<0,Qt)1 
=p<o.os 
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1

1

lllllllllllll!!!!!!il.1 enrolling 1200 patients in U.S. and Canada 

I l1lw2 enrolling 1200 patients in rest ofworJd 

I ilfffls in both trials 

IJJl;raf Trap~-Eye -ranibizumab 

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!Iii liJg ~i ~ == (after 3 monfuly doses) • o.

5 

~ q
4 

wee~ 

l1 §iiicl dosing for 52 weeks (primary endpoint measurement) 
li>lliwed by PRN dosing for 44 weeks 

I ~l1t111 data for primary endpoint expected 2010 
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F Trap111Eye 
2 Program in DME 

,ou1:ne .. m .,,,., ........... randomized, controlled study 

arms: 4 VEGF Trap ... Eye regimens vs. laser treatment 

approximately 200 patients in U.S., Canada, EU and 

weeks of treatment with 6 month additional safety foHow .. up 

efficacy endpoint: Change in best corrected visual 
(BCV.A) from baseline to week 24 
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····································•·•••········81gh~throughput generation High~throughput generation qt almost any desired genetic of mouse models directly from 
C plteration in mouse embryonic embryonic stem cells containing 
]&tam cells genetically altered target genes 

together, used to identify~ validate drug targets: 
Cl Rapidly replaces gene with reporter to see where gene is active 

~ Sliows the result of deleting or adding extra copies of genes 

JI .Allows direct testing in mammalian models of whether the gene 

• : : ===~:u;:;::?o:~! =~:t~~H
8 

:~:::::::::~ojed 
m;GE~ 
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t J.-··"eloci1llallM 
r · ...................................................................................................................................................................................................................................................................................... . 

·······················································Of••hig~~:t~~~~:o:uman High!=r::~r:rr:~:n~:~~::!:::~~ a
nd 

•1••·········11ll••-1:i~etical=n:::::d over 6 ~ m::a~~::::'~: ::::::ent 
!!!!!!!!!!!!!!!!!!!!!!!!!II E:::e:::::~::::ust ~ :t::~: :::::~:::h~re 

/ immune response and generate excression manufacturing cell lines~ 

llllllllililililIIlilili al 
t ~: .... ·. hf1~l~.~!~'ilf!~~~-~~- .2$ .ii ~'$~US~ _corm~!\ and contr-omng r~gfons ·•· ·• 

{ '""""""""'+++++h-'n·')'')'')'')''i"'i"TTTTT'n'"l"T""W"'w'@'~-~-~~-~~~"~' 

·••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•• .. •••.•••.1 ...... 1 ..•. 1 .• ,·.·. human kl!lppa ehain V~ Js mou~ ~oo~tant l!lnd contromng r~g-!(m;.,a; r ··~~~~~~~~~~~~~~~~~~~~~··•r·r ·f ·~•·•t·•t,rrrf r n , ·f ·t·t t • • ·•·•·•·• 1 .·.·.·.· t-~~~t~~~~~~~~~~~~~~(······· 
~ ' ~ 
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· lnofl-Aventis Antibody Collaboration 

. t J· Global collaboration to discover, develop, and commercialize 
lllerapeutic human antibodies 

t t t t t t t tr tttf rt;::;::::,·.·.·.. . • + ~ • 

<< p §anofi .. avent1s funds $475 mllhon of discovery research over five 
pars through 2012 

i Banofl .. aventis funds 100o/o of development costs for 
] collaboration antibodies 

I loal is to bring average of 2 to 3 new antibodies into clinical 

··············································••1•velopment each year g>t..lne antibody in Phase 1 plus two more INDs filed 
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1 trial initiated in rheumatoid arthritis 

plays important role in regulation 
inflammatory and immune responses 

r,i._,...""' proof .. of ... concept for iL•·6R antibody 
rheumatoid arthritis demonstrated 
Roche's to-cilizumab 

FDA approval pending 

antibody is highly potent, fully human 
blocking antibody with potential advantages 

subcutaneous delivery) over competitors 
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N421: D114 Antibody 

ligand 4 inhibition being studied for its role in 

1 single ... agent, dose .. ranging study to begin in 
with advanced malignancies 
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,~'; Clinical proof-of-concept for nerve growth factor (NGF} 
] [ inhibition in treatment of pain demonstrated by Pfizer's 

•••••••••••••••••••••••••••••••••••••••••• ..... ••••••••••••·•• tanezumab, currently in Phase 3 trials for osteoarthritis 

( t'.ro ;:.::~~; ~~:!:tc~:=~~::!i!;,t !:::~tN~:11 
f concentrations, with other members of neurotrophin 
> family (e~Q~, NT-3, NT -4) 

J i Solution: Veloclmmun(l¥> technology yields highly 
I r selective anti-NGF antibody 

Ii IND for REGN475 filed in December 2008 

I Phase 1 dose~ranging trial to begin in healthy volunteers 
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D Biologics mainufacturing capacity 
being expanded from 22,000 to 
50,000 liters at our Rensselaeri 
NY faemty 

D Additional 2721000 SF building 
purchased in late .2001 suitable 
for manufacturing and warehouse 
space 
~ 
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ng financial Position 

2008 cash and securities: -$528MM 

debt: In 2008, retired $200MM of convertible notes 

~ 
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ng Technology 

Knock .. Out and Transgenic Models 
sanofi .. aventis (August 2008) 
Terms: $4,3MM/yearfor 5 years 

Technology Licenses 
Corporate 
- Astellas Pharma (March 2007} and AstraZeneca/Cambridge 

Antibody Technology {February 2007) 
- T-, £'>_ 1r_-m· ,c-• ... ::·ct.:.:~ ... 

- $20MM!year each for up to 6 years (minimum 4 years) 
- Mid"'single,.digit royalty on antibody sales 

Academic 
- Columbia University (September 2008) 

- !~[t~~i:~~~~i~t~~:~fii°n~v~~~~ic1~1\t;;1ri~ 
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laboration Agreements 

$130MM $95MM 

100% 

10t1% 50% 100% 

50% ~545% 100% 

50% ~5-15% 100% 

$400MM $90MM 

$25-0MM 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 5/1/2009 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED ST ATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORM 8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15 (d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): May 1, 2009 (April 30, 2009) 

REGENERON PHARMACEUTICALS, INC. 

(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 

(State or other jurisdiction of 

Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 

(Address of principal executive offices, including zip code) 

(914) 347- 7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8 -K filing is intended to simultaneously satisfy the filing obligation of the 
registrant under any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On April 30, 2009, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results 
for the quarter ended March 31, 2009. The press release is being furnished to the Securities and Exchange Commission 
pursuant to Item 2.02 of Form 8-K and is attached as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

(d) Exhibits 

99 .1 Press Release dated April 30, 2009. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be 
signed on its behalf by the undersigned hereunto duly authorized. 

Date: May 1, 2009 

REGENERON PHARMACEUTICALS, INC. 

By: Is/ Stuart Kolinski 

Name: Stuart Kolinski 

Title: Senior Vice President and General 

Counsel 
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Exhibit Index 

Number Description 
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Exhibit 99.1 

For Immediate Release 

Regeneron Reports First Quarter 2009 Financial and Operating 
Results 

Tarrytown, New York (April 30, 2009) - - Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today 
announced financial and operating results for the first quarter 2009. The Company reported a net loss of 
$17.5 million, or $0.22 per share (basic and diluted), for the first quarter of 2009 compared with a net loss 
of $11.6 million, or $0.15 per share (basic and diluted), for the first quarter of 2008. 

At March 31, 2009, cash, restricted cash, and marketable securities totaled $496.0 million compared with 
$527.5 million at December 31, 2008. 

Current Business Highlights 

ARCAL YST~ (rilonacept) - Inflammatory Diseases 
The Company shipped $4.3 million of ARCALYST®(rilonacept) Injection for Subcutaneous Use to its U.S. 
distributors during the first quarter of 2009, compared to $0.8 million during the first quarter of 2008. 
Shipments of ARCAL YST began in the United States in March 2008 following marketing approval of 
ARCAL YST from the U.S. Food and Drug Administration (FDA) in February 2008 for the treatment of 
Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory Syndrome 
(FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 12 and older. ARCALYST, an 
interleukin- I (IL-1) blocker, is the only therapy approved in the United States for patients with CAPS. 
The Company currently projects shipments of ARCAL YST to its distributors to total approximately $15-
20 million in 2009. 

During the first quarter of 2009, the Company initiated a Phase 3 clinical development program with 
ARCAL YST for the treatment of gout. The program includes four clinical trials, three of which are 
currently enrolling patients: Two Phase 3 clinical trials (called PRE-SURGE 1 and PRE-SURGE 2) will 
evaluate ARCAL YST versus placebo for the prevention of gout flares in patients initiating urate -lowering 
drug therapy. A third Phase 3 trial in acute gout (SURGE) will evaluate treatment with AR CAL YST alone 
versus ARCAL YST in combination with a non -steroidal anti-inflammatory drug (NSAID) versus an 
NSAID alone. The Phase 3 program also includes a separate placebo -controlled safety study (RE
SURGE). The Company expects to report initial data from the Phase 3 program in 2010. Regeneron owns 
worldwide rights to ARC AL YST. 
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Aflibercept (VEGF Trap) - Oncology 
At the end of the first quarter of 2009, approximately one-half of the planned number of patients were 
enrolled in four Phase 3 trials that are evaluating combinations of aflibercept, an investigational anti
angiogenesis agent, with standard chemotherapy regimens for the treatment of cancer. One trial (called 
VELOUR) is evaluating aflibercept as a 2nd line treatment for metastatic colorectal cancer in combination 
with FOLFIRI (folinic acid (leucovorin), 5 -fluorouracil, and irinotecan). A second trial (VANILLA) is 
evaluating aflibercept as a 1st line treatment for metastatic pancreatic cancer in combination with 
gemcitabine. A third trial (VITAL) is evaluating aflibercept as a 2nd line treatment for metastatic non -
small cell lung cancer in combination with docetaxel. The fourth trial (VENICE) is evaluating aflibercept as 
a 1st line treatment for metastatic androgen - independent prostate cancer in combination with 
docetaxel/prednisone. All four trials are studying the current standard of chemotherapy care for the 
cancer being studied with and without aflibercept. Initial data from the Phase 3 program are expected in 
2010. In addition, a Phase 2 study (AFFIRM) of aflibercept in 1st line metastatic colorectal cancer in 
combination with folinic acid (leucovorin), 5 -fluorouracil, and oxaliplatin began recruiting patients in 
January 2009. 

A Phase 2 single -agent study of aflibercept in advanced ovarian cancer (AOC) patients with symptomatic 
malignant ascites (SMA) is now fully enrolled, and initial data from this trial are expected by mid-2009. 
Aflibercept is being developed worldwide by Regeneron and its collaborator, sanofi-aventis. 

VEGF Trap-Eye - Ophthalmologic Diseases 
VEGF Trap-Eye is a specially purified and formulated form of VEGF Trap for use in intraocular 
applications that is being developed by Regeneron and its collaborator, Bayer HealthCare, for the 
treatment of the neovascular form of Age - related Macular Degeneration (wet AMO), Diabetic Macular 
Edema (DME), Central Retinal Vein Occlusion (CRVO), and other eye diseases and disorders. 

In a separate news release today, Regeneron and Bayer HealthCare announced plans to initiate a Phase 3 
program later this year of VEGF Trap-Eye in the treatment of CRVO. Dosing of the first patient in the 
Phase 3 program will entitle Regeneron to receive a $20.0 million milestone payment. 

The Phase 3 program (consisting of the VIEW 1 and VIEW 2 studies) that is evaluating VEGF Trap-Eye 
in patients with wet AMO continued to enroll patients during the first quarter of 2009. The companies 
expect to complete enrollment in both trials in 2009 and report initial data in late 2010. 
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Results of the extension stage of the Phase 2 study in wet AMD (the CLEAR-IT 2 study) will be presented 
on May 4 at the 2009 Association for Research in Vision and Ophthalmology (ARVO) meeting in Fort 
Lauderdale, Florida. In late 2008, the companies reported CLEAR-IT 2 study results, which demonstrated 
that patients treated with VEGF Trap-Eye achieved durable improvements in visual acuity and retinal 
thickness for up to one year. 

In the original Phase 2 study, 157 patients were initially treated for 3 months with VEGF Trap-Eye: two 
groups received monthly doses of 0.5 or 2.0 mg (at weeks 0, 4, 8, and 12) and three groups received 
quarterly doses of 0.5, 2.0, or 4.0 mg (at baseline and week 12). Following the initial 3-month fixed
dosing phase, patients continued to receive VEGF Trap-Eye at the same dose on a PRN dosing schedule 
through one year, based upon the physician assessment of the need for re -treatment in accordance with 
pre -specified criteria. 

The data to be presented at ARVO will report on 11 7 patients who elected to enter the extension stage of 
the study after receiving VEGF Trap-Eye for one year. These patients were dosed on a 2.0 mg PRN 
basis. On a combined basis, for these 117 patients, the mean gain in visual acuity was 7.3 letters 
(p<0.0001 versus baseline) at the 3-month primary endpoint of the original Phase 2 study, 8.4 letters 
(p<0.0001 versus baseline) at one year, and 7.1 letters (p<0.0001 versus baseline) at month 6 of the 
extension stage. Thus, after 18 months of dosing with VEGF Trap-Eye in the Phase 2 study, patients 
continued to maintain a highly significant improvement in visual acuity versus baseline, while receiving, on 
average, only 3.5 injections over the 15-month PRN dosing phase that extended from month 3 to month 
18. Patients continue to be dosed in the extension stage of the Phase 2 study. 

Among all the patients in the Phase 2 wet AMD study, VEGF Trap-Eye was generally well tolerated and 
there were no drug- related serious adverse events. There was one reported case of culture -negative 
endophthalmitis/uveitis in the study eye and two arterial thrombotic events; these were deemed not to be 
drug-related. Three deaths were reported-one patient with pancreatic cancer, one patient with squamous 
cell carcinoma of the lung, and one patient with pulmonary hypertension (a pre -existing condition), The 
most common adverse events were those typically associated with intravitreal injections and included 
conjunctiva! hemorrhage at the injection site and transient increased intraocular pressure following an 
injection. 

In the Phase 2 DME study, additional clinical sites were opened during the first quarter of 2009. The 
study (called DA VINCI) is evaluating four different VEGF Trap-Eye regimens versus laser treatment. 
The study began in December 2008 and is expected to complete enrollment of approximately 200 patients 
in the U.S., Canada, European Union, and Australia by the end of 2009. 

Bayer HealthCare has rights to market VEGF Trap-Eye outside the United States, where the companies 
will share equally in profits from any future sales of VEGF Trap-Eye. Regeneron maintains exclusive 
rights to VEGF Trap-Eye in the United States. 
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Monoclonal Antibodies 
Phase 1 clinical studies have begun with the first three human monoclonal antibodies generated by 
Regeneron using its Veloclmmune® technology. REGN88 is an antibody to the interleukin-6 receptor (IL-
6R) that is being evaluated in rheumatoid arthritis. REGN475, an antibody to Nerve Growth Factor (NGF) 
that binds NGF selectively without cross-reacting with other members of the neurotrophin family, is 
being developed for the treatment of pain. In addition, a Phase 1 trial is in the process of being initiated to 
evaluate REGN421, an antibody to Delta-like ligand-4 (0114), in patients with advanced malignancies. 
These antibodies are being developed within the Company's human antibody collaboration with sanofi
aventis. Over the course of the next several years, the Company and sanofi-aventis plan to advance an 
average of two to three new fully human monoclonal antibodies into clinical development each year. 

As part of its Academic Veloclmmune Investigators' Program (Academic VIP), during the first quarter of 
2009 Regeneron entered into an agreement with The University of Texas Southwestern Medical Center 
that will provide researchers at the Dallas -based medical center with access to Regeneron' s Veloclmmune 
technology to discover fully human monoclonal antibodies. Regeneron retains the right to develop and 
commercialize any antibodies discovered under the program. 

Financial Results 

Revenues 
Total revenues increased to $75.0 million in the first quarter of 2009 from $56.4 million in the same 
period of 2008. The Company's revenue was comprised of contract research and development revenue, 
technology licensing revenue, and net product sales. 

Contract Research and Development Revenue 
Contract research and development revenue relates primarily to the Company's aflibercept and antibody 
collaborations with sanofi-aventis and the Company's VEGF Trap-Eye collaboration with Bayer 
HealthCare. Contract research and development revenue for the three months ended March 31, 2009 and 
2008 consisted of the following: 

(In millions) 

Three months ended 

March 31, 

2009 2008 

G.&titt:&¢.t]Miijif t.idif lill@iimiii]il.v.Mm~t:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::t: 
Sanofi-aventis $ 49.6 $ 35.7 

::::::::::::]1ij11::n.imii@iit::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::]mm:::::::::::::::::::::::::::::::::::::::::::tifii 
Other 1. 5 1. 7 

::::::::::::::::::::::::t:rrioo!ii@nitiji~Jiiii@tt.]i...{!iv.it.@~r.iHir.iiii]]!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!l]$.]]]]iHHJf]]]iHJ]]]i@:1=i! 
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For the three months ended March 31, 2009 and 2008, contract research and development revenue from 
sanofi- aventis consisted of the following: 

Three months ended 
March 31, 

(In ml !Jiqp~J...................................................................................................................................................... 2009 ....... 2008 
/Ml!Mttib.t.i.]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]J]/I 
Regeneron expense reimbursement $ 5.4 $ 11.7 

i:i:i:i:i:i:!Jiillmilt:i:IMir.JmMIIt $¥¢.ffiij¢rniiilijI~@:i:liWr@i.~i:ii2w.iii$.]l:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:f i]i]i]i]]f :iHI:]i]i]i]i]i]M] 
Total aflibercept 7.9 13.8 

i&it~iJ.iMJJ!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J!J:t:t:t:t:t:t:t:JJJ:ttttttt:t 
Regeneron expense reimbursement 38.4 19.3 

i:i:i:i:i:i:Ii~riii~i@l:i:lri:l~rilili:tit@!4.#i:it@#.\#ij:]ij]@P.1t.tijijr,!:iBirtf :i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:JHI:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:I:ziij 
Oili& 0.7 

:]:]:]:]:!]fmi[:ii.ili1l]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:]:i:JJJJJ)H§]:]:JJJJJJHts. 
Total sanofi-aventis contract research & development revenue $ 49.6 $ 35.7 

Sanofi-aventis' reimbursement of Regeneron's aflibercept expenses decreased in the first quarter of 2009, 
compared to the same period in 2008, primarily due to lower costs associated with manufacturing clinical 
drug supplies. 

Sanofi-aventis' reimbursement of Regeneron's expenses under the antibody collaboration increased in the 
first quarter of 2009, compared to the same period in 2008, due to an increase in research activities 
conducted under the collaboration's discovery agreement and increases in development activities for 
REGN88, REGN421, and REGN475 under the collaboration's license agreement. 

For the three months ended March 31, 2009 and 2008, contract research and development revenue from 
Bayer HealthCare consisted of the following: 

Three months ended 
March 31, 

(In millions) 2009 2008 
C.&i.=ilMi.=ihii.imiJ:&Ri:i'i.ii.Hii:ff@IME.QJi:Mf.fafi:HE.vi)di@@:fi:#nlihf]m1##iii:i\l:]]]]]]]J[]]]])]1AF]]Jl(]]]]]]$l 

:8~:S.8Wl!:!!9.ELPL9,~f~ff~9,.,.rnYf:?l\\.~.E~.1-Arn:\tf9.,.,.YRJr9.n!:3:W.8.,rn!!.~fY?:P.:~J?.:~YT.~P.:!§ ...................................... ?..: .. ?..,.,.,.,.,.,., ..................................... ~.:.~ 
]]]]MmEli&@]ii@tl,:i~Mwi]mr.@isfir@iii@rfffi]!iixH@@Mir.tfifiini!]]]]]]]KJ)J)JO.M]]}/IKJ)J))]kO. 

In periods when the Company recognizes VEGF Trap-Eye development expenses that the Company 
incurs under the collaboration with Bayer HealthCare, the Company also recognizes, as contract research 
and development revenue, the portion of those VEGF Trap-Eye development expenses that is 
reimbursable by Bayer HealthCare. The Company incurred higher VEGF Trap-Eye development expenses 
under the collaboration for the three months ended March 31, 2009, compared to the same period in 
2008, primarily in connection with the collaboration's clinical development programs in wet AMO and 
DME. 

Technology Licensing Revenue 
Regeneron has entered into non -exclusive license agreements with AstraZeneca and Astellas that allow 
those companies to utilize Veloclmmune® technology in their internal research programs to discover 
human monoclonal antibodies. Each company is required to make six $20.0 million annual, non-refundable 
payments, subject to the ability to terminate their agreements after making a total of four such payments. 
To date, the Company has received $60.0 million in payments from AstraZeneca and $40.0 million in 
payments from Astellas under these agreements. Upon receipt, these payments are deferred and 
recognized as revenue ratably over the ensuing year of each agreement. Regeneron will also receive a 
mid -single -digit royalty on sales of any antibodies discovered utilizing Veloclmmune. 
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Net Product Sales 
Revenue and deferred revenue from product sales are recorded net of applicable provisions for prompt 
pay discounts, product returns, estimated rebates payable under governmental programs (including 
Medicaid), distributor fees, and other sales-related costs. For the three months ended March 31, 2009, 
the Company recognized as revenue $3.9 million of ARCALYST® (rilonacept) net product sales for which 
the right of return no longer exists and rebates can be reasonably estimated. At March 31, 2009 and 
2008, deferred revenue related to ARCALYST net product sales totaled $4.2 million and $0.8 million, 
respective! y. 

Expenses 
Total operating expenses for the first quarter of 2009 were $94.2 million, 30 percent higher than the same 
period in 2008. Average headcount increased to 938 for the first quarter of 2009 compared to 714 for the 
same period in 2008, due primarily to the Company's expanding research and development activities 
principally in connection with the sanofi -aventis antibody collaboration. Operating expenses included non -
cash compensation expense related to employee stock option and restricted stock awards of $ 7. 7 million 
and $8.3 million, in the first quarters of 2009 and 2008, respectively. 

Research and development (R&D) expenses increased to $82.1 million in the first quarter of 2009 from 
$61.3 million in the comparable quarter of 2008. In the first quarter of 2009, the Company incurred 
higher R&D costs primarily related to additional R&D headcount, clinical development costs for 
ARCALYST, VEGF Trap-Eye, and REGN88, research and preclinical development costs associated with 
the antibody programs, and facility-related costs to support expanded R&D activities. 

Selling, general, and administrative (SG&A) expenses increased to $11. 7 million in the first quarter of 
2009 from $11.0 million in the comparable quarter of 2008. In the first quarter of 2009, the Company 
incurred higher selling expenses related to AR CAL YST® (rilonacept), higher compensation expense 
associated with expanding the Company's SG&A headcount, and higher SG&A facility-related costs. 

Other Income and Expense 
Investment income decreased to $1.8 million in the first quarter of 2009 from $7 .3 million in the 
comparable quarter of 2008. The decrease in investment income was due to lower yields on, and lower 
balances of, cash and marketable securities in the first quarter of 2009 compared to the same quarter in 
2008. Interest expense in the first quarter of 2008 was attributable to the Company's 5.5% Convertible 
Senior Subordinated Notes; no Notes were outstanding in 2009. 
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About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the 
treatment of serious medical conditions. In addition to ARCALYST® (rilonacept) Injection for Subcutaneous Use, its first 
commercialized product, Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye 
diseases, inflammatory diseases, and pain, and has preclinical programs in other diseases and disorders. Additional 
information about Regeneron and recent news releases are available on Regeneron's web site at www.regeneron.com. 

This news release discusses historical information and includes forward- looking statements about Regeneron and its 
products, development programs, finances, and business, all of which involve a number of risks and uncertainties, such as 
risks associated with preclinical and clinical development of Regeneron's drug candidates, determinations by regulatory and 
administrative governmental authorities which may delay or restrict Regeneron's ability to continue to develop or 
commercialize its product and drug candidates, competing drugs that are superior to Regeneron's product and drug 
candidates, uncertainty of market acceptance of Regeneron's product and drug candidates, unanticipated expenses, the 
availability and cost of capital, the costs of developing, producing, and selling products, the potential for any collaboration 
agreement, including Regeneron's agreements with the sanofi-aventis Group and Bayer HealthCare, to be canceled or to 
terminate without any product success, risks associated with third party intellectual property, and other material risks. A more 
complete description of these and other material risks can be found in Regeneron's filings with the United States Securities 
and Exchange Commission (SEC), including its Form 10- K for the year ended December 31, 2008. Regeneron does not 
undertake any obligation to update publicly any forward- looking statement, whether as a result of new information, future 
events, or otherwise unless required by law. 

Contacts Information: 

Peter Dworkin 

Investor Relations 

914.345.7640 

peter.dworkin@regeneron.com 

### 

Laura Lindsay 

Media Relations 

914.345.7800 

laura.lindsay@regeneron.com 

Olga Fleming 

Media Relations 

212.845.5636 

ofleming@biosector2.com 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

March 31, December 31, 
2009 2008 

ms.sews:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Cash, restricted cash, and marketable securities $ 495,992 $ 527,461 

ii@li,Yfti~@l!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!ii.al!z.oii!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i)z.i!t!i 

EE:9:RJEfX:::RJABb:,:,f P?:,:,:}9:hl~PU}'.:;Ufa,P,'.:;L,:,:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:\8:1:::~,i:8:,:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:;:~T::,~:?,1: 

@~ni!i-ir:::~rm;::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::z.1;:san::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::19.;~::1:2 

i]]]@Mtllii1Mii:ti.]]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]i]!]ltJmJ@mHWt:2l\]!]$.JJJJJ/JWWMS.8 

U@l.MfflIDDWMlfill.lBilw@ntHQi@E.RifEO:tl.t:l.tit]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]] 
Accounts payable and accrued expenses $ 44,832 $ 36,168 

miiMla]itv.Jiiit:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~rnm:m:m:::::::::::::::::::::::::::::::::::::::::::::::tzomrnrn 

Other liabilities 13,150 5,093 
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UNITED ST ATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORM 8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15 (d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): November 4, 2009 (November 3, 2009) 

REGENERON PHARMACEUTICALS, INC. 

(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 

(State or other jurisdiction of 

Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347- 7000 
(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8- K filing is intended to simultaneously satisfy the filing obligation of the 
registrant under any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (I 7 CFR 230.425) 

D Soliciting material pursuant to Rule 14a-12 under the Exchange Act (I 7 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On November 3, 2009, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating 
results for the quarter ended September 30, 2009. The press release is being furnished to the Securities and Exchange 
Commission pursuant to Item 2.02 of Form 8-K and is attached as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

(d) Exhibits 

99.1 Press Release dated November 3, 2009. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be 
signed on its behalf by the undersigned hereunto duly authorized. 

Date: November 4, 2009 

REGENERON PHARMACEUTICALS, INC. 

By: Isl Stuart Kolinski 

Name: Stuart Kolinski 

Title: Senior Vice President and General Counsel 
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Exhibit Index 

Number Description 
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REGENERON 
Exhibit 99.1 

For Immediate Release 

Press Release 

f<egeneron f<eports Third Quarter 2009 Financial and Operating 
f<esults 
Tarrytown, New York (November 3, 2009) - - Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced 
financial and operating results for the third quarter of 2009. The Company reported a net loss of $1.0 million, or $0.01 per share 
(basic and diluted), for the third quarter of 2009 compared with a net loss of $19.1 million, or $0.24 per share (basic and 
diluted), for the third quarter of 2008. The Company reported a net loss of $31.3 million, or $0.39 per share (basic and diluted), 
for the nine months ended September 30, 2009 compared with a net loss of $49.6 million, or $0.63 per share (basic and 
diluted), for the same period in 2008. During the third quarter of 2009, the Company recognized as revenue a $20.0 million 
milestone payment from Bayer HealthCare, as described below. 

At September 30, 2009, cash, restricted cash, and marketable securities totaled $438.6 million compared with $527.5 million at 
December 31, 2008. 

Current Business Highlights 

ARCAL YST® (rilonacept) - Inflammatory Diseases 

The Company shipped $5.3 million of ARCAL YST® (rilonacept) Injection for Subcutaneous Use to its U.S. distributors during 
the third quarter of 2009, compared to $4.3 million in the same quarter of 2008. Shipments during the first nine months of 2009 
were $15.0 million compared to $6.7 million for the same perioa of 2008. ARCALYST, an interleukin-1 (IL-1) blocker, was 
approved in the United States in February 2008 for the treatment of Cryopyrin-Associated Periodic Syndromes (CAPS), 
including Familial Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 12 and 
older. The Company currently projects shipments of ARCALYST to its U.S. distributors to total approximately $20 million in 
2009. In October 2009, rilonacept was approved under exceptional circumstances by the European Medicines Agency (EMEA) 
for the treatment of CAPS with severe symptoms in adults and children aged 12 years and older. 
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ARCALYST is in a Phase 3 clinical development program for the treatment of gout. The program includes four clinical trials. all 
of which are currently enrolling patients. Two Phase 3 clinical trials (called PRE-SURGE 1 and PRE-SURGE 2) are evaluating 
ARCAL YST versus placebo for the prevention of gout flares in patients initiating urate- lowering drug therapy. A third Phase 3 
trial in acute gout (SURGE) is evaluating treatment with ARCAL YST alone versus AR CAL YST in combination with a non -
steroidal anti-inflammatory drug (NSAID) versus an NSAID alone. The fourth Phase 3 trial is a placebo-controlled safety study 
(RE-SURGE). The Company expects to report initial data from the Phase 3 program in the first half of 2010. Regeneron owns 
worldwide rights to ARCAL YST (rilonacept). 

Aflibercept (VEGF Trap) - Oncology 
Aflibercept, an anti- angiogenic protein product candidate designed to bind all forms of vascular endothelial growth factor A 
(VEGF-A), is being developed worldwide by Regeneron and its collaborator, sanofi-aventis. At the end of the third quarter of 
2009, more than 80 percent of the planned number of patients were enrolled in each of three Phase 3 trials that are evaluating 
combinations of aflibercept with standard chemotherapy regimens for the treatment of cancer. One trial (called VELOUR) is 
evaluating aflibercept as a 2nd line treatment for metastatic colorectal cancer in combination with FOLFIRI (folinic acid 

(leucovorin), 5- fluorouracil, and irinotecan). A second trial (VITAL) is evaluating aflibercept as a 2nd line treatment for 

metastatic non -small cell lung cancer in combination with docetaxel. The third trial (VENICE) is evaluating aflibercept as a 1st 

line treatment for metastatic androgen-independent prostate cancer in combination with docetaxel/prednisone. All three trials 
are studying the current standard of chemotherapy care for the cancer being studied with and without aflibercept. Analyses of 
the data from these studies will be conducted when a prespecified number of events have occurred in each trial. Based on 
current enrollment and event rates, an interim analysis of the Phase 3 study in colorectal cancer is expected to be conducted 
by an independent data monitoring committee (IDMC) in the second half of 2010. Complete results from this study in colorectal 
cancer and from the study in non -small cell lung cancer are anticipated in the first half of 2011. Based on the current 
enrollment and number of events, an interim analysis of the prostate study is expected to be conducted by an IDMC in mid-
2011, with complete results anticipated in 2012. In addition, a Phase 2 study (AFFIRM) is being conducted of aflibercept in 1st 

line metastatic colorectal cancer in combination with folinic acid (leucovorin), 5 -fluorouracil, and oxaliplatin. 

In September 2009, as previously reported, a fourth Phase 3 trial (VANILLA) that was evaluating aflibercept as a 1st line 
treatment for metastatic pancreatic cancer in combination with gemcitabine was discontinued at the recommendation of an 
IDMC. As part of a planned interim efficacy analysis, the Committee determined that the addition of aflibercept to gemcitabine 
would be unable to demonstrate a statistically significant improvement in the primary endpoint of overall survival compared to 
placebo plus gemcitabine in this study. The types and frequencies of adverse events reported on the combination arm with 
aflibercept were generally as anticipated. 
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VEGF Trap-Eye - Ophthalmolo~ic Diseases 
VEGF Trap-Eye, a specially purified and formulated form of VEGF Trap for use in intraocular treatment of retinal disease, is 
being developed by Regeneron and its collaborator, Bayer HealthCare. Two Phase 3 studies (VIEW 1 and VIEW 2) evaluating 
VEGF Trap-Eye in patients with the neovascular form of Age-related Macular Degeneration (wet AMD) are now fully enrolled, 
and we expect initial data from this program to be reportea in late 2010. A Phase 2 study (called DA VINCI) of VEGF Trap-Eye 
for the treatment of the Diabetic Macular Edema (DME) is also fully enrolled, with data expected during the first half of 2010. 
Additionally, two Phase 3 studies in Central Retinal Vein Occlusion (CRVO) are enrolling patients; data from the first of these 
studies are anticipated to be available in the first half of 2011. 

During October 2009, 24-month results of the extension stage of the Phase 2 study of VEGF Trap-Eye in wet AMD (CLEAR-IT 
2) were presented at the 2009 American Academy of Ophthalmology meeting. After receiving VEGF Trap-Eye for one year, 
the 117 patients who elected to enter the extension stage were dosed on a 2.0 mg PRN basis, irrespective of the dose at 
which they were treated earlier in the study. On a combined basis, for these 117 patients, the mean gain in visual acuity was 
7.3 letters (p<0.0001 versus baseline) at the three-month primary endpoint of the original Phase 2 study, 8.4 letters (p<0.0001 
versus baseline) at one year, and 6.1 letters (p<0.0001 versus baseline) at month 12 of the extension study. Thus, after 24 
months of dosing with VEGF Trap-Eye in the Phase 2 study, patients continued to maintain a highly significant improvement in 
visual acuity versus baseline, while receiving, on average, only 4.6 injections over the 21-month PRN dosing phase that 
extended from month three to month 24. The most common adverse events were those typically associated with intravitreal 
injection. 

Bayer HealthCare has rights to market VEGF Trap-Eye outside the United States, where the companies will share equally in 
profits from any future sales ofVEGF Trap-Eye. Regeneron maintains exclusive rights to VEGF Trap-Eye in the United States. 

Monoclonal Antibodies 
During the third quarter of 2009, REGN4 75, an antibody to Nerve Growth Factor (NGF), a novel target for pain, began a dose 
ranging study in osteoarthritis of the knee. Trial results are expected during the first half of 2010. A Phase 1 study of REGN4 75 
in healthy volunteers is also continuing, and Phase 1 studies are in progress with REGN88, an antibody to the interleukin-6 
receptor (IL-6R) that is being evaluated in rheumatoid arthritis, and REGN421, an antibody to Delta-like ligand-4 (Dll4) that is 
being studied in patients with advanced malignancies. REGN475, REGN88, and REGN421 are fully human monoclonal antibodies 
generated by Regeneron using the Velocfmmune® technology and developed within the Company's human antibody 
collaboration with sanofi- aventis. Regeneron and sanofi- aventis expect to enter two more human monoclonal antibodies into 
clinical development this year and to advance an average of two to three into clinical development each year thereafter over 
the next several years. 
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Financial Results 

Revenues 
Total revenues increased to $117.5 million in the third quarter of 2009 from $65.6 million in the same quarter of 2008 and 
increased to $282.5 million for the first nine months of 2009 from $182.6 million for the same period of 2008. The Company"s 
revenue was comprised of contract research and development revenue, a 2009 research progress payment, technology 
licensing revenue, and net product sales. 

Contract Research and Development Revenue 
Contract research and development revenue relates primarily to the Company's aflibercept and antibody collaborations with 
sanofi-aventis and the Company's VEGF Trap-Eye collaboration with Bayer HealthCare. Contract research and development 
revenue for the three and nine months endecf September 30, 2009 and 2008 consisted of the following: 

(In millions) 

Three months ended 
September 30, 

2009 2008 

Nine months ended 
September 30, 

2009 2008 

@gnwisirniiiirMt:111.iyagi.minfarixiniit::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Sanofi-aventis $ 68.5 $ 42.0 $ 178.9 $ 116.3 

::::::::::::::::1ixi:rJ1iiir,iP:iltJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJ1:t]g:@:1JtJtJtJ1::::~:]tJtJ1:1:1:1:§m~HJtJ1:1:1:11i@ 
Other 1.8 1.9 5.3 5.4 

For the three and nine months ended September 30, 2009 and 2008, contract research and development revenue from sanofi
aventis consisted of the following: 

Three months ended Nine months ended 

September 30, September 30, 

(In millions) 2009 2008 2009 2008 

ilii,lim!i~\!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Regeneron expense reimbursement $ 7.0 $ 7.3 $ 21.6 $ 29.3 

::::::::::::::::1iiwim:~~2:i]wt::~it:wrrw~Iriii:11]1i)\r,i~t1~t:9ilrriif::1iiviniI::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::rn:;m:::::::::::::::::::::::::::::::::::::::::::::rn:rn:::::::::::::::::::::::::::::::::::::::::::::::r:1.ttr1t1t:t1:m?. 

Total aflibercept 9.5 9.4 29.0 35.5 

;;r,~witmi:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Regeneron expense reimbursement 55.7 29.5 139.8 72.4 

:::::::::::tii@2iif~eni2fi!lltifail];ijyinH-~fiii~itiit2i&iiiliiffii?:ifi~i.rmijfilii]!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!iiiit::::::::::::::::::::::::::::::::::::::::rnI@]!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!]f]li!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!]fI~ 
Recognition of revenue related to VelociGene® agreement 0.7 0.5 2.2 0.5 

:I:I:i:i:i:i:i:i:i:i:i:i:i:Jtl~i~IliiiimI:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:!/iJJt:t:t:iiii]JJJJJJJJiJil\!:i:i:!/iJJJJM:~;1J:i:i:i:i:!ii!i!i!i!i!i!i!i!i!i!Jl@Ii 
Total sanofi-aventis contract research & development revenue $ 68.5 $ 42.0 $ 178.9 $ 116.3 

Sanofi-aventis' reimbursement of Regeneron's aflibercept expenses decreased for the three and nine months ended 
September 30, 2009, compared to the same periods in 2008, primarily due to lower Company costs associated with internal 
research activities and, for the nine months ended September 30, 2009, lower costs related to manufacturing clinical drug 
supplies. Sanofi-aventis also incurs aflibercept development expenses directly, including costs related to the Phase 3 dinical 
trials sanofi- aventis is overseeing in the oncology program. 
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Sanofi-aventis' reimbursement of Regeneron's expenses under the antibody collaboration increased for the three and nine 
months ended September 30, 2009, compared to the same periods in 2008, due to an increase in research activities 
conducted under the collaboration's discovery agreement and increases in development activities for antibody candidates, 
including REGN88, REGN421, and REGN475, under the collaboration's license agreement. 

For the three and nine months ended September 30, 2009 and 2008, contract research and development revenue from Bayer 
HealthCare consisted of the following: 

Three months ended Nine months ended 

September 30, September 30, 

(In millions) 2009 2008 2009 2008 

@RHiiiiMiJ@]i~iin~m~rnvi@itmrii.Iixw]tt»mRimiiiI!iiini~itttttttttttttttttttttttttttttJtttttttttttJttt1t1t1t:t1:: 
Recognition of deferred revenue related to up-front and non- $ 9.7 $ 5.7 $ 27.5 $ 18.3 

substantive milestone payments 2.5 3.3 7.4 9.9 

In periods when the Company recognizes VEGF Trap-Eye development expenses that the Company incurs under the 
collaboration with Bayer HealthCare, the Company also recognizes, as contract research and development revenue, the 
portion of those VEGF Trap-Eye development expenses that is reimbursable by Bayer HealthCare. The Company incurred 
higher VEGF Trap-Eye development expenses under the collaboration for the three and nine months ended September 30, 
2009, compared to the same period in 2008, primarily in connection with the collaboration's clinical development programs in 
wet AMD, DME, and CRVO. 
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Research Progress Payment 
In July 2009, the Company received a $20.0 million substantive milestone payment from Bayer HealthCare in connection with the 
dosing of the first patient in a Phase 3 trial of VEGF Trap- Eye in CRVO. The payment was recognized in revenues as a 
research progress payment for the three and nine months ended September 30, 2009. 

Technology Licensing Revenue 
Regeneron has entered into non-exclusive license agreements with AstraZeneca and Astellas that allow those companies to 
utilize Velocfmmune® technology in their internal research programs to discover human monoclonal antibodies. Each company 
is required to make six $20.0 million annual, non-refundable payments, subject to the ability to terminate their agreements after 
making a total of four such payments. To date, the Company has received $60.0 million in payments from each of AstraZeneca 
and Astellas under these agreements. Upon receipt, these payments are deferred and recognized as revenue ratably over 
the ensuing year of each agreement. Regeneron will also receive a mid-single-digit royalty on sales of any antibodies 
discovered utilizing Velocfmmune. 

Net Product Sales 
Revenue and deferred revenue from product sales are recorded net of applicable provisions for prompt pay discounts, 
product returns, estimated rebates payable under governmental programs (including Medicaid), distributor fees, and other 
sales-related costs. For the three and nine months ended September 30, 2009, the Company recognized as revenue $5.0 
million and $13.4 million of ARCALYST® (rilonacept) net product sales, respectively, for which the right of return no longer 
exists and rebates can be reasonably estimated, compared to $2.7 million for three and nine months ended September 30, 
2008. At September 30, 2009 and 2008, deferred revenue related to ARCALYST net product sales totaled $5.0 million and $3.8 
million, respectively. 

Expenses 
Total operating expenses for the third quarter of 2009 were $118. 7 million, 42 percent higher than the same period in 2008, and 
$317.2 million for the first nine months of 2009, 34 percent higher than the same period in 2008. Average headcount increased 
to 998 in the third quarter of 2009 from 851 in the same period of 2008 and increased to 967 for the first nine months of 2009 
from 778 in the same period of 2008, due primarily to the Company's expanding research and development activities principally 
in connection with the sanofi- aventis antibody collaboration. Operating expenses included non -cash compensation expense 
related to employee stock option and restricted stock awards of $7.5 million in the third quarter of 2009 and $22.6 million for 
the first nine months of 2009, compared with $8.2 million and $24.7 million, respectively, for the same periods of 2008. 

Research and development (R&D) expenses increased to $105.4 million in the third quarter of 2009 from $72.1 million in the 
comparable quarter of 2008, and to $280.0 million in the first nine months of 2009 from $200.3 million in the same period of 2008. 
In the third quarter and first nine months of 2009, the Company incurred higher R&D costs primarily related to additional R&D 
headcount, clinical development costs for ARCALYST, VEGF Trap-Eye, and monoclonal antibodies, research and preclinical 
development costs associated with the antibody programs, and facility-related costs to support expanded R&D activities. 
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Selling, general, and administrative (SG&A) expenses increased to $12.8 million in the third quarter of 2009 from $11.1 million in 
the comparable quarter of 2008, and to $35.9 million in the first nine months of 2009 from $35.7 million in the same period of 
2008. In the third quarter and for the first nine months of 2009, the Company incurred higher compensation and facility-related 
expenses due primarily to increases in administrative headcount to support the expanded research and development 
activities, higher patent-related costs, and higher expenses related to ARCALYST® (rilonacept), partially offset by lower 
market research costs related to various programs and a decrease in recruitment costs for administrative headcount. 

Other Income and Expense 
Investment income decreased to $0. 9 million in the third quarter of 2009 from $3. 7 million in the comparable quarter of 2008 and 
to $3.9 million in the first nine months of 2009 compared to $15.5 million in the first nine months of 2008. The decrease in 
investment income was due to lower yields on, and lower balances of, cash and marketable securities in 2009 compared to 
2008. 

Interest expense decreased to $0.6 million in the third quarter of 2009 from $1.8 million in the comparable quarter of 2008, and 
to $0.6 million in the first nine months of 2009 from $7.5 million in the same period of 2008. Interest expense in 2009 was 
attributable to the imputed interest portion of the Company's payments to its landlord to lease newly constructed laboratory 
and office facilities in Tarrytown, New York, which commenced in the third quarter of 2009. Interest expense in 2008 was 
attributable to the Company's 5.5 percent Convertible Senior Subordinated Notes; no Notes were outstanding in 2009. During 
the first nine months of 2008, the Company repurchased $82.5 million in principal amount of its 5.5 percent Convertible Senior 
Subordinated Notes. In connection with the repurchased notes, the Company recognized a $0.9 million loss on early 
extinguishment of debt. The remaining $117 .5 million of these notes were repaid in full upon their maturity in October 2008. 

Income Tax Expense 
In the third quarter of 2008, the Company incurred and paid income tax expense, consisting primarily of alternative minimum 
tax, of $3.1 million, which resulted from the utilization of certain net operating loss carry-forwards for tax purposes that would 
otherwise have expired over the next several years. 

Revision of Previously Issued Financial Statements 
The Company has revised its financial statements at December 31, 2008 and for the three and nine months ended September 
30, 2008 in connection with the application of authoritative guidance issued by the Financial Accounting Standards Board 
(FASB) to the Company's December 2006 lease, as amended, of laboratory and office facilities in Tarrytown, New York. The 
revisions consisted entirely of non-cash adjustments, primarily to the Company's balance sheet at December 31, 2008, and 
had no impact to the Company's business operations, existing capital resources, or the Company's ability to fund its operating 
needs, including the development of its product candidates. The revisions, and a description of the basis for the revisions, 
are more fully described in the Company's Quarterly Report on Form 10-Q for the quarter ended September 30, 2009. 
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About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the 
treatment of serious medical conditions. In addition to ARCALYST® (rilonacept) Injection for Subcutaneous Use, its first 
commercialized product, Regeneron has therapeutic candidates in clinical trials for the potential treatment of cancer, eye 
diseases, inflammatory diseases, and pain, and has preclinical programs in other diseases and disorders. Additional 
information about Regeneron and recent news releases are available on Regeneron's web site at www.regeneron.com. 

This news release discusses historical information and includes forward- looking statements about Regeneron and its 
products, development programs, finances, and business, all of which involve a number of risks and uncertainties, such as 
risks associated with preclinical and clinical development of Regeneron's drug candidates, determinations by regulatory and 
administrative governmental authorities which may delay or restrict Regeneron's ability to continue to develop or 
commercialize its product and drug candidates, competing drugs that are superior to Regeneron's product and drug 
candidates, uncertainty of market acceptance of Regeneron's product and drug candidates, unanticipated expenses, the 
availability and cost of capital, the costs of developing, producing, and selling products, the potential for any collaboration 
agreement, including Regeneron's agreements with the sanofi-aventis Group and Bayer HealthCare, to be canceled or to 
terminate without any product success, risks associated with third party intellectual property, and other material risks. A more 
complete description of these and other material risks can be found in Regeneron's filings with the United States Securities 
and Exchange Commission (SEC), including its Form 10- K for the year ended December 31, 2008 and Form 10-Q for the 
quarter ended September 30, 2009. Regeneron does not undertake any obligation to update publicly any forward-looking 
statement, whether as a result of new information, future events, or otherwise unless required by law. 

Contacts Information: 

Peter Dworkin 

Investor Relations 

914.345.7640 

peter.dworkin@regeneron.com 

### 

Laura Lindsay 

Media Relations 

914.345.7800 

laura.lindsay@regeneron.com 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

September 30, December 31, 
2009 2008 

(Revised)* 

iii@ffi@!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i 
Cash, restricted cash, and marketable securities $ 438,596 $ 527,461 

11~miiii~iiI:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:lirn~~f:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:I:!ijl~;~]~ 
Property, plant, and equipment, net 215,169 142,035 

@~iirl:it:ti~~i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:!/i]JJJJJJJJ:;@I@@J\i:i:i:i:i/JJJJJJJJ:]t;,]; 

,~miJ.til.1iimi.m]tr@@mw2m@itm1w.wtrxt::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Accounts payable and accrued expenses $ 55,291 $ 36,168 

11t1riwr1tMiiiit:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::rni@iitt:::::::::::::::::::::::::::::::::::::::t:i1:1i@ 
Facility lease obligation 62,571 54,182 

@~i,m!iriUitmi:iiiii,iliil:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:iiiii~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::I:!1;1:)l 
Stockholders' equity 422,443 421,514 

* Revised as described in the paragraph of this press release titled "Revision of Previously Issued Financial Statements. " 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): December 20, 2010 (December 20, 2010) 

REGENERON PHARMACEUTICALS, INC. 

(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 

(State or other jurisdiction of 

Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 

(Address of principal executive offices, including zip code) 

(914) 347-7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 8.01 Other Events. 

On December 20, 2010, Regeneron Pharmaceuticals, Inc. ("Regeneron") and Bayer HealthCare issued a press release announcing results for 
VEGF Trap-Eye (aflibercept ophthalmic solution) in a Phase 3 Study in Central Retinal Vein Occlusion (CRVO) and in a Phase 2 Study in Diabetic 
Macular Edema (DME). 

A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K, and incorporated by reference into this Item. As 
noted during our investor teleconference on December 20, 2010, the attached press release inadvertently omitted certain information, which 
Regeneron does not consider to be material. To reflect inclusion of such omitted information, the sentence that reads "VEGF Trap-Eye was 
generally well-tolerated, and there were no ocular or non-ocular drug-related serious adverse events reported in the study" would be replaced with 
the following "In this study, VEGF Trap-Eye was generally well-tolerated and no patients experienced ocular drug-related serious adverse events. 
With respect to the number of patients with non-ocular serious adverse events judged by investigators to be drug-related, there were none during 
the first six months of the study and one in the second six months." 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release Reporting Positive Results for VEGF Trap-Eye in Phase 3 Study in Central Retinal Vein Occlusion (CRVO) and in Phase 2 
Study in Diabetic Macular Edema (DME) dated December 20, 2010. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: December 20, 2010 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Murray A. Goldberg 

Name: Murray A. Goldberg 

Title: Senior Vice President, Finance and 

Administration, Chief Financial Officer, Treasurer, 

and Assistant Secretary 
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REGENER ON 
Exhibit 99.1 

For Immediate Release 

Press Release 

Regeneron and Bayer Report Positive Results for VEGF Trap-Eye in Phase 3 Study in Central 
Retinal Vein Occlusion (CR.VO) and in Phase 2 Study in Diabetic 1'facular Edema (DJifE) 

In Phase 3 study in CRVO, 56 percent ofVEGF Trap-Eye patients gained at least 15 letters of vision compared to 12 percent in control group; 
VEGF Trap-Eye patients on average gained 17 letters of vision compared to mean loss of 4 letters in control group 

In Phase 2 study in DME, patients in all VEGF Trap-Eye dose groups, including VEGF Trap-Eye dosed every two months, maintained or 
increased vision gains through 5 2-weeks 

Regeneron to receive $20 million in milestone payments in connection with VEGF Trap-Eye program 

Tarrytown, NY, USA, and Berlin, Germany, December 20, 2010 -- Regeneron Pharmaceuticals, Inc. (NASDAQ: REGN) and Bayer HealthCare 
today announced positive top-line results for VEGF Trap-Eye (aflibercept ophthalmic solution) in the COPERNICUS study, which is led by 
Regeneron, the first of two Phase 3 studies in patients with macular edema due to central retinal vein occlusion (CRVO). In this trial, 56.1 percent of 
patients receiving VEGF Trap-Eye 2 milligrams (mg) monthly gained at least 15 letters of vision from baseline, compared to 12.3 percent of patients 
receiving sham injections (p<0.0001 ), the primary endpoint of the study. Patients receiving VEGF Trap-Eye 2mg monthly gained, on average, 17. 3 
letters of vision compared to a mean loss of 4.0 letters with sham injections (p<0.001), a secondary endpoint. The second Phase 3 study, GALILEO, 
is currently ongoing and is led by Bayer HealthCare. 

VEGF Trap-Eye was generally well tolerated and the most common adverse events were those typically associated with intravitreal injections or 
the underlying disease. A total of 114 patients were randomized to receive VEGF Trap-Eye and 73 patients to the control arm. Serious ocular 
adverse events in the VEGF Trap-Eye group were uncommon (3.5%) and were more frequent in the control group (13.5%). The incidence ofnon
ocular serious adverse events was generally well-balanced between the treatment arms. There were no deaths among the 114 patients treated with 
VEGF Trap-Eye and two in the 73 (2.7%) patients treated with sham injections. 
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"In the COPERNICUS trial, patients treated with VEGF Trap-Eye experienced a marked improvement in vision," said George D. Yancopoulos, M.D., 
Ph.D., President of Regeneron Research Laboratories. "If these results are confirmed by data from the GALILEO study, expected in the second 
quarter of 2011, VEGF Trap-Eye could provide patients and physicians with a new treatment option for central retinal vein occlusion." 

"After reporting positive results from our global Phase 3 program (VIEW 1 and VIEW 2 studies) for the treatment of the neovascular form of age 
related macular degeneration (wet AMD), we are pleased to also have a positive Phase 3 trial with VEGF Trap-Eye in central retinal vein occlusion, 
a potential second indication," said Kemal Malik, MD, Head of Global Development and member of the Bayer HealthCare Executive Committee. 
"We are working diligently withRegeneron to prepare regulatory filings for VEGF Trap-Eye in wet AMD to submit in the first half of201 l." 

Detailed results for COPERNICUS will be presented at the Angiogenesis Conference in Miami, Florida in February 2011. 

Regeneron will receive a $10 million milestone payment from Bayer HealthCare in connection with the COPERNICUS trial meeting its primary 
endpoint and received a $10 million milestone payment in December 2010 for the positive VIEW 1 and VIEW 2 trial results in wet AMD. 

Phase 2 DME Results 
Regeneron and Bayer HealthCare also reported 52 week follow-up results from the Phase 2 DA VINCI study in patients with diabetic macular 
edema (DME). In this study, the previously reported visual acuity gains achieved with VEGF Trap-Eye treatment over 24 weeks (the primary 
endpoint of the study) were maintained or numerically improved up to completion of the study at week 52 in all VEGF Trap-Eye study groups, 
including 2mg dosed every other month. Based on these positive results, Regeneron and Bayer HealthCare are discussing plans to initiate Phase 3 
studies. 

In this double-masked, prospective, randomized, multi-center Phase 2 trial, entitled DA VINCI (DME And VEGF Trap-Eye: INvestigation of Clinical 
Impact), 221 patients with clinically significant DME with central macular involvement were randomized and 219 patients were treated with 
balanced distribution over five groups. The control group received macular laser therapy at baseline, and patients were eligible for repeat laser 
treatments, but no more frequently than at 16 week intervals. Two groups received monthly doses of0.5 or 2mg ofVEGF Trap-Eye throughout the 
12-month dosing period. Two groups received three initial monthly doses of 2mg of VEGF Trap-Eye (at baseline and weeks 4 and 8), followed 
through week 52 by either every two months dosing or PRN (as-needed) dosing with very strict repeat dosing criteria. Mean gains in visual acuity 
versus baseline were as follows: 
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n 

Mean change in visual acuity at 

week 24 versus baseline1 (letters) 

Mean change in visual acuity at 

week 52 versus baseline (letters) 

*Following 3 initial monthly doses 
**p<0.01 versus laser 
1 Primary endpoint 

Laser 

44 

2.5 

-1.3 

0.5mg 

monthly 

44 

8.6** 

11.0** 

2mg 2mg 2mg 

monthly every two PRN* 

months* 

44 42 45 

11.4** 8.5** 10.3** 

13.1** 9.7** 12.0** 

No significant differences among the VEGF Trap-Eye arms were observed. Approximately 80 percent of the VEGF Trap-Eye patients and 75 percent 
of the laser patients remained in the study through 52 weeks. 

VEGF Trap-Eye was generally well-tolerated, and there were no ocular or non-ocular drug-related serious adverse events reported in the study. 
The most common adverse events reported were those typically associated with intravitreal injections or the underlying disease. The most 
frequent ocular adverse events reported among patients receiving VEGF Trap-Eye included conjunctival hemorrhage, eye pain, ocular redness 
(hyperemia), and increased intraocular pressure. The incidence of non-ocular serious adverse events was generally well balanced between all 
treatment arms. There were six deaths (3.4%) among the 175 patients treated with VEGF Trap-Eye and one (2.3%) in the 44 patients treated with 
laser over 12 months. 

Detailed results for DA VINCI will be presented at the Angiogenesis Conference in Miami, Florida in February 2011. 

About the Phase 3 CRVO Program 
Patients in the COPERNICUS (Controlled Phase 3 Evaluation of Repeated intravitreal administration ofVEGF Trap-Eye In Central retinal vein 
occlusion: Utility and Safety) and the identical GALILEO (General Assessment Limiting Infiltration ofExudates in central retinal vein Occlusion 
with VEGF Trap-Eye) studies receive six monthly injections of either VEGF Trap-Eye at a dose of 2mg or sham injections. Patients in the 
COPERNICUS trial were randomized in a 3 :2 ratio with 114 patients randomized to receive VEGF Trap-Eye and 73 randomized to the control arm. At 
the end of the initial six months, all patients randomized to VEGF Trap-Eye are dosed on a PRN (as needed) basis for another six months. In the 
COPERNICUS trial, patients randomized to sham injections in the first six months are eligible to cross over to VEGF Trap-Eye PRN dosing in the 
second six months. During the second six months of the studies, all patients are eligible for rescue laser treatment. Visual acuity was measured as a 
score based on the total number of letters read correctly on the Early Treatment Diabetic Retinopathy Study (ETD RS) eye chart, a standard chart 
used in research to measure visual acuity. 
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About Central Retinal Vein Occlusion (CRVO) 
Over 100,000 people in the United States and more than 66,000 people in key European countries are estimated to suffer from CRVO. CRVO is 
caused by obstruction of the central retinal vein that leads to a back up of blood and fluid in the retina. This causes retinal injury and loss of 
vision. The retina can also become "ischemic" (starved for oxygen), resulting in the growth of new, inappropriate blood vessels that can cause 
further vision loss and more serious complications. Release of vascular endothelial growth factor (VEGF) contributes to increased vascular 
permeability in the eye and inappropriate new vessel growth. It is believed that anti-VEGF treatment may help decrease vascular permeability and 
edema and prevent the inappropriate growth of new blood vessels in the retina in patients with CR VO. 

About Diabetic Macular Edema (DME) 
DME is the most prevalent cause of moderate vision loss in patients with diabetes. DME is a common complication of Diabetic Retinopathy (DR), a 
disease affecting the blood vessels of the retina. Clinically significant DME is a leading cause of blindness in younger adults (under 50). Clinically 
significant DME occurs when fluid leaks into the center of the macula, the light-sensitive part of the retina responsible for sharp, direct vision. 
Fluid in the macula can cause severe vision loss or blindness. 

Approximately 370,000 Americans currently suffer from clinically significant DME, with 95,000 new cases arising each year. According to the 
American Diabetes Association, more than 18 million Americans currently suffer from diabetes, and many other people are at risk for developing 
diabetes. With the incidence of diabetes steadily climbing, it is projected that up to 10 percent of all patients with diabetes will develop DME 
during their lifetime. 

About VEGF Trap-Eye 
VEGF Trap-Eye is a fully human fusion protein, consisting of soluble VEGF receptors 1 and 2, that binds all forms of VEGF-A along with the related 
Placental Growth Factor (PlGF). VEGF Trap-Eye is a specific and highly potent blocker of these growth factors. VEGF Trap-Eye is specially purified 
and contains iso-osmotic buffer concentrations, allowing for injection into the eye. 
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Regeneron and Bayer HealthCare are collaborating on the global development of VEGF Trap-Eye for the treatment of the neovascular form of age 
related macular degeneration (wet AMD), diabetic macular edema (DME), central retinal vein occlusion (CRVO), and other eye diseases and 
disorders. In November 2010, Regeneron and Bayer HealthCare announced positive top-line results from two parallel Phase 3 studies in patients 
with wet AMD, VIEW 1 and VIEW 2. In these trials, all regimens ofVEGF Trap-Eye, including VEGF Trap-Eye dosed every two months, 
successfully met the primary endpoint compared to the current standard of care, ranibizumab dosed every month. The primary endpoint was 
statistical non-inferiority in the proportion of patients who maintained ( or improved) vision over 52 weeks compared to ranibizumab. A generally 
favorable safety profile was observed for both VEGF Trap-Eye and ranibizumab. The incidence of ocular treatment emergent adverse events was 
balanced across all four treatment groups in both studies. There were no notable differences in non-ocular adverse events among the study arms. 
Bayer HealthCare and Regeneron are planning to submit regulatory applications for marketing approval for the treatment of wet AMD in Europe 
and the U.S. in the first-half of 2011. 

Bayer HealthCare will market VEGF Trap-Eye outside the United States, where the companies will share equally in profits from any future sales of 
VEGF Trap-Eye. Regeneron maintains exclusive rights to VEGF Trap-Eye in the United States. 

About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment of serious 

medical conditions. In addition to AR CAL YST® (rilonacept) Injection for Subcutaneous Use, its first commercialized product, Regeneron has 
therapeutic candidates in Phase 3 clinical trials for the potential treatment of gout, diseases of the eye (wet age-related macular degeneration and 
central retinal vein occlusion), and certain cancers. Additional therapeutic candidates developed from proprietary Regeneron technologies for 
creating fully human monoclonal antibodies are in earlier stage development programs in rheumatoid arthritis and other inflammatory conditions, 
pain, cholesterol reduction, allergic and immune conditions, and cancer. Additional information about Regeneron and recent news releases are 
available on Regeneron's web site at www.regeneron.com. 

About Bayer HealthCare 
The Bayer Group is a global enterprise with core competencies in the fields of health care, nutrition and high-tech materials. Bayer HealthCare, a 
subgroup of Bayer AG with annual sales of more than EUR 15. 9 billion (2009), is one of the world's leading, innovative companies in the healthcare 
and medical products industry and is based in Leverkusen, Germany. The company combines the global activities of the Animal Health, Consumer 
Care, Medical Care and Pharmaceuticals divisions. Bayer HealthCare's aim is to discover and mannfacture products that will improve human and 
animal health worldwide. Bayer HealthCare has a global workforce of 53 .400 employees and is represented in more than 100 countries. Find more 
information at www.bayerhealthcare.com. 
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Regeneron Forward Looking Statement 
This news release includes forward-looking statements about Regeneron and its products, development programs, finances, and business, all of 
which involve a number of risks and uncertainties. These include, among others, risks and timing associated with preclinical and clinical 
development ofRegeneron's drug candidates, determinations by regulatory and administrative governmental authorities which may delay or 
restrict Regeneron's ability to continue to develop or commercialize its product and drug candidates, competing drugs that are superior to 
Regeneron's product and drug candidates, uncertainty of market acceptance ofRegeneron's product and drug candidates, unanticipated expenses, 
the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any license or collaboration 
agreement, including Regeneron's agreements with Astellas, the sanofi-aventis Group and Bayer HealthCare, to be canceled or terminated without 
any product success, and risks associated with third party intellectual property. A more complete description of these and other material risks can 
be found in Regeneron's filings with the United States Securities and Exchange Commission (SEC), including its Form 10-K for the year ended 
December 31, 2009 and Form 10-Q for the quarter ended September 30, 2010. Regeneron does not undertake any obligation to update publicly any 
forward-looking statement, whether as a result of new information, future events, or otherwise, unless required by law. 

Bayer Forward-Looking Statements 
This release may contain forward-looking statements based on current assumptions and forecasts made by Bayer Group or subgroup management. 
Various known and unknown risks, uncertainties and other factors could lead to material differences between the actual future results, financial 
situation, development or performance of the company and the estimates given here. These factors include those discussed in Bayer's public 
reports which are available on the Bayer website at www.bayer.com. The company assumes no liability whatsoever to update these forward
looking statements or to conform them to future events or developments. 

Your Contact at Bayer: 
Doreen Schroeder, Tel. +49 30 468-11399 
E-Mail: doreen.schroeder@bayer.com 

Your Investor Relations Contact at Regeneron: 
Michael Aberman, M.D. Tel. +1 (914) 345-7799 
E-Mail: michael.aberman@regeneron.com 

Your Media Contact at Regeneron: 
Peter Dworkin, Tel. +1 (914) 345-7640 
E-Mail: peter.dworkin@regeneron.com 

### 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 2/18/2011 

Copyright© 2020 LexisNexis. All rights reserved. 
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New York 

UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): February 17, 2011 (February 17, 2011) 

REGENERON PHARMACEUTICALS, INC. 

(Exact Name of Registrant as Specified in Charter) 

000-19034 13-3444607 

(State or other jurisdiction of 

Incorporation) 

(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 

(Address of principal executive offices, including zip code) 

(914) 347-7000 

(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the 
following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On February 17, 2011, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for the quarter and 
year ended December 31, 2010. The press release is being furnished to the Securities and Exchange Commission pursuant to Item 2.02 of Form 8-K 
and is attached as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release dated February 17, 2011. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: February 17, 2011 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Murray A. Goldberg 

Name: Murray A. Goldberg 

Title: Senior Vice President, Finance and 

Administration, Chief Financial Officer, Treasurer, 

and Assistant Secretary 
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Exhibit 99.1 

REGEN ERON 
For Immediate Release 

Press Release 

Regeneron Reports Full Year and Fourth Quarter 2010 Financial and Operating Results 

Tarrytown, New York (February 17, 2011) -- Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced financial results for the full year 
and fourth quarter of 20 IO and provided an update on development programs and upcoming milestones. 

"20 IO was a very productive year for Regeneron as we reported positive Phase 3 results in four clinical trials: two with VEGF Trap-Eye in wet age

related macular degeneration, called wet AMD, one with VEGF Trap-Eye in central retinal vein occlusion, and one with ARCAL YST® for the 
prevention of gout flares in patients initiating uric-acid lowering therapy," said Leonard S. Schleifer, M.D., Ph.D., President and Chief Executive 
Officer ofRegeneron. "We expect regulatory applications to be filed in the first half of 2011 for marketing approval in the U.S. and Europe for VEGF 
Trap-Eye in wet AMD. We also look forward to reporting results from additional Phase 3 trials in central retinal vein occlusion and gout and from 
two Phase 3 trials with aflibercept in cancer." 

"In anticipation of potential product approvals," Dr. Schleifer added, "we are continuing to build our commercialization capabilities. We are also 
advancing our earlier-stage pipeline which currently includes eight fully-human monoclonal antibodies in clinical development for the treatment of 
various diseases and conditions including elevated LDL cholesterol, rheumatoid arthritis, atopic dermatitis, and cancer. We anticipate Phase 2 data 
from some of these programs in 2011." 

"We entered 2011 in a strong financial position to support our development and commercialization activities," commented Murray A. Goldberg, 
Chief Financial Officer, "with approximately $627 million in cash and securities, following a successful public offering of Common Stock in October 
2010." 

Clinical Programs Update 

VEGF Trap-Eye (aflibercept ophthalmic solution) - Ophthalmologic Diseases 

VEGF Trap-Eye is a fusion protein locally administered in the eye that is designed to bind Vascular Endothelial Growth Factor-A (VEGF-A) and 
Placental Growth Factor (PLGF), proteins that are involved in the abnormal growth of new blood vessels. Regeneron maintains exclusive rights to 
VEGF Trap-Eye in the United States. Bayer HealthCare LLC has rights to market VEGF Trap-Eye outside the United States, where the companies 
will share equally in profits from any future sales of VEGF Trap-Eye. 

Phase 3 studies in wet age-related macular degeneration 

In November 20 IO, Regeneron and Bayer Healthcare reported positive one-year data from two Phase 3 studies (VIEW I and VIEW 2) evaluating 
VEGF Trap-Eye in patients with the neovascular form of age-related macular degeneration (wet AMD). Based on these results, Regeneron plans to 
submit a Biologics License Application to the Food and Drug Administration (FDA) for marketing approval in the U.S. in the first half of 2011. In 
addition, Bayer Healthcare intends to submit regulatory applications in the first half of 2011 for marketing approval in Europe. 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5929



In VIEW I and VIEW 2, VEGF Trap-Eye was administered either monthly or every two months, and compared to monthly doses of ranibizumab, 
which is the current standard of care in wet AMD. In these studies, all regimens of VEGF Trap-Eye including VEGF Trap-Eye dosed every two 
months successfully met the primary endpoint of non-inferiority compared to ranibizumab dosed every month. The primary endpoint was 
statistical non-inferiority in the proportion of patients who maintained ( or improved) vision over 52 weeks compared to ranibizumab. At least 94% 
of patients in every VEGF Trap-Eye group, including those dosed every two months, as well as those receiving ranibizumab dosed monthly, 
maintained visual acuity over 52 weeks. Visual acuity was measured as a score based on the total number ofletters read correctly on the Early 
Treatment Diabetic Retinopathy Study (ETDRS) eye chart, a standard chart used in research to measure visual acuity. Maintenance of vision was 
defined as losing fewer than three lines ( equivalent to 15 letters) on the ETD RS eye chart. 

In VIEW 1 and VIEW 2, a generally favorable safety profile was observed for both VEGF Trap-Eye and ranibizumab. The incidence of ocular 
treatment emergent adverse events was balanced across all four treatment groups in both studies, with the most frequent events associated with 
the injection procedure, the underlying disease, and/or the aging process. The most frequent ocular adverse events were conjunctival hemorrhage, 
macular degeneration, eye pain, retinal hemorrhage, and vitreous floaters. The most frequent serious non-ocular adverse events were typical of 
those reported in this elderly population who receive intravitreal treatment for wet AMD. 

Phase 3 studies in central retinal vein occlusion 

In December 2010, Regeneron and Bayer Healthcare reported positive initial results from the COPERNICUS study, the first of two Phase 3 studies 
evaluating VEGF Trap-Eye in central retinal vein occlusion (CRVO). Patients received six monthly intravitreal injections of either VEGF Trap-Eye at 
a dose of 2.0 milligrams (mg) or sham control injections. In COPERNICUS, VEGF Trap-Eye met the primary endpoint of a statistically significant 
improvement in vision at six months compared to sham injections. In this trial, 56.1 % of patients receiving VEGF Trap-Eye gained at least 15 letters 
of vision from baseline, compared to 12.3% of patients receiving sham injections (p<0.0001). Patients receiving VEGF Trap-Eye on average gained 
17.3 letters of vision, compared to a mean loss of 4.0 letters with sham injections (p<0.001), a secondary endpoint. 

In the COPERNICUS study, VEGF Trap-Eye was generally well tolerated. The most common adverse events were those typically associated with 
intravitreal injections or the underlying disease. Serious ocular adverse events in the VEGF Trap-Eye group were uncommon (3.5%) and were more 
frequent in the control group (13.5%). The incidence of non-ocular serious adverse events was generally well-balanced between the treatment 
arms. 

Initial results from GALILEO, the second of the two Phase 3 studies in CRVO, are expected in the first half of 2011. 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5930



Phase 2 study in diabetic macular edema 

In December 2010, Regeneron and Bayer Healthcare reported 52-week results from a Phase 2 study (DA VINCI) comparing treatment with VEGF 
Trap-Eye to focal laser therapy, the current standard of care, in patients with clinically significant diabetic macular edema (DME). The DME data 
showed that previously reported visual acuity gains achieved with VEGF Trap-Eye treatment over 24 weeks, the primary endpoint of the study, 
were maintained or numerically improved up to completion of the study at week 52 in all VEGF Trap-Eye study groups, including the group 
receiving a 2.0 mg dose every other month. At week 52, all VEGF Trap-Eye dose groups reported mean gains in visual acuity of 9.7 to 13.1 letters, 
compared to a mean loss of 1.3 letters for patients receiving focal laser therapy (p<0.01 for each VEGF Trap-Eye group versus focal laser). 

In DA VINCI, VEGF Trap-Eye was generally well tolerated. The most common adverse events reported were those typically associated with 
intravitreal injections or the underlying disease. The most frequent ocular adverse events reported among patients receiving VEGF Trap-Eye 
included conjunctival hemorrhage, eye pain, ocular redness (hyperemia), and increased intraocular pressure. There were no non-ocular serious 
adverse events judged by investigators to be drug-related during the first six months of the study and one during the second six months. 

Based on these positive results, Regeneron and Bayer Healthcare are discussing plans to initiate Phase 3 studies of VEGF Trap-Eye in DME. 

Phase 3 study in choroidal neovascularisation 

In January 2011, Regeneron and Bayer HealthCare announced a new Phase 3 clinical trial in Asia in collaboration with the Singapore Eye Research 
Institute (SERI) investigating the efficacy and safety ofVEGF Trap-Eye in patients with choroidal neovascularisation (CNV) of the retina as a result 
of pathologic myopia. 

ARCALYST® (rilonacept)- Gout 

ARCAL YST® is a fusion protein that blocks the cytokine interleukin-1 (IL-1). ARCALYST® is currently available for prescription in the United 
States for the treatment of Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflannnatory Syndrome (FCAS) and 
Muckle-Wells Syndrome (MWS) in adults and children 12 and older. CAPS is a group ofrare, inherited, auto-inflannnatory conditions 
characterized by life-long, recurrent symptoms of rash, fever/chills, joint pain, eye redness/pain, and fatigue. 

ARCAL YST® is in a Phase 3 clinical development program for the prevention of gout flares in patients initiating uric acid-lowering therapy. In June 
2010, the Company announced positive efficacy and safety results from a Phase 3 study (PRE-SURGE 1) in gout patients initiating allopurinol 

therapy to lower their uric acid levels. Patients who received ARCAL YST® at a weekly, self-administered, subcutaneous dose of 160 mg had an 
80% decrease in mean number of gout flares compared to the placebo group over the 16 week treatment period (0.21 flares vs. 1.06 flares, p<0.0001). 

Patients who received ARCAL YST® at a weekly dose of 80 mg had a 73% decrease compared to the placebo group (0.29 flares vs. 1.06 flares, 

p<0.0001). AR CAL YST® was generally well tolerated with no reported drug-related serious adverse events. Injection site reaction, generally 

considered mild, was the most commonly reported adverse event with ARCAL YST®. 
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Two other studies are ongoing in the Phase 3 program. The global PRE-SURGE 2 study, which has a similar trial design as PRE-SURGE 1, is 
evaluating the number of gout flares per patient over the first 16 weeks of initiation of allopurinol therapy. The global RE-SURGE study is 

evaluating the safety of ARCAL YST® versus placebo over 16 weeks in patients who are at risk for gout flares because they are taking uric acid
lowering drug treatment. PRE-SURGE 2 and RE-SURGE are fully enrolled, and the Company expects to have initial data from both studies in the 

first quarter of 2011. Regeneron owns worldwide rights to AR CAL YST®. 

Aflibercept (VEGF Trap) - Oncology 

Aflibercept, also known as VEGF Trap, is a fusion protein that is designed to bind VEGF-A and PLGF, proteins that are involved in the abnormal 
growth of new blood vessels in solid tumors. 

Aflibercept is being developed worldwide by Regeneron and its collaborator, the sanofi-aventis Group, for the potential treatment of solid tumors. 
Three randomized, double-blind, Phase 3 trials, all of which are fully enrolled, are evaluating combinations of standard chemotherapy regimens with 
either aflibercept or placebo for the treatment of cancer. One trial (VELOUR) is evaluating aflibercept as a 2nd-line treatment for metastatic 
co lo rectal cancer in combination with FOLFIRI (folinic acid [leucovorin], 5-fluorouracil, and irinotecan). A second trial (VITAL) is evaluating 
aflibercept as a 2nd-line treatment for locally advanced or metastatic non-small cell lung cancer in combination with docetaxel. The third trial 
(VENICE) is evaluating aflibercept as a 1st-line treatment for metastatic, castration-resistant prostate cancer in combination with 
docetaxel/prednisone. 

Final results from the VITAL and VELOUR studies are anticipated in the first half of 2011. Based on projected event rates, an interim analysis of the 
VENICE study is expected to be conducted by an Independent Data Monitoring Committee in mid-2011, with final results anticipated in 2012. 

In addition, a randomized Phase 2 study (AFFIRM) is evaluating aflibercept as a 1st-line treatment for metastatic colorectal cancer in combination 
with FOLFOX (folinic acid [leucovorin], 5-fluorouracil, and oxaliplatin). The AFFIRM study is fully enrolled, and initial data are anticipated in the 
second half of 2011. 

Monoclonal Antibodies 

Since 2007, Regeneron and sanofi-aventis have collaborated on the discovery, development, and commercialization of fully human monoclonal 

antibodies generated by Regeneron using its Veloclmmune® technology. During the fourth quarter of 2009, Regeneron and sanofi-aventis 
expanded and extended their collaboration with the objective to advance an average of four to five antibodies into clinical development each year 
between 2010 and 2017. The following eight antibody candidates are currently in clinical development under the collaboration: 

REGN727 an antibody to Proprotein Convertase Substilisin/Kexin type 9 (PCSK9), a novel target for LDL cholesterol ("bad cholesterol") 
reduction, has been evaluated in Phase 1 studies using both intravenous and subcutaneous routes of administration. REGN727 is being studied as 
a single agent and in combination with statin therapy. Phase 2 studies have been initiated in patients with hypercholesterolemia. 
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REGN88, an antibody to the interleukin-6 receptor (IL-6R), is in a Phase 2/3 study in rheumatoid arthritis and a Phase 2 study in anky losing 
spondy litis, a form of arthritis that primarily affects the spine. Both studies are enrolling patients, and initial Phase 2 results are expected in 2011. 

REGN42 l, an antibody to Delta-like ligand-4 (Dll4 ), a novel angiogenesis target, is in a Phase 1 study in patients with advanced malignancies. 

REGN668 an antibody to the interleukin-4 receptor (IL-4R), a target for allergic and immune conditions, has completed Phase 1 testing in healthy 
volunteers. A Phase lb study in patients with atopic dermatitis is underway and a Phase 2 study in asthma is planned. 

REGN9 l O an antibody to angiopoietin-2 (ANG2), a novel angiogenesis target, is in a Phase 1 study in oncology. 

REGN475 an antibody to nerve growth factor (NGF), has completed a Phase 2 trial in osteoarthritis of the knee. In December 2010, the Company 
was informed by the FDA that a case confirmed as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA 
believes this case, which follows previously-reported cases of joint replacements in patients on an anti-NGF drug candidate being developed by 
another pharmaceutical company, provides evidence to suggest a class-effect and has placed REGN4 7 5 on clinical hold. There are currently no 
ongoing trials with REGN475 that are either enrolling or treating patients. 

REGN728 and REGN846 whose targets remain undisclosed, have entered clinical development. 

Financial Results 

The Company's total revenues increased to $133.7 million in the fourth quarter of 2010 from $96.8 million in the same quarter of 2009 and to $459.1 
million for the full year 2010 from $379.3 million for the full year 2009. The increases were primarily due to higher collaboration revenue in 2010 in 
connection with the Company's antibody collaboration with sanofi-aventis. In addition, the increase in the fourth quarter of 2010 was partly due to 
the recognition of $20.0 million in substantive milestone payments from Bayer HealthCare. 

Net product sales of ARCAL YST® in the fourth quarterof2010 were $5.3 million, compared to $5.0 million during the same period of 2009. The 

Company recognized $25.3 million of net product sales for the full year 2010, which included $20.5 million of ARCAL YST® net product sales made 

during 2010 and $4.8 million of previously deferred net product sales. In 2009, the Company recognized $18.4 million of ARCAL YST® net product 
sales. 

The Company's total operating expenses increased to $146.5 million in the fourth quarter of 2010 from $136.2 million in the same quarter of 2009, 
and to $556.5 million for the full year 2010 from $453.4 million for the full year 2009. The increases were primarily due to higher research and 
development expenses arising from the Company's expanding research and development activities in 2010 and related higher employee headcount, 
principally in connection with the sanofi-aventis antibody collaboration. Research and development expenses for the full year 2010 rose to $489.2 
million from $398.8 million in 2009. 
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The Company had a net loss of $14 .6 million, or $0.17 per share (basic and diluted), for the fourth quarter of 2010 compared with a net loss of $36 .5 
million, or $0.46 per share (basic and diluted), for the fourth quarter of 2009. The Company had a net loss of $104.5 million, or $1.26 per share (basic 
and diluted), for the full year 2010 compared with a net loss of $67.8 million, or $0.85 per share (basic and diluted), for the full year 2009. 

In October 2010, the Company completed a public offering of 6,325,000 shares of Common Stock and received net proceeds of $174.8 million. At 
December 31, 2010, cash and marketable securities totaled $626. 9 million (including $7 .5 million of restricted cash and marketable securities) 
compared with $390.0 million (including $1.6 million ofrestricted cash) at December 31, 2009. 

About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment of serious 

medical conditions. In addition to AR CAL YST® (rilonacept) Injection for Subcutaneous Use, its first commercialized product, Regeneron has 
therapeutic candidates in Phase 3 clinical trials for the potential treatment of gout, diseases of the eye (wet age-related macular degeneration and 
central retinal vein occlusion), and certain cancers. Additional therapeutic candidates developed from proprietary Regeneron technologies for 
creating fully human monoclonal antibodies are in earlier stage development programs in rheumatoid arthritis and other inflammatory conditions, 
pain, cholesterol reduction, allergic and immune conditions, and cancer. Additional information about Regeneron and recent news releases are 
available on Regeneron's web site at www.regeneron.com. 

This news release discusses historical information and includes forward-looking statements about Regeneron and its products, development 
programs,finances, and business, all of which involve a number of risks and uncertainties and actual events or results may differ materially 
from these forward-looking statements. These risks and uncertainties include, among others, risks and timing associated with preclinical and 
clinical development of Regeneron 's drug candidates, determinations by regulatory and administrative governmental authorities which may 
delay or restrict Regeneron 's ability to continue to develop or commercialize its product and drug candidates, competing drugs that are 
superior to Regeneron 's product and drug candidates, uncertainty of market acceptance ofRegeneron 's product and drug candidates, 
unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any 
collaboration agreement, including Regeneron 's agreements with the sanofi-aventis Group and Bayer HealthCare, to be canceled or 
terminated without any product success, and risks associated with third party intellectual property. A more complete description of these and 
other material risks can be found in Regeneron 's filings with the United States Securities and Exchange Commission (SEC), including its Form 
10-Kfor the year ended December 31, 2010. Regeneron does not undertake any obligation to update publicly any forward-looking statement, 
whether as a result of new information,future events, or otherwise, unless required by law. 

Contacts Information: 

Michael Aberman, M.D. 

Investor Relations 

914.345.7799 

michael.aberman@regeneron.com 

### 

Peter Dworkin 

Corporate Communications 

914.345.7640 

peter.dworkin@regeneron.com 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

December 31, December 31, 

2010 2009 

i.iiii:ii!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Cash, restricted cash, and marketable securities 626,939 $ 390,010 

iil~tlii~:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i~~;:~:~ii:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:ii~:;~~~ 
Property, plant, and equipment, net 347,450 259,676 

2!:iir::ij~~*~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::;i;i~:m:::::::::::::::1::::::::::::::::::::::::::::::::::1~]~1~ 
Total assets $ 1,089,432 $ 741,202 

i[liffitr~1§i!ilM#:fi1i@imP:Ml!II!li]IHJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJJ 
Accounts payable, accrued expenses, and other liabilities $ 61,008 $ 52,990 

ffiit~ill]liilI:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:I~liH~J:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:I:~:~~:;1i~ 
Facility lease obligations 160,030 109,022 

ii~lii@~titim.tw:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:!/iJJJJJ~H;IH]i:I:i:!ii!i!i!i!i!i!i!i!i!i!i!i!iJH~11i~ 
Total liabilities and stockholders' equity $ 1,089,432 $ 741,202 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED STATEMENTS OF OPERATIONS (Unaudited) 

(In thousands, except per share data) 

For the three months 

ended December 31, 

2010 2009 

For the year 

ended December 31, 

2010 2009 

g~fii~i~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Collaborationrevenue $ ll7,047 $ 80,582 $ 386,725 $ 314,457 

:::::::::::ti~Ei9:i!v.iJ1Hmmii.It:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::m:i~it:::::::::::::::::::::::::::::J]g)~ i~t:::::::::::::::::::::::::::::::::t1i]~~::::::::::::::::::::::::::::::::::t:1g~9:l~I 
Net product sales 5,269 5,000 25,254 18,364 

I:i:i:i:i:I:linl,:llw~i:li:lill:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:ifi]]]]fWiH!\:i:i:i:]]]]i]]i;lij]]]/]]i]i]]@Hji\:i:i:i:!]i]]]]]?i1jm 
133,675 96,800 459,074 379,268 

iiv.ii,~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Research and development 125,212 ll8,790 489,252 398,762 

:::::::::::ti~~Imii.]i~iitiiiii!J~mi~wiiiit:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::Jiij]iMit:::::::::::::::::::::::::::::::]1)9:l~l:::::::::::::::::::::::::::::::::::::::rn~:;~9:~]]]]]]i]]~j;~ji~I 
Cost of goods sold 599 387 2,093 1,686 

:i:I:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:!i!i!i!i!i!i!i!i!i!tli!~i\:i:i:i:i:/JJJ!Hi)~P:II!:i:i:i:i:i:!JJJ!J!Ui)H~J:i:i:i:i:i:!JJJ!Mi~~~~JtI 

2~Mt:~:1i:1~::tiimm~:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

Investment income 638 553 2,122 4,488 

::::::::::::rnn~ir~~[il~n~iJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJtJt:rt1t1:@1~ii:t:tttttttti,~~tJtttt1t:]1@r.~:it:tttttfJru@.j1j 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): April 27, 2011 (April 27, 2011) 

New York 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

000-19034 13-3444607 
(State or other jurisdiction of 

Incorporation) 
(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant 
under any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5938



Item 8.01 Other Events. 

On April 27, 2011, Regeneron Pharmaceuticals, Inc. and Bayer HealthCare issued a press release reporting positive top-line results for VEGF 
Trap-Eye (aflibercept ophthalmic solution) in the Phase 3 GALILEO study in patients with macular edema due to central retinal vein occlusion. A 
copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K, and incorporated by reference into this Item. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release Reporting Positive Results for VEGF Trap-Eye in Second Phase 3 Study in Central Retinal Vein Occlusion, dated April 27, 
2011. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: April 27, 2011 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Murray A Goldberg 

Name: Murray A. Goldberg 

Title: Senior Vice President, Finance and 

Administration, Chief Financial Officer, Treasurer, 

and Assistant Secretary 
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Exhibit 99.1 

REGENERON 
For Immediate Release 

Press Release 

Regeneron and Bayer Report Positive Results for VEGF Trap-Eye in Second Phase 3 Study in 
Central Retinal Vein Occlusion 

Regulatory applications for marketing approval in the US planned in second-half of 2011 and in Europe in 2012 

Tarrytown, NY, USA, and Berlin, Germany, April 27, 2011 -- Regeneron Pharmaceuticals, Inc. (NASDAQ: REGN) and Bayer HealthCare today 
announced positive top-line results for VEGF Trap-Eye (aflibercept ophthalmic solution) in the Phase 3 GALILEO study in patients with macular 
edema due to central retinal vein occlusion (CRVO). The positive results from the GALILEO study confirm the results of the similarly designed 
Phase 3 COPERNICUS study that were announced in December 20 IO. 

In GALILEO, the primary endpoint at week 24 was achieved: 60.2 percent of patients receiving monthly VEGF Trap-Eye 2 milligrams (mg) gained at 
least 15 letters of vision from baseline, compared to 22. I percent of patients receiving sham injections (p<0. 000 I). The key secondary endpoint of 
the study was also met: patients receiving VEGF Trap-Eye 2mg monthly gained, on average, IS letters of vision compared to a mean gain of 3.3 
letters with sham injections (p<0.0001). 

"After reporting positive results from the VIEW I and VIEW 2 Phase 3 studies for the treatment of the neovascular form of age-related macular 
degeneration, or wet AMD, we are very pleased to now also have two positive Phase 3 trials with VEGF Trap-Eye in central retinal vein occlusion," 
said Kemal Malik, M.D., Head of Global Development and member of the Bayer HealthCare Executive Committee. 

"With two Phase 3 trials showing impressive improvement in vision relative to control, VEGF Trap-Eye has the potential to provide patients and 
physicians a new treatment option for central retinal vein occlusion," said George D. Y ancopoulos, M.D., Ph.D., President of Regeneron Research 
Laboratories. 

As in the COPERNICUS trial, VEGF Trap-Eye was generally well tolerated in the GALILEO study and the most common adverse events were those 
typically associated with intravitreal injections or the underlying disease. The incidence of ocular serious adverse events was higher in the sham 
group compared to the active treatment arm (8.8% vs 2.9%). 

Regeneron intends to submit a regulatory application for marketing approval in CRVO in the U.S. in the second half of 2011, and Bayer HealthCare 
is planning to submit regulatory applications in Europe in 2012. 

Detailed results of the GALILEO study will be presented at the EURETINA Congress in London in May, 2011. 
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About the Phase 3 CRVO Program 
Patients in the COPERNICUS (Controlled Phase 3 Evaluation of Repeated intravitreal administration ofVEGF Trap-Eye In Central retinal vein 
occlusion: Utility and Safety) and the almost identical GALILEO (General Assessment Limiting Infiltration ofExudates in central retinal vein 
Occlusion with VEGF Trap-Eye) stndies received six monthly injections of either VEGF Trap-Eye at a dose of 2mg or sham injections. 

Patients in both trials were randomized in a 3 :2 ratio with 114 patients randomized to receive VEGF Trap-Eye and 73 randomized to the control arm 
in COPERNICUS and 104 patients randomized to receive VEGF Trap-Eye and 68 randomized to the control arm in GALILEO. At the end of the initial 
six months, all patients randomized to VEGF Trap-Eye are dosed on a PRN (as needed) basis for another six months. In the COPERNICUS trial, 
patients randomized to sham injections in the first six months were eligible to cross over to VEGF Trap-Eye PRN dosing in the second six months. 
During the second six months of the stndies, all patients are eligible for rescue laser treatment. Visual acuity is measured as a score based on the 
total number of letters read correctly on the Early Treatment Diabetic Retinopathy Study (ETD RS) eye chart, a standard chart used in research to 
measure visual acuity. 

Phase 3 GALILEO Study Results 
In the GALILEO stndy, 60.2 percent of patients receiving VEGF Trap-Eye 2mg monthly gained at least 15 letters of vision from baseline, compared 
to 22 .1 percent of patients receiving sham injections (p<0.0001 ), the primary endpoint of the stndy. Patients receiving VEGF Trap-Eye 2mg monthly 
gained, on average, 18 letters of vision compared to a mean gain of 3.3 letters with sham injections (p<0.0001), a secondary endpoint. 

VEGF Trap-Eye was generally well tolerated and the most common adverse events were those typically associated with intravitreal injections or 
the underlying disease. Serious ocular adverse events in the VEGF Trap-Eye group were 2.9 percent and were more frequent in the control group 
(8.8 percent). The most frequently reported adverse events overall in the VEGF Trap-Eye arm were eye pain, conjunctival hemorrhage and elevated 
intraocular pressure. The most frequently reported adverse events in the control group were macular edema, eye irritation, and reduction of visual 
acuity. The incidence of non-ocular serious adverse events was generally well-balanced between the treatment arms. The most frequent non
ocular adverse events were headache and nasopharyngitis. There were no deaths in the study. 

About Central Retinal Vein Occlusion (CRVO) 
Over 100,000 people in the United States and more than 66,000 people in key European countries are estimated to snffer from CRVO. CRVO is 
caused by obstruction of the central retinal vein that leads to a back up of blood and fluid in the retina. This causes retinal injury and loss of 
vision. The retina can also become "ischemic" (starved for oxygen), resulting in the growth of new, inappropriate blood vessels that can cause 
further vision loss and more serious complications. Release of vascular endothelial growth factor (VEGF) contributes to increased vascular 
permeability in the eye and inappropriate new vessel growth. It is believed that anti-VEGF treatment may help decrease vascular permeability and 
edema and prevent the inappropriate growth of new blood vessels in the retina in patients with CR VO. 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5943



About VEGF Trap-Eye 
VEGF Trap-Eye is a fully human fusion protein, consisting of soluble VEGF receptors 1 and 2, that binds all forms of VEGF-A along with the related 
Placental Growth Factor (PlGF). VEGF Trap-Eye is a specific and highly potent blocker of these growth factors. VEGF Trap-Eye is specially purified 
and contains iso-osmotic buffer concentrations, allowing for injection into the eye. 

Bayer HealthCare and Regeneron are collaborating on the global development of VEGF Trap-Eye for the treatment of the neovascular form of age 
related macular degeneration (wet AMD), central retinal vein occlusion (CRVO), diabetic macular edema (DME), and other eye diseases and 
disorders. 

Regeneron submitted a Biologics License Application (BLA) for marketing approval in wet AMD in the U.S. in February 2011 and received a 
Priority Review designation. Under Priority Review, the target date for an FDA decision on the VEGF Trap-Eye BLA is August 20, 2011. Bayer 
plans to file regulatory submissions in Europe in the second quarter of 2011. 

In April 2011, Bayer HealthCare and Regeneron announced the initiation of a Phase 3 program in DME. 

Bayer HealthCare will market VEGF Trap-Eye outside the United States, where the companies will share equally the profits from any future sales of 
VEGF Trap-Eye. Regeneron maintains exclusive rights to VEGF Trap-Eye in the United States. 

About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment of serious 

medical conditions. In addition to AR CAL YST® (rilonacept) Injection for Subcutaneous Use, its first commercialized product, Regeneron has 
therapeutic candidates in Phase 3 clinical trials for the potential treatment of gout, diseases of the eye (wet age-related macular degeneration, 
central retinal vein occlusion, and diabetic macular edema), and certain cancers. Additional therapeutic candidates developed from proprietary 
Regeneron technologies for creating fully human monoclonal antibodies are in earlier stage development programs in rheumatoid arthritis and 
other inflammatory conditions, pain, cholesterol reduction, allergic and immune conditions, and cancer. Additional information about Regeneron 
and recent news releases are available on Regeneron's web site at www.regeneron.com. 

About Bayer HealthCare 
The Bayer Group is a global enterprise with core competencies in the fields of health care, nutrition and high-tech materials. Bayer HealthCare, a 
subgroup of Bayer AG with annual sales of more than EUR 16.913 billion (2010), is one of the world's leading, innovative companies in the 
healthcare and medical products industry and is based in Leverkusen, Germany. The company combines the global activities of the Animal Health, 
Consumer Care, Medical Care and Pharmaceuticals divisions. Bayer HealthCare's aim is to discover and manufacture products that will improve 
human and animal health worldwide. Bayer HealthCare has a global workforce of 55. 700 employees and is represented in more than 100 countries. 
Find more information at www.bayerhealthcare.com. 
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Regeneron Forward-Looking Statements 
This news release includes forward-looking statements that involve risks and uncertainties relating to future events and the future financial 
performance of Regeneron, and actual events or results may differ materially from these forward-looking statements. These statements concern, 
and these risks and uncertainties include, among others, the nature, timing, and possible success and therapeutic applications of Regeneron 's 

product candidates and research and clinical programs now underway or planned, the likelihood and timing of possible regulatory approval 
and commercial launch of Regeneron 'slate-stage product candidates, determinations by regulatory and administrative governmental 
authorities which may delay or restrict Regeneron 's ability to continue to develop or commercialize its product and drug candidates, 
competing drugs that may be superior to Regeneron 's product and drug candidates, uncertainty of market acceptance of Regeneron 's product 
and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and selling products, the 
potential for any license or collaboration agreement, including Regeneron 's agreements with the sanofi-aventis Group and Bayer HealthCare, 
to be canceled or terminated without any product success, and risks associated with third party intellectual property and pending or future 
litigation relating thereto. A more complete description of these and other material risks can be found in Regeneron 's filings with the United 
States Securities and Exchange Commission, including its Form 10-Kfor the year ended December 31, 2010. Regeneron does not undertake 
any obligation to update publicly any forward-looking statement, whether as a result of new information,future events, or otherwise, unless 
required by law. 

Bayer Forward-Looking Statements 
This release may contain forward-looking statements based on current assumptions and forecasts made by Bayer Group or subgroup 
management. Various known and unknown risks, uncertainties and other factors could lead to material differences between the actual future 
results, financial situation, development or performance of the company and the estimates given here. These factors include those discussed in 
Bayer's public reports which are available on the Bayer website at www.bayer.com. The company assumes no liability whatsoever to update 
these forward-looking statements or to conform them to future events or developments. 

Your Contact at Bayer: 
Doreen Schroeder, Tel. +49 30 468-11399 
E-Mail: doreen.schroeder@bayer.com 

Your Investor Relations Contact at Regeneron: 
Michael Aberman, M.D., Tel. +1 (914) 345-7799 
E-Mail: michael.aberman@regeneron.com 

Your Media Contact at Regeneron: 
Peter Dworkin, Tel. +1 (914) 345-7640 
E-Mail: peter.dworkin@regeneron.com 
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Filer: Karl Bozicevic/Kimberly Zuehlke 
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Attorney Docket Number: REGN-008CIPCON3 
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Filing Date: 06-AUG-2018 

Time Stamp: 12:04:12 

Application Type: Utility under 35 USC 111 (a) 

Payment information: 

Submitted with Payment I no 

File Listing: 

Document 
Document Description File Name 

File Size(Bytes}/ Multi Pages 
Number Message Digest Part /.zip (if appl.) 

51760 

0725US04_2020-07-16_Supp_l 

1 Transmittal Letter DS_trans_REGN-008CIPCON3. no 2 

pdf 7da2c4e424dba5f8f889c07cce89a 1 eel 6ee 
4711 

Warnings:  
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5946



Information: 

64002 

0725US04 _2020-07-16_Supp 
2 

Information Disclosure Statement (IDS) 
IDS_SB08A_REGN-008CIPCON3 no 5 

Form (SB08) 
.pdf 6e436a4f3cbbffd0838bb3b 1 0e2f96b2acc1 

c1a 

Warnings: 

Information: 

This is not an USPTO supplied IDS fillable form 

1507654 

3 Foreign Reference WO2004106378A2.pdf no 23 
b6c832b4 7fd56959cb880da99e6703a41 bf 

742cc 

Warnings: 

Information: 

2338182 

4 Foreign Reference WO2005000895A2.pdf no 38 
63 63e90 be 1 b6d4d 2 49232863 78ef404ecffE 

18c3 

Warnings: 

Information: 

46129 

5 Non Patent Literature 01 _Benz_May _2007 .pdf no 2 
dff86fc070ae43858a 162bc440b012b07665 

a2f9 

Warnings: 

Information: 

53639 

6 Non Patent Literature 02_Do_May _2007.pdf no 2 
d211 e 1 d8d8063e474ab9ec77238f8a5a33f 

bdb06 

Warnings: 

Information: 

47066 

7 Non Patent Literature 03_Do_April_2009.pdf no 2 
fd7e6416950ad2213097da0329a57a620e0 

666ce 

Warnings: 

Information: 

45545 

8 Non Patent Literature 04_Haller_April_201 l .pdf no 2 
6448e3 3f1 0 ba3 6725ec03 063 326 7aa3 d 313 

3a9fd 

Warnings: 

Information:  
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5947



54469 

9 Non Patent Literature 0S_Heier _Apri I_2009.pdf no 2 
4d 1796d 22d 8862c22670a9a4c6ee2 9e 2cffl 

ac99 

Warnings: 

Information: 

402562 

10 Non Patent Literature 06_Heier_06-201 l .pdf no 9 
e8b2ec84c9b1 7d1 057bfa2adb39c766db7 

7a994 

Warnings: 

Information: 

31584 

11 Non Patent Literature 07-Heier _09-2011.pdf no 1 
15391 ae 1 a 1 e480c841 fd2036de4dfdf7c1 dd 

bd63 

Warnings: 

Information: 

1030862 

12 Non Patent Literature 
08_NCT00320775_2006-201 l. 

no 70 
pdf 

f54e321 e4d54c284543306b48388eb667d 1 
1d5ec 

Warnings: 

Information: 

166014 

13 Non Patent Literature 09_NCT00320775_2015.pdf no 10 
b8b 1693d8b4b3e 738f3ff58c71 a33c84ddf3 

de48 

Warnings: 

Information: 

1057353 

14 Non Patent Literature 
1 0_NCT00320788_2006-201 l. 

no 71 
pdf 

Sd52daa9713864354b281 cc78676b4c20f3 
78023 

Warnings: 

Information: 

292436 

15 Non Patent Literature 1 l_NCT00320788_2012.pdf no 31 
caf8ed62 7804 3 6c91 6ce5 34 9682ef9800 be6 

4ba5 

Warnings: 

Information: 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5948



16 

Warnings: 

Information: 

17 

Warnings: 

Information: 

18 

Warnings: 

Information: 

19 

Warnings: 

Information: 

20 

Warnings: 

Information: 

21 

Warnings: 

Information: 

22 

Warnings: 

Information: 

Non Patent Literature 

Non Patent Literature 

Non Patent Literature 

Non Patent Literature 

Non Patent Literature 

Non Patent Literature 

Non Patent Literature 

12_NCT00320814_2006-201 l. 
pdf 

13_NCT00509795_2007-201 l. 
pdf 

14_NCT00509795_2012.pdf 

15_NCT00527423_2007-201 l. 
pdf 

16_NCT00527423_2012-2013. 
pdf 

17 _NCT00637377 _2008-2011. 
pdf 

18_NCT00637377 _2012-2014. 
pdf 

565177 

23 acd c 4 3 3 cS f95 544 2d acee 7bac57 e Sc63 81 
54ca 

2602890 

c6d8c231fc813a8b2669d47703c413892a6 
8576e 

1310807 

2c09b0e7757a632fd4d 161 c021 f006b 14dd 
79d0e 

1018702 

6Sd0686f0cfb0b04a 106f45c706c3a53b 119 
cb9b 

502590 

54bc238aff2de299Sa 1 f4ffb493282c9134e3 
Oc6 

5617214 

8aa5dc78ca7f38f0d940184519f1 a5cbb2eb 
3427 

1866914 

792b27b9bd3cc26e03f1 27fb7c7f1 921 dfaa 
cdfa 

no 30 

no 318 

no 200 

no 64 

no 42 

no 667 

no 289 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 5949



23 Non Patent Literature 

Warnings: 

Information: 

24 Non Patent Literature 

Warnings: 

Information: 

25 Non Patent Literature 

Warnings: 

Information: 

26 Non Patent Literature 

Warnings: 

Information: 

27 Non Patent Literature 

Warnings: 

Information: 

28 Non Patent Literature 

Warnings: 

Information: 

29 Non Patent Literature 

Warnings: 

Information: 

19_NCT00789477 _2008-2011. 
pdf 

20_NCT00789477 _2013-2014. 
pdf 

21_NCT00943072_2009-201 l. 
pdf 

22_NCT00943072_2012-2013. 
pdf 

23_Major_April_201 0.pdf 

24_Nguyen_April_201 l .pdf 

25_Ng uyen_May _2006.pdf 

1979158 

137fc01d547e7c1 60e94d42011 07cb56948 
04f96 

604816 

ef568e 74caad7632dfdbf6ed71 a50b0606f4 
7da1 

1376368 

7 5 1 07823 e444 781 OS f7 ee0f6f9702ec800cft 
a45 

608635 

d374bdcb944b6e0319cd2d4e4a282dfbbfe 
dc06c 

47042 

7d6526cf1 ea617db63bf6916ea89af0e5e 7c 
3b9d 

47769 

53199468f42d5607062332b5bff6f1811 lec 
77d6 

53195 

1 d36ad4455Se658968d4db7321 a487b04fi 
663ba 

no 135 

no 53 

no 98 

no 64 

no 2 

no 2 

no 2 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 5950



4401063 

26_20080227_REGENERON_PH 

30 Non Patent Literature ARMACEUTICALS_INC_ 10- no 356 

K_2_27.pdf efcfc2877ac780300b7b2ccf650693f6561 cd 
21c 

Warnings: 

Information: 

2215659 

27_20090226_REGENERON_PH 

31 Non Patent Literature ARMACEUTICALS_INC_ 10- no 154 

K_2_26.pdf 307c1 eab4433f9f3206c01 d 1402a6Se366b 
12ae 

Warnings: 

Information: 

2160163 

28_20110217 _REGENERON_PH 

32 Non Patent Literature ARMACEUTICALS_INC_ 10- no 140 

K_2_ 17.pdf 1 09c80000aec77 ed 0a 6720806ec6b594c7 5 
d7ffe 

Warnings: 

Information: 

782001 

29_20060508_REGENERON_PH 

33 Non Patent Literature ARMACEUTICALS_INC_ 10- no 55 

Q_5_8.pdf b96b3314981058716fb91 ce50f9a40d6c5a 
88f97 

Warnings: 

Information: 

877073 

34 Non Patent Literature 
30_20060808_Regeneron_10-

no 62 
Q.pdf 

6cf6aece8fcecda40bb3b9fb51 386499306f 
2d91 

Warnings: 

Information: 

2058625 

31 - 20061106_REGENERON_PH 

35 Non Patent Literature ARMACEUTICALS_INC_ 10- no 174 

Q_11_6.pdf f68aeb73dbb29d2f29ef97c6ea5a6cfeb3c5 
106a 

Warnings: 

Information: 

1163823 

32_20070504_REGENERON_PH 

36 Non Patent Literature ARMACEUTICALS_INC_ 10- no 92 

Q_5_ 4.pdf 2abbef802132edbc86b 1251 Of49f8f81 ccba 
7cb4 

Warnings: 

Information: 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5951



938799 

33_20070803_REGENERON_PH 

37 Non Patent Literature ARMACEUTICALS_INC_ 10- no 66 

Q_8_3.pdf f19ec4b03013f5f3b41424887f37672ad2e2 
6331 

Warnings: 

Information: 

1262748 

34_20090430_REGENERON_PH 

38 Non Patent Literature ARMACEUTICALS_INC_ 10- no 87 

Q_ 4_30.pdf 64632b48b21ea7789c60d93cd35101 c414~ 
910c9 

Warnings: 

Information: 

1103949 

35_20091103_REGENERON_PH 

39 Non Patent Literature ARMACEUTICALS_INC_ 10- no 68 

Q_l 1_3.pdf aa3c296cb48c93420a9a1790b221 dl 11 a81 
Se2d0 

Warnings: 

Information: 

936521 

36_20100429_REGENERON_PH 

40 Non Patent Literature ARMACEUTICALS_INC_ 10- no 55 

Q_ 4_29.pdf aa50813d2bb 1222e3968feb6458Sa 1 a8024 
20f95 

Warnings: 

Information: 

1077694 

37_20100728_REGENERON_PH 

41 Non Patent Literature ARMACEUTICALS_INC_ 10- no 68 

Q_7_28.pdf 6ec041c9177b3634f12b2c1 6701 cb864827 
7d6c7 

Warnings: 

Information: 

1155040 

38_20101028_REGENERON_PH 

42 Non Patent Literature ARMACEUTICALS_INC_ 10- no 76 

Q_ 10_28.pdf 393c5bed 1 d8be 74248Sb4a6a63203aa27c 
ab3b1 

Warnings: 

Information: 

1124580 

39_20110503_REGENERON_PH 

43 Non Patent Literature ARMACEUTICALS_INC_ 10- no 63 

Q_5_3.pdf a5cbb005Sbaf243dbc7e80aa0cd3e4b91 b 1 
84a89 

Warnings: 

Information: 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5952



1256328 
40_20110728_REGENERON_PH 

44 Non Patent Literature ARMACEUTICALS_INC_ 10- no 71 

Q_7_28.pdf 8ebfb92082c5342c5431db6Sa9089adc193 
a8491 

Warnings: 

Information: 

1525349 

41 20111027 _REGENERON_PH -
45 Non Patent Literature ARMACEUTICALS_INC_ 10- no 105 

Q_ 10_27.pdf d0c5f6304a774eec3a34 76331 522df931 fOa 
6910 

Warnings: 

Information: 

192447 
42_20060502_REGENERON_PH 

46 Non Patent Literature ARMACEUTICALS_INC_8- no 9 

K_5_2.pdf 31Oadeeaab905983bf2100aec1 e216Sd5fb 
bd40f 

Warnings: 

Information: 

203031 
43_20060505_REGENERON_PH 

47 Non Patent Literature ARMACEUTICALS_INC_8-K_5_. no 12 

pdf e0f886a457b06e9b7f97607528fff2ed6f520 
228 

Warnings: 

Information: 

1885313 
44_20060609 _REGENERON_PH 

48 Non Patent Literature ARMACEUTICALS_INC_8- no 35 

K_6_9.pdf 4 7f2a26e Sf9 3 afe 14 28eb82 4 5 ba4dbc3466a 
9af9 

Warnings: 

Information: 

247657 
45_20070503_REGENERON_PH 

49 Non Patent Literature ARMACEUTICALS_INC_8- no 16 

K_5_3.pdf f351 dc5556609c1 ec0a426aeb5Sd68403b2 
aa5a2 

Warnings: 

Information: 

17104262 
46_20070608_REGENERON_PH 

50 Non Patent Literature ARMACEUTICALS_INC_8- no 30 

K_6_8.pdf 076042afb9658cd90db8Scb0db7aabefc35 
94462 

Warnings: 

Information: 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5953



193071 
47_20071001 - REGENERON_PH 

51 Non Patent Literature ARMACEUTICALS_INC_8- no 9 

K_ 10_1.pdf 2e454cbdef9dd2884160a8fb42eda404a 1 0 
Sc92a 

Warnings: 

Information: 

262861 
48_20071106_REGENERON_PH 

52 Non Patent Literature ARMACEUTICALS_INC_8- no 14 

K_l 1_6.pdf f7773c8cb9d1 e5a9d2d283aeb8d0772ab59 
d5324 

Warnings: 

Information: 

221829 
49_20080502_REGENERON_PH 

53 Non Patent Literature ARMACEUTICALS_INC_8- no 13 

K_5_2.pdf ea 7e 7a38ea65 3f04cd48e4 7a03fbb7 62bd 9 
82e43 

Warnings: 

Information: 

253271 
50_20081104_REGENERON_PH 

54 Non Patent Literature ARMACEUTICALS_INC_8- no 15 

K_ 11_ 4.pdf 77 e9 3d 891 e beacae9e5 8a2cacabbb2fd 6cb 
2d355 

Warnings: 

Information: 

5866631 

51 20090109 _REGENERON_PH -

55 Non Patent Literature ARMACEUTICALS_INC_8- no 44 

K_ 1_9.pdf 61 cb74c3616ac090014b9c519941 df8a37b 
ScefO 

Warnings: 

Information: 

251619 
52_20090501 - REGENERON_PH 

56 Non Patent Literature ARMACEUTICALS_INC_8- no 14 

K_5_1.pdf df8a6d6820de 1 0b53Sdc1 504856eca8da91 
daOea 

Warnings: 

Information: 

273579 
53_20091104_REGENERON_PH 

57 Non Patent Literature ARMACEUTICALS_INC_8- no 15 

K_ 11_ 4.pdf e613b9dfcc2ecc538d4fb877e6ee 18f06a0e 
6908 

Warnings: 

Information: 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 5954



223974 
54_20101220_REGENERON_PH 

58 Non Patent Literature ARMACEUTICALS_INC_8- no 11 

K_ 12_20.pdf 89081 cdf82be61 fc78b9ef3d9927fa0690eb 
dffO 

Warnings: 

Information: 

272072 
55_20110218_REGENERON_PH 

59 Non Patent Literature ARMACEUTICALS_INC_8- no 13 
K_2_18.pdf 8c20d98416cf6ada6419882d4a 79d01 df9d 

7cccb 

Warnings: 

Information: 

222046 
56_20110427_REGENERON_PH 

60 Non Patent Literature ARMACEUTICALS_INC_8- no 9 

K_ 4_27.pdf f69072260a5 94cc281 78d ed2d 598798f2cd C 
e83f 

Warnings: 

Information: 

Total Files Size (in bytes) 77103612 

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents, 
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Post Card, as described in MPEP 503. 

New Agglications Under 35 U.S.C. 111 
If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR 
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this 
Acknowledgement Receipt will establish the filing date of the application. 
National Stage of an International Agglication under 35 U.S.C. 371 
If a timely submission to enter the national stage of an international application is compliant with the conditions of 35 
U.S.C. 371 and other applicable requirements a Form PCT /DO/EO/903 indicating acceptance of the application as a 
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course. 
New International Agglication Filed with the USPTO as a Receiving Office 
If a new international application is being filed and the international application includes the necessary components for 
an international filing date (see PCT Article 11 and MPEP 181 O), a Notification of the International Application Number 
and of the International Filing Date (Form PCT/RO/1 OS) will be issued in due course, subject to prescriptions concerning 
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of 
the application. 
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Electronically Filed 
Attorney Docket No. REGN-008CIPCON3 
Confirmation No. 3451 

INFORMATION First Named Inventor Geor_ge D. Yancopoulos 
DISCLOSURE STATEMENT Application Number 16/055,847 

Filing Date August 6, 2018 
Group Art Unit 1647 

Address to: Examiner Name Jon McClelland Lockard 
Commissioner for Patents Title: "Use of a VEGF Antagonist to Treat Angiogenic 
P.O. Box 1450 

Eye Disorders" Alexandria, VA 22313-1450 

Sir: 

Applicant submits herewith documents which may be material to the examination of this application 

and in respect of which there may be a duty to disclose in accordance with 37 C.F.R. § 1.56. This submission 

is not intended to constitute an admission that any document referred to therein is "prior art" for this invention 

unless specifically designated as such. A listing of the documents is shown on enclosed Form PTO/SB/08A 

and copies of the foreign patents and non-patent literature are also enclosed. 

The publications discussed herein are provided to comply with the duty to disclose in accordance 

with 37 C.F.R. § 1.56. However, nothing herein is to be construed as an admission that the present 

invention is not entitled to antedate such publication by virtue of prior invention. Further, the dates of 

publication provided may be different from the actual publication dates which may need to be 

independently confirmed 

The Examiner is requested to make the documents listed on the enclosed PTO/SB/08A of record in this 

application. Applicant would appreciate the Examiner initialing and returning the initialed copy of form 

PTO/SB/08A, indicating the documents cited therein have been considered and made of record herein. 

Statements 

IZI No statement 

D PTA Statement under 37 CFR § 1.704(d)(l): Each item of information contained in 

the information disclosure statement filed herewith: 

(i) Was first cited in any communication from a patent office in a counterpart foreign or 

international application or from the Office, and this communication was not received 

by any individual designated in § 1.56( c) more than thirty days prior to the filing of the 

information disclosure statement; or 

(ii) Is a communication that was issued by a patent office in a counterpart foreign or 

international application or by the Office, and this communication was not received by  
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Atty Docket No.: REGN-008CIPCON3 
USSN: 16/055,847 

any individual designated in § 1.56(c) more than thirty days prior to the filing of the 

information disclosure statement. 

D IDS Statement under 37 CFR § 1.97(e)(l): Each item of information contained in the 

information disclosure statement was first cited in any communication from a foreign 

patent office in a counterpart foreign application not more than three months prior to the 

filing of the information disclosure statement; or 

D IDS Statement under 37 CFR § 1.97(e)(2): No item of information contained in the 

information disclosure statement was cited in a communication from a foreign patent 

office in a counterpart foreign application, and, to the knowledge of the person signing 

the certification after making reasonable inquiry, no item of information contained in 

the information disclosure statement was known to any individual designated in § 

1.56( c) more than three months prior to the filing of the information disclosure 

statement. 

Fees 

~ No fee is believed to be due. 

D The appropriate fee set forth in 37 C.F.R. §1.17(p) accompanies this information disclosure 

statement. 

The Commissioner is hereby authorized to charge any underpayment of fees up to a strict limit of 

$3,000.00 beyond that authorized on the credit card, but not more than $3,000.00 in additional fees due with 

any communication for the above referenced patent application, including but not limited to any necessary fees 

for extensions of time, or credit any overpayment of any amount to Deposit Account No. 50-0815, order 

number REGN-008CIPCON3. 

Date: 16 July 2020 

BOZICEVIC, FIELD & FRANCIS LLP 
201 Redwood Shores Parkway, Suite 200 
Redwood City, CA 94065 
Telephone: (650) 327-3400 
Facsimile: (650) 327-3231 

Respectfully submitted, 
BOZICEVIC, FIELD & FRANCIS LLP 

By: ---'-/=K=ar=l'""'B"""o=z=i=ce=-v"""'i=c,'""'R""'e""'g.,__."""N-'-o""".-=2=8"", 8"""'0'""'7_,_/ __ 
Karl Bozicevic 
Reg. No. 28,807 
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Form Type: 8-K 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): May 3, 2011 (May 3, 2011) 

New York 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

000-19034 13-3444607 
(State or other jurisdiction of 

Incorporation) 
(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant 
under any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 2.02 Results of Operations and Financial Condition. 

On May 3, 2011, Regeneron Pharmaceuticals, Inc. issued a press release announcing its financial and operating results for the quarter ended 
March 31, 2011. The press release is being furnished to the Securities and Exchange Commission pursuant to Item 2.02 of Form 8-K and is attached 
as Exhibit 99.1 to this Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release dated May 3, 2011. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: May 3, 2011 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Murray A. Goldberg 

Name: Murray A. Goldberg 

Title: Senior Vice President, Finance and 

Administration, Chief Financial Officer, Treasurer, 

and Assistant Secretary 
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Exhibit 99.1 

REGENERON 
For Immediate Release 

Press Release 

Regeneron Reports First Quarter 2011 Financial and Operating Results 

Tarrytown, New York (May 3, 2011) -- Regeneron Pharmaceuticals, Inc. (NASDAQ: REGN) today announced financial results for the first quarter 
of 2011 and provided an update on development programs and upcoming milestones. 

Clinical Programs Update 

VEGF Trap-Eye (aflibercept ophthalmic solution) - Ophthalmologic Diseases 

VEGF Trap-Eye is a fusion protein locally administered in the eye that is designed to bind Vascular Endothelial Growth Factor-A (VEGF-A) and 
Placental Growth Factor (PlGF), proteins that are involved in the abnormal growth of new blood vessels. Regeneron maintains exclusive rights to 
VEGF Trap-Eye in the United States. Bayer HealthCare LLC has rights to market VEGF Trap-Eye outside the U.S., where the companies will share 
equally in profits from any future sales of VEGF Trap-Eye. 

In February 2011, Regeneron submitted a Biologics License Application (BLA) to the U.S. Food and Drug Administration (FDA) for VEGF Trap
Eye for the treatment of the neovascular form of age-related macular degeneration (wet AMD). In April 2011, the FDA accepted the BLA for filing 
and granted the Company's request for Priority Review. Under Priority Review, the target date for an FDA decision on the VEGF Trap-Eye BLA is 
August 20, 20ll. 

Also in February 2011, data from the Phase 3 VIEW I and VIEW 2 trials of VEGF Trap-Eye in patients with wet AMD and the Phase 3 
COPERNICUS trial in macular edema due to central retinal vein occlusion (CRVO) were presented at the Bascom Palmer Eye Institute's 
Angiogenesis, Exudation and Degeneration 2011 meeting. Results of the Phase 2 DA VINCI trial of VEGF Trap-Eye in diabetic macular edema 
(DME) were also presented. 

In April 2011, Regeneron and Bayer HealthCare announced positive top-line results for VEGF Trap-Eye in the Phase 3 GALILEO study in patients 
with macular edema due to CRVO. The positive results from the GALILEO study confirmed the results of the similarly designed COPERNICUS 
study that were announced in December 20 IO. In GALILEO, the primary endpoint at week 24 was achieved: 60.2% of patients receiving 2 milligrams 
(mg) of VEGF Trap-Eye monthly gained at least 15 letters of vision from baseline, compared to 22. I% of patients receiving sham injections 
(p<0.0001). The key secondary endpoint of the study was also met: patients receiving 2 mg ofVEGF Trap-Eye monthly gained, on average, 18 
letters of vision compared to a mean gain of3.3 letters with sham injections (p<0.0001). As in the COPERNICUS trial, VEGF Trap-Eye was generally 
well tolerated in the GALILEO study and the most common adverse events were those typically associated with intravitreal injections or the 
underlying disease. Serious ocular adverse events in the VEGF Trap-Eye group were 2.9% and were more frequent in the control group (8.8%). The 
most frequently reported adverse events overall in the VEGF Trap-Eye arm were eye pain, conjunctiva! hemorrhage, and elevated intraocular 
pressure. The most frequently reported adverse events in the control group were macular edema, eye irritation, and reduction of visual acuity. 
Detailed results of the GALILEO study will be presented at the EURETINA Congress in London in May 201 l. 
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Based on these positive results, Regeneron intends to submit a regulatory application for marketing approval for VEGF Trap-Eye in CRVO in the 
U.S. in the second half of 2011, and Bayer HealthCare is planning to submit regulatory applications in Europe in 2012. 

In April 2011, Regeneron and Bayer Healthcare announced that Bayer HealthCare has initiated the Phase 3 VIVID-DME study ofVEGF Trap-Eye in 
DME in Australia. The trial will also be conducted in Europe and Japan. Regeneron intends to commence a second Phase 3 study (VISTA-DME) in 
DME later in 2011 in the U.S., Canada, and other countries. 

ZALTRAP™ (aflibercept)- Oncology 

ZALTRAP™, also known as VEGF Trap, is a fusion protein that is designed to bind VEGF-A, VEGF-B, and PlGF, proteins that are involved in the 
abnormal growth of new blood vessels in solid tumors. ZAL TRAP™ is being developed worldwide by Regeneron and its collaborator, the sanofi
aventis Group, for the potential treatment of solid tumors. 

In April 2011, Regeneron and sanofi-aventis announced that the Phase 3 VELOUR trial evaluating ZALTRAP™ in combination with the FOLFIRI 
chemotherapy regimen [folinic acid (leucovorin), 5-fluorouracil, and irinotecan] versus a regimen ofFOLFIRI plus placebo met its primary endpoint 
of improving overall survival (OS) in the second-line treatment of metastatic colorectal cancer (mCRC). Full results will be presented at an 
upcoming medical meeting. The most frequent adverse events reported with ZAL TRAP™ in combination with FOLFIRI were diarrhea, 
asthenia/fatigue, stomatitis and ulceration, nausea, infection, hypertension, gastrointestinal and abdominal pains, vomiting, decreased appetite, 
decreased weight, epistaxis, alopecia, and dysphonia. 

Based upon these positive findings, Regeneron and sanofi-aventis plan to submit regulatory applications for marketing approval of ZALTRAP™ 
for the second-line treatment of mCRC to the FD A and the European Medicines Agency in the second half of 2011. 

In February 2011, Regeneron and sanofi-aventis announced results from the Phase 3 VITAL trial evaluating ZAL TRAP™ for the second-line 
treatment of non-small cell lung cancer (NSCLC). The data showed that adding ZAL TRAP™ to the chemotherapy drug docetaxel did not meet the 
pre-specified criteria for the primary endpoint of improvement in overall survival compared with a regimen of docetaxel plus placebo (HR= 1.01, CI: 
0.868 to 1.174). The addition of ZALTRAP™ to docetaxel demonstrated activity as measured by key secondary endpoints of the study: 
progression free survival (PFS) (HR=0.82, CI: 0.716 to 0.937) and an overall objective response rate (ORR) of 23.3% in the ZALTRAP™ arm 
compared to 8. 9% in the placebo arm. The types and frequencies of adverse events reported in the ZAL TRAP™ treatment arm were generally 
consistent with those reported in previous studies with anti-VEGF agents. The most frequent Grade 3/4 adverse events included fatigue, 
stomatitis, disease progression, and hypertension. 

Another randomized, double-blind Phase 3 trial (VENICE), which is fully enrolled, is evaluating ZALTRAP™as a first-line treatment for metastatic, 
castration-resistant prostate cancer in combination with docetaxel/prednisone. Based on projected event rates, an interim analysis of the VENICE 
study is expected to be conducted by an Independent Data Monitoring Committee in mid-2011, and final results are anticipated in 2012. 
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In addition, a randomized Phase 2 stndy (AFFIRM) is evaluating ZAL TRAP™ as a first-line treatment for metastatic colorectal cancer in 
combination with FOLFOX (folinic acid [leucovorin], 5-fluorouracil, and oxaliplatin). The AFFIRM stndy is fully enrolled, and initial data are 
anticipated in the second half of 2011. 

ARCALYST® (rilonacept)- Gout 

ARCAL YST® is a fusion protein that blocks the cytokine interleukin-1 (IL-1). ARCALYST® is currently available for prescription in the U.S. for the 
treatment of Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflannnatory Syndrome (FCAS) and Muckle-Wells 
Syndrome (MWS) in adults and children 12 and older. CAPS is a group of rare, inherited, auto-inflannnatory conditions characterized by life-long, 
recurrent symptoms of rash, fever/chills, joint pain, eye redness/pain, and fatigue. 

In February 2011, Regeneron reported the results of its second and third Phase 3 studies of AR CAL YST® in the prevention of gout flares in 
patients initiating uric acid-lowering therapy and announced that, based on these stndies and a previously reported Phase 3 study, the Company 

plans to submit a supplemental BLA for U.S. regulatory approval of AR CAL YST® in this setting in mid-2011. The Company reported that in the 

PRE-SURGE 2 efficacy stndy in gout patients initiating allopurinol therapy, AR CAL YST® met the primary and all secondary stndy endpoints. The 

primary endpoint was the number of gout flares per patient over the 16-week treatment period. Patients who received AR CAL YST® at a weekly, 
self-administered, subcutaneous dose of either 160 mg or 80 mg had a 72% decrease in mean number of gout flares compared to the placebo group 

(p<0.0001). These results were consistent with those in the identical Phase 3 efficacy stndy (PRE-SURGE 1) reported in June 2010. ARCAL YST® 
was generally well tolerated with no reported drug-related serious adverse events. The most frequently reported adverse event was upper 

respiratory tract infection (15.5% with ARCAL YST® 160 mg, 12.2% with ARCAL YST® 80 mg, and 12.2% with placebo). 

Regeneron also announced that in the third Phase 3 study (RE-SURGE), which evaluated the safety of ARCAL YST® versus placebo over 16 

weeks, ARCAL YST® was generally well tolerated, and the safety profile was consistent with that reported in the PRE-SURGE 1 and PRE-SURGE 2 
studies. RE-SURGE evaluated 1,315 patients who were at risk for gout flares while initiating or taking uric acid-lowering drug treatment. Other than 
injection site reactions, the incidence of treatment-emergent adverse events was generally well-balanced among the 985 patients who received 

ARCAL YST® at a weekly, self-administered, subcutaneous dose of 160 mg and the 330 patients who received placebo. Injection site reactions, 

usually considered mild, were reported more commonly with AR CAL YST® (15.2%) than with placebo (3 .3%). Overall, the cumulative rate of 

infections was 20.1 % in patients treated with ARCAL YST® and 19.1 % in placebo patients. Serious infections were reported in 0.5% of patients 

treated with ARCAL YST® and 0.9% of placebo patients. Deaths were reported for 0.3% of patients treated with ARCAL YST® and 0.9% of placebo 
patients. 

In the RE-SURGE study, AR CAL YST® also met all secondary endpoints, which evaluated efficacy, over the 16 week treatment period (p<0.0001 ). 
These included the number of gout flares per patient, the proportion of patients who experienced two or more flares, and the proportion of patients 
who experienced at least one gout flare during the study period. 
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Regeneron owns worldwide rights to ARCAL YST®. 

Monoclonal Antibodies 

Since 2007, Regeneron and sanofi-aventis have collaborated on the discovery, development, and commercialization of fully human monoclonal 

antibodies generated by Regeneron using its Veloclmmune® technology. During the fourth quarter of 2009, Regeneron and sanofi-aventis 
expanded and extended their collaboration with the objective to advance an average of four to five antibodies into clinical development each year 
between 2010 and 2017. The following eight antibody candidates are currently in clinical development under the collaboration: 

REGN727 an antibody to Proprotein Convertase Substilisin/Kexin type 9 (PCSK9), a novel target for LDL cholesterol ("bad cholesterol") 
reduction, has been evaluated in Phase 1 studies using both intravenous and subcutaneous routes of administration. REGN727 is being studied as 
a single agent and in combination with statin therapy. Phase 2 studies have been initiated in combination with statins in patients with 
hypercholesterolemia. 

REGN88, an antibody to the interleukin-6 receptor (IL-6R), is in a Phase 2/3 study in rheumatoid arthritis and a Phase 2 study in anky losing 
spondy litis, a form of arthritis that primarily affects the spine. Both studies are enrolling patients, and initial Phase 2 results are expected in mid-
2011. 

REGN42 l, an antibody to Delta-like ligand-4 (Dll4 ), a novel angiogenesis target, is in a Phase 1 study in patients with advanced malignancies. 

REGN668, an antibody to the interleukin-4 receptor (IL-4R), a target for allergic and immune conditions, has completed Phase 1 testing in healthy 
volunteers. A Phase lb study in patients with atopic dermatitis and a Phase 2 study in eosinophilic asthma are underway. 

REGN9 l 0, an antibody to angiopoietin-2 (ANG2), a novel angiogenesis target, is in a Phase 1 study in an oncology setting. 

REGN475 an antibody to nerve growth factor (NGF), has completed a Phase 2 trial in osteoarthritis of the knee. In December 2010, the Company 
was informed by the FDA that a case confirmed as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA 
believes this case, which follows previously-reported cases of joint replacements in patients on an anti-NGF drug candidate being developed by 
another pharmaceutical company, provides evidence to suggest a class-effect and has placed REGN4 7 5 on clinical hold. There are currently no 
ongoing trials with REGN475 that are either enrolling or treating patients. 

REGN728 and REGN846 whose targets remain undisclosed, have entered clinical development. 
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Financial Results 

The Company's total revenues increased to $112.2 million in the first quarter of 2011 from $103.5 million in the same quarter of 2010. The increases 
were primarily due to higher collaboration revenue in the first quarter of 2011 in connection with the Company's antibody collaboration with 
sanofi-aventis. 

Net product sales of AR CAL YST® in the first quarter of 2011 were $4.4 million. Net product sales of AR CAL YST® in the first quarter of 2010 were 
$9. 9 million, which included $5 .1 million of net product sales made during the quarter and $4.8 million of previously deferred net product sales. 

The Company's total operating expenses increased to $153.2 million in the first quarter of 2011 from $132.4 million in the same quarter of 2010. The 
increases were primarily due to higher research and development expenses arising from the Company's expanding research and development 
activities in 2011 and related higher employee headcount, principally in connection with the sanofi-aventis antibody collaboration. Research and 
development expenses in the first quarter of 2011 rose to $129.4 million from $117.5 million in the same quarter of 2010. 

The Company had a net loss of $43 .4 million, or $0.49 per share (basic and diluted), for the first quarter of 2011 compared with a net loss of $30.5 
million, or $0.38 per share (basic and diluted), for the first quarter of 2010. 

At March 31, 2011, cash and marketable securities totaled $607.6 million (including $7.5 million ofrestricted cash and marketable securities) 
compared with $626. 9 million (including $7. 5 million of restricted cash and marketable securities) at December 31, 2010. 

About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment of serious 

medical conditions. In addition to AR CAL YST® (rilonacept) Injection for Subcutaneous Use, its first commercialized product, Regeneron has 
therapeutic candidates in Phase 3 clinical trials for the potential treatment of gout, diseases of the eye (wet age-related macular degeneration, 
central retinal vein occlusion, and diabetic macular edema), and certain cancers. Additional therapeutic candidates developed from proprietary 
Regeneron technologies for creating fully human monoclonal antibodies are in earlier stage development programs in rheumatoid arthritis and 
other inflammatory conditions, pain, cholesterol reduction, allergic and immune conditions, and cancer. Additional information about Regeneron 
and recent news releases are available on Regeneron's web site at www.regeneron.com. 

This news release includes forward-looking statements that involve risks and uncertainties relating to future events and the future financial 
performance of Regeneron, and actual events or results may differ materially from these forward-looking statements. These statements concern, 
and these risks and uncertainties include, among others, the nature, timing, and possible success and therapeutic applications of Regeneron 's 

product candidates and research and clinical programs now underway or planned, the likelihood and timing of possible regulatory approval 
and commercial launch of Regeneron 'slate-stage product candidates, determinations by regulatory and administrative governmental 
authorities which may delay or restrict Regeneron 's ability to continue to develop or commercialize its product and drug candidates, 
competing drugs that may be superior to Regeneron 's product and drug candidates, uncertainty of market acceptance of Regeneron 's product 
and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and selling products, the 
potential for any license or collaboration agreement, including Regeneron 's agreements with the sanofi-aventis Group and Bayer HealthCare, 
to be canceled or terminated without any product success, and risks associated with third party intellectual property and pending or future 
litigation relating thereto. A more complete description of these and other material risks can be found in Regeneron 's filings with the United 
States Securities and Exchange Commission, including its Form 10-Kfor the year ended December 31, 2010 and Form 10-Q for the quarter 
ended March 31, 2011. Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a result of 
new information,future events, or otherwise, unless required by law. 
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Contacts Information: 

Michael Aberman, M.D. 

Investor Relations 

914.345.7799 

michael.aberman@regeneron.com 

### 

Peter Dworkin 

Corporate Communications 

914.345.7640 

peter.dworkin@regeneron.com 
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REGENERON PHARMACEUTICALS, INC. 
CONDENSED BALANCE SHEETS (Unaudited) 

(In thousands) 

March 31, December 31, 

2011 2010 

i.iiii:ii!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 
Cash, restricted cash, and marketable securities $ 607,582 $ 626,939 

iil~tlii~:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:il~li~i~ii:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:~~:;~:~~ 
Property, plant, and equipment, net 357,423 347,450 

2!:iir::ij~~*~~::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::;.i::t~;.:::::::::::::::::::::::::::::::::::::::::::::::;.i]~~:i 

Mili@~[~§§]!Mtfir2im2imililll~IU]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]]] 
Accounts payable, accrued expenses, and other liabilities $ 65,782 $ 61,008 

iii.iii]iiw.Hi!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!i!J~ili~~t:::::::::::::::::::::::::::::::::t~1~]§1~ 
Facility lease obligations 160,151 160,030 

ii~lii@~mtim.tw:i:i:i:I:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:i:]]!i!i!i!i!i!]ii!~;r,Mi:i:I:i:i:i:!i!i!i!i!i!i!i!i!i!i!i!i!]~:gi]~l~ 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 6/21/2011 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): June 20, 2011 (June 17, 2011) 

New York 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

000-19034 13-3444607 
(State or other jurisdiction of 

Incorporation) 
(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant 
under any of the following provisions: 

□ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 8.01 Other Events. 

On June 17, 2011, Regeneron Pharmaceuticals, Inc. issued a press release announcing that the Dermatologic and Ophthalmic Drugs Advisory 

Committee of the U.S. Food and Drug Administration (FDA) voted unanimously to recommend that the FDA approve EYLEA™ (aflibercept 
ophthalmic solution), also known as VEGF Trap-Eye, for the treatment of the neovascular form of age-related macular degeneration (wet AMD) at a 
dose of 2 milligrams (mg) every eight weeks, following three initial doses given every four weeks. 

A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and incorporated by reference into this Item. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99 .1 Press Release, dated June 17, 2011, Announcing that EYLEATM (aflibercept ophthalmic solution) Received Unanimous Recommendation for 
Approval for Treatment of Wet AMD from FDA Advisory Committee. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: June 20, 2011 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Murray A Goldberg 

Name: Murray A. Goldberg 

Title: Senior Vice President, Finance and 

Administration, Chief Financial Officer, Treasurer, 

and Assistant Secretary 
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For Immediate Release 

Press Release 

Regeneron Announces EYLEA™ (aflibercept ophthalmic solution) Receives Unanimous 
Recommendation for Approval for Treatment of Wet AMD from FDA Advisory Committee 

Exhibit 99.1 

Tarrytown, NY (June 17, 2011) -- Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced that the Dermatologic and Ophthalmic 
Drugs Advisory Committee of the U.S. Food and Drug Administration (FDA) has voted unanimously to recommend that the FDA approve 

EYLEA™, also known as VEGF Trap-Eye, for the treatment of the neovascular form of age-related macular degeneration (wet AMD) at a dose of 2 
milligrams (mg) every eight weeks, following three initial doses given every four weeks. 

The committee's recommendation will be considered by the FD A in its review of the Biologics License Application (BLA) for EYLEA, but the 
committee's recommendation is not binding on the FDA. Regeneron submitted a BLA for marketing approval in wet AMD in the U.S. in February 
2011 and received a Priority Review designation. Under Priority Review, the target date for an FDA decision on the EYLEA BLA is August 20, 
2011. 

"The positive recommendation by the advisory committee is an important step toward providing wet AMD patients with a new treatment option 
that could potentially reduce the burden that exists with current therapies," said George D. Yancopoulos, M.D., Ph.D., President of Regeneron 
Research Laboratories. "We look forward to continuing to work with the FDA as it completes its evaluation of the EYLEA BLA." 

AboutEYLEA 
Vascular Endothelial Growth Factor (VEGF) is a naturally occurring protein in the body. Its normal role in a healthy organism is to trigger formation 
of new blood vessels (angiogenesis) supporting the growth of the body's tissues and organs. However, in certain diseases, such as age-related 
macular degeneration, it is also associated with the growth of abnormal new blood vessels in the eye, which exhibit vascular permeability and lead 
to edema. 

EYLEA (aflibercept ophthalmic solution), also known as VEGF Trap-Eye, is a fully human fusion protein, consisting of portions of VEGF receptors 
I and 2, that binds all forms of VEGF-A along with the related Placental Growth Factor (PlGF). EYLEA is a specific and highly potent blocker of 
these growth factors. EYLEA is specially purified and contains iso-osmotic buffer concentrations, allowing for injection into the eye. 

Regeneron and Bayer HealthCare are collaborating on the global development of EYLEA for the treatment of the neovascular form of age-related 
macular degeneration (wet AMD), central retinal vein occlusion (CRVO), diabetic macular edema (DME), and other eye diseases and disorders. 
Bayer submitted an application for marketing authorization in Europe in wet AMD in June 2011. 
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The EYLEA wet AMD regulatory submissions are based on the positive results from two Phase 3 trials, the VIEW 1 study and the VIEW 2 study. 
In these trials, all regimens ofEYLEA, including 2 milligrams (mg) ofEYLEA dosed every two months (following three loading doses), successfully 
met the primary endpoint of non-inferiority compared to the current standard of care, ranibizumab 0.5 mg dosed every month. The primary endpoint 
analysis was statistical non-inferiority in the proportion of patients who maintained ( or improved) vision over 52 weeks compared to ranibizumab. 
A generally favorable safety profile was observed for both EYLEA and ranibizumab. The most frequent ocular adverse events were conjunctival 
hemorrhage, macular degeneration, eye pain, retinal hemorrhage, and vitreous floaters. 

Bayer HealthCare will market EYLEATM outside the United States, where the companies will share equally the profits from any future sales of 
EYLEA. Regeneron maintains exclusive rights to EYLEA in the United States. 

About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and commercializes medicines for the treatment of serious 

medical conditions. In addition to AR CAL YST® (rilonacept) Injection for Subcutaneous Use, its first commercialized product, Regeneron has 
therapeutic candidates in Phase 3 clinical trials for the potential treatment of gout, diseases of the eye (wet age-related macular degeneration, 
central retinal vein occlusion, and diabetic macular edema), and certain cancers. Additional therapeutic candidates developed from proprietary 
Regeneron technologies for creating fully human monoclonal antibodies are in earlier stage development programs in rheumatoid arthritis and 
other inflammatory conditions, pain, cholesterol reduction, allergic and immune conditions, and cancer. Additional information about Regeneron 
and recent news releases are available on Regeneron's web site at www.regeneron.com. 

Regeneron Forward Looking Statement 
This news release includes forward-looking statements that involve risks and uncertainties relating to future events and the future financial 
performance ofRegeneron, and actual events or results may differ materially from these forward-looking statements. These statements concern, 
and these risks and uncertainties include, among others, the nature, timing, and possible success and therapeutic applications ofRegeneron's 
product candidates and research and clinical programs now underway or planned, the likelihood and timing of possible regulatory approval and 
commercial launch ofRegeneron's late-stage product candidates, determinations by regulatory and administrative governmental authorities which 
may delay or restrict Regeneron's ability to continue to develop or commercialize its product and drug candidates, competing drugs that may be 
superior to Regeneron's product and drug candidates, uncertainty of market acceptance ofRegeneron's product and drug candidates, 
unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and selling products, the potential for any license 
or collaboration agreement, including Regeneron's agreements with Sanofi and Bayer HealthCare, to be canceled or terminated without any 
product success, and risks associated with third party intellectual property and pending or future litigation relating thereto. A more complete 
description of these and other material risks can be found in Regeneron's filings with the United States Securities and Exchange Commission, 
including its Form 10-K for the year ended December 31, 2010 and Form 10-Q for the quarter ended March 31, 2011. Regeneron does not undertake 
any obligation to update publicly any forward-looking statement, whether as a result of new information, future events, or otherwise, unless 
required by law. 

### 
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Contact Information: 

Michael Aberman, M.D. 

Investor Relations 

914.345.7799 

michael.aberman@regeneron.com 

Peter Dworkin 

Corporate Communications 

914.345.7640 

peter.dworkin@regeneron.com 
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Company: REGENERON PHARMACEUTICALS INC 

Form Type: 8-K 

Filing Date: 8/22/2011 

Copyright© 2020 LexisNexis. All rights reserved. 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): August 22, 2011 (August 22, 2011) 

New York 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

000-19034 13-3444607 
(State or other jurisdiction of 

Incorporation) 
(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant 
under any of the following provisions: 

□ Written connnunications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement communications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-connnencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 7.01 Regulation FD Disclosure. 

On August 22, 2011, at the American Society of Retina Specialists meeting in Boston, Massachusetts, data from the Phase 3 COPERNICUS 
Study of the safety, efficacy, and tolerability ofrepeated intravitreal administration ofVEGF Trap-Eye in patients with macular edema secondary to 
central retinal vein occlusion will be presented by W. Lloyd Clark, M.D. A copy of the slides that will be presented is furnished as Exhibit 99.1 to 
this Current Report on Form 8-K. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Presentation entitled VEGF Trap-Eye in CRVO: 1-yearResults of the Phase 3 COPERNICUS Study 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: August 22, 2011 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Murray A. Goldberg 

Name: Murray A. Goldberg 

Title: Senior Vice President, Finance and 

Administration, Chief Financial Officer, Treasurer, 

and Assistant Secretary 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHING TON, D.C. 20549 

FORM8-K 
CURRENT REPORT 

Pursuant to Section 13 or 15( d) of the 
Securities Exchange Act of 1934 

Date of Report (Date of earliest event reported): November 18, 2011 (November 18, 2011) 

REGENERON PHARMACEUTICALS, INC. 
(Exact Name of Registrant as Specified in Charter) 

New York 000-19034 13-3444607 
(State or other jurisdiction of 

Incorporation) 
(Commission File No.) (IRS Employer Identification No.) 

777 Old Saw Mill River Road, Tarrytown, New York 10591-6707 
(Address of principal executive offices, including zip code) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant 
under any of the following provisions: 

□ Written connnunications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 

□ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 

□ Pre-commencement connnunications pursuant to Rule l 4d-2(b) under the Exchange Act ( 17 CFR 240. l 4d-2(b)) 

□ Pre-connnencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c)) 
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Item 8.01 Other Events. 

On November 18, 2011, Regeneron Pharmaceuticals, Inc. issued a press release announcing that the U.S. Food and Drug Administration 

approved EYLEA™ (aflibercept) Injection for the treatment of patients with neovascular (wet) Age-related Macular Degeneration (AMD). 

A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and incorporated by reference into this Item. 

Item 9.01 Financial Statements and Exhibits. 

( d) Exhibits 

99.1 Press Release Announcing FDA Approval of EYLEA™ (aflibercept) Injection for the Treatment of Wet Age-Related Macular Degeneration, 

dated November 18, 2011. 
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SIGNATURES 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned hereunto duly authorized. 

Date: November 18, 2011 REGENERON PHARMACEUTICALS, INC. 

By: /s/ Joseph J. LaRosa 

Name:Joseph J. LaRosa 

Title:Senior Vice President, General Counsel and Secretary 
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Exhibit 99.1 

For Immediate Release 

Press Release 

Regeneron Announces FDA Approval of EYLEA™ (aflibercept) Injection for the Treatment of Wet Age-Related 
Macular Degeneration 

EYLEA is the only FDA-approved treatment for wet AMD labeled for less than monthly dosing that demonstrated clinical equivalence to the 
monthly standard of care 

Regeneron to host conference call on November 18, at 6:30 p.m. Eastern Time 

Tarrytown, NY (November 18, 2011) -- Regeneron Pharmaceuticals, Inc. (Nasdaq: REGN) today announced that the U.S. Food and Drug 

Administration (FDA) has approved EYLEA (aflibercept) Injection, known in the scientific literature as VEGF Trap-Eye, for the treatment of 
patients with neovascular (wet) Age-related Macular Degeneration (AMD) at a recommended dose of 2 milligrams (mg) every four weeks (monthly) 
for the first 12 weeks, followed by 2 mg every eight weeks (2 months). 

The approval ofEYLEA was granted under a Priority Review, a designation that is given to drugs that offer major advances in treatment, or 
provide a treatment where no adequate therapy exists. This approval was based upon the results of two Phase 3 clinical studies. In these studies, 

EYLEA dosed every eight weeks, following three initial monthly injections, was clinically equivalent to the standard of care, Lucentis® 
(ranibizumab injection) dosed every four weeks, as measured by the primary endpoint of maintenance of visual acuity (less than 15 letters of vision 
loss on an eye chart) over 52 weeks. The most common adverse reactions (frequency of 5% or more) reported in patients receiving EYLEA were 
conjunctiva! hemorrhage, eye pain, cataract, vitreous detachment, vitreous floaters, and increased intraocular pressure. The adverse event profile 
was similar to that seen with ranibizumab. 

"The approval ofEYLEA offers a much needed new treatment option for patients with wet AMD," said Jeffrey Heier, M.D., a clinical 
ophthalmologist and retinal specialist at Ophthalmic Consultants of Boston, Assistant Professor of Ophthalmology at Tufts School of Medicine, 
and Chair of the Steering Committee for the VIEW I trial. "EYLEA offers the potential of achieving the efficacy we've come to expect from current 
anti-VEGF agents, but with less frequent injections and no monitoring requirements. This may reduce the need for costly and time-consuming 
monthly office visits for patients and their caregivers." 

"This approval is an important step forward for Regeneron and for patients suffering with wet AMD, the most common cause of blindness in the 
U.S. in older adults," said Leonard S. Schleifer, M.D., Ph.D., President and Chief Executive Officer of Regeneron. "We thank the patients and 
clinical investigators who participated in our clinical studies, the FDA, and the Regeneron employees who helped make this day possible. Now 
that EYLEA is approved, we plan to make EYLEA available to patients within the next few days." 
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About EYLEA™ (aflibercept) Injection 
Vascular Endothelial Growth Factor (VEGF) is a naturally occurring protein in the body. Its normal role in a healthy organism is to trigger formation 
of new blood vessels (angiogenesis) supporting the growth of the body's tissues and organs. However, in certain diseases, such as wet age
related macular degeneration, it is also associated with the growth of abnormal new blood vessels in the eye, which exhibit abnormal increased 
permeability that leads to edema. Scarring and loss of fine-resolution central vision often results. 

EYLEA, known in the scientific literature as VEGF Trap-Eye, is a recombinant fusion protein, consisting of portions of human VEGF receptors 1 
and 2 extracellular domains fused to the Fe portion of human IgG 1 and formulated as an iso-osmotic solution for intravitreal administration. EYLEA 
acts as a soluble decoy receptor that binds VEGF-A and placental growth factor (PlGF) and thereby can inhibit the binding and activation of these 
cognate VEGF receptors. 

EYLEA is indicated for the treatment of patients with neovascular age-related macular degeneration (wet AMD). EYLEA is contraindicated in 
patients with ocular or periocular infections, active intraocular inflammation, or known hypersensitivity to aflibercept or to any of the excipients in 
EYLEA. 

The recommended dose for EYLEA is 2 mg administered by intravitreal injection every four weeks (monthly) for the first 12 weeks (3 months), 
followed by 2 mg once every eight weeks (2 months). Although EYLEA may be dosed as frequently as 2 mg every four weeks (monthly), additional 
efficacy was not demonstrated when EYLEA was dosed every four weeks compared to every eight weeks. 

There is a potential risk of arterial thromboembolic events (ATEs) following use of intravitreal VEGF inhibitors, including EYLEA, defined as 
nonfatal stroke, nonfatal myocardial infarction, or vascular death (including deaths of unknown cause). The incidence of ATEs with EYLEA in 
clinical trials was low (1.8%). 

Serious adverse reactions related to the injection procedure have occurred in less than 0 .1 % of intravitreal injections with EYLEA and include 
endophthalmitis, traumatic cataract, and increased intraocular pressure. 

About the VIEW 1 and VIEW 2 Clinical Studies 

The safety and efficacy ofEYLEA were assessed in two randomized, multi-center, double-masked, active-controlled studies in patients with wet 
AMD. A total of 2412 patients were treated and evaluable for efficacy (1817 withEYLEA) in the two studies (VIEW 1 and VIEW 2). In each study, 
patients were randomly assigned in a 1: 1: 1: 1 ratio to one of four dosing regimens: 1) EYLEA administered 2 mg every eight weeks following three 
initial monthly doses (EYLEA 2Q8); 2) EYLEA administered 2 mg every four weeks (EYLEA 2Q4); 3) EYLEA 0.5 mg administered every four weeks 
(EYLEA 0.5Q4); and 4) ranibizumab administered 0.5 mg every four weeks (ranibizumab 0.5Q4) . Patient ages ranged from 49 to 99 years with a mean 
of76 years. 

In both studies, the primary efficacy endpoint was the proportion of patients who maintained vision, defined as losing fewer than 15 letters of 
visual acuity at week 52 compared to baseline. Data are available through week 52. Both the EYLEATM (aflibercept) Injection 2Q8 and 2Q4 dosing 
groups were shown to have efficacy that was clinically equivalent to the ranibizumab 0. 5Q4 group for the primary endpoint. 
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Select results of the VIEW 1 and VIEW 2 studies as described in the full Prescribing 

Information for the EYLEA 2 mg every four weeks and EYLEA 2 mg every eight weeks dosing groups as compared to ranibizumab dosed monthly 
group are shown below. 

Efficacy Outcomes at Week 52 (Full Analysis Set with LOCF) in VIEW 1 and VIEW 2 Studies 

VIEWl VIEW2 

EYLEA EYLEA ranibizu- EYLEA EYLEA ranibizu-

2mgQ8 2mgQ4 mab 2mgQ8 2mgQ4 mab 

weeksa weeks 0.5 mgQ4 weeksa weeks 0.5 mgQ4 

weeks weeks 

Full Analysis Set N=301 N=304 N=304 N=306 N=309 N=291 

Efficacy Outcomes 

Proportion of patients who 94% 95% 94% 95% 95% 95% 

maintained visual acuity(%) 

(<15 letters of BCV A loss) 

Differenceb (%) 0.6 1.3 0.6 -0.3 

(95.1% CI) (-3.2, 4.4) (-2.4, 5.0) (-2.9, 4.0) (-4.0, 3.3) 

Mean change in BCV A as 7.9 10.9 8.1 8.9 7.6 9.4 

measured by ETDRS letter 

score from Baseline 

Differenceb in LS mean 0.3 3.2 -0.9 -2.0 

(95.1% CI) (-2.0, 2.5) (0.9, 5.4) (-3.1, 1.3) (-4.1, 0.2) 

BCV A= Best Corrected Visual Acuity; CI= Confidence Interval; ETD RS = Early Treatment Diabetic Retinopathy Study; LOCF = Last Observation 
Carried Forward (baseline values are not carried forward); 95.1 % confidence intervals were presented to adjust for safety assessment conducted 
during the study. 

a After treatment initiation with 3 monthly doses 

b EYLEA group minus the ranibizumab group 

IMPORTANT SAFETY INFORMATION 
EYLEA TM (aflibercept) Injection is contraindicated in patients with ocular or periocular infections, active intraocular inflammation, or known 
hypersensitivity to aflibercept or to any of the excipients in EYLEA. 

Intravitreal injections, including those with EYLEA, have been associated with endophthalmitis and retinal detachments. Proper aseptic injection 
technique must always be used when administering EYLEA. Patients should be instructed to report any symptoms suggestive of endophthalmitis 
or retinal detachment without delay and should be managed appropriately. 

Acute increases in intraocular pressure have been seen within 60 minutes of intravitreal injection, including with EYLEA. Sustained increases in 
intraocular pressure have also been reported after repeated intravitreal dosing with VEGF inhibitors. Intraocular pressure and the perfusion of the 
optic nerve head should be monitored and managed appropriately. 

There is a potential risk of arterial thromboembolic events (ATEs) following use of intravitreal VEGF inhibitors, including EYLEA, defined as 
nonfatal stroke, nonfatal myocardial infarction, or vascular death (including deaths of unknown cause). The incidence of ATEs with EYLEA in 
clinical trials was low (1.8%). 
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Serious adverse reactions related to the injection procedure have occurred in less than 0.1 % ofintravitreal injections with EYLEA including 
endophthalmitis, traumatic cataract, and increased intraocular pressure. 

The most common adverse reactions (greater than or equal to 5%) reported in patients receiving EYLEA were conjunctival hemorrhage, eye pain, 
cataract, vitreous detachment, vitreous floaters, and increased intraocular pressure. 

Please see the full Prescribing Information for EYLEA, available online at www.regeneron.com/EYLEA-fpi.pdf. 

About the EYLEA™ (aflibercept) Injection Global Collaboration 
Regeneron is collaborating with Bayer HealthCare on the global development ofEYLEA. Bayer submitted an application for marketing 
authorization in Europe for wet AMD in June 2011. 

Bayer HealthCare will market EYLEA outside the United States, where the companies will share equally the profits from any future sales ofEYLEA. 
Regeneron maintains exclusive rights to EYLEA in the United States. 

About Wet AMD 
Age-related macular degeneration (AMD) is a leading cause of acquired blindness. Macular degeneration is diagnosed as either dry (non
exudative) or wet ( exudative ). In wet AMD, new blood vessels grow beneath the retina and leak blood and fluid. This leakage causes disruption 
and dysfunction of the retina creating distortion and/or blind spots in central vision. Wet AMD is the leading cause of blindness for people over 
the age of65 in the U.S. and Europe. 

Conference Call Information 
Leonard S. Schleifer, M.D., Ph.D., President and Chief Executive Officer ofRegeneron, and other members of senior management will host a 
conference call to discuss the FD A approval of EYLEA for the treatment of patients with wet AMD and launch plans, as well as other corporate 
matters. The interactive call will be held on November 18, 2011 at 6:30 p.m. Eastern Time and can be accessed live through the Regeneron website 
at www.regeneron.com on the Investor Relations page. The call, including the question and answer session, can also be accessed by dialing: 

Domestic Dial-in Number: (888) 660-6127 

International Dial-in Number: (973) 890-8355 

Participant Passcode: 30193445 

An archived version of the conference call will be available for 30 days on the company's website at www.regeneron.com on the Investor 
Relations page. 
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About Regeneron Pharmaceuticals 
Regeneron is a fully integrated biopharmaceutical company that discovers, invents, develops, manufactures, and commercializes medicines for the 

treatment of serious medical conditions. Regeneron markets two products, ARCAL YST® (rilonacept) Injection For Subcutaneous Use and 
EYLEA TM (aflibercept) Injection. Regeneron also has completed several Phase 3 studies and is conducting an additional Phase 3 clinical trial for the 

product candidate ZAL TRAP® (aflibercept) Concentrate for Intravenous Infusion. Additional therapeutic candidates developed from proprietary 
Regeneron technologies for creating fully human monoclonal antibodies are in earlier stage development programs in rheumatoid arthritis and 
other inflammatory conditions, pain, cholesterol reduction, allergic and immune conditions, and cancer. Additional information about Regeneron 
and recent news releases are available on the Regeneron web site at www.regeneron.com. 

Regeneron Forward Looking Statement 
This news release includes forward-looking statements that involve risks and uncertainties relating to future events and the future performance of 
Regeneron, and actual events or results may differ materially from these forward-looking statements. These statements concern, and these risks 
and uncertainties include, among others, the nature, timing, and possible success and therapeutic applications ofEYLEA and Regeneron's 
product candidates and research and clinical programs now underway or planned, the likelihood and timing of possible regulatory approval and 
commercial launch ofRegeneron's late-stage product candidates, determinations by regulatory and administrative governmental authorities which 
may delay or restrict Regeneron' s ability to continue to develop or commercialize EYLEA and other products and drug candidates, competing 
drugs that may be superior to EYLEA and Regeneron's products and drug candidates, uncertainty of market acceptance ofEYLEA and 
Regeneron's products and drug candidates, unanticipated expenses, the availability and cost of capital, the costs of developing, producing, and 
selling products, the potential for any license or collaboration agreement, including Regeneron's agreements with Sanofi and Bayer HealthCare, to 
be canceled or terminated without any product success, and risks associated with third party intellectual property and pending or future litigation 
relating thereto. A more complete description of these and other material risks can be found in Regeneron's filings with the United States Securities 
and Exchange Commission, including its Form 10-K for the year ended December 31, 2010 and Form 10-Q for the quarter ended September 30, 2011. 
Regeneron does not undertake any obligation to update publicly any forward-looking statement, whether as a result of new information, future 
events, or otherwise, unless required by law. 

Contact Information: 

Michael Aberman, M.D. 

Investor Relations 

914.847.7799 

michael.aberman@regeneron.com 

### 

Peter Dworkin 

Corporate Communications 

914.847.7640 

peter.dworkin@regeneron.com 
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I 

Tlie Nii1Jibers . .. a"Jlid Be··ycJricl 
,; 

During 20081 Regeneron continued to execute on our long-term vision: 

to discover, develop, and comrnercialize medicines for the treatment 

of serious medical conditions. Much of our progress can be charted 

in numbers: sales of our first marketed product_; clinical trials initiated 

and underway; new molecules discovered and advanced into develop

ment; and new employees brought on board to help our company 

move forward. But some things can't be quantified: the passion of our 

people for the work they do; the impact of ARCALYST@ (rilonacept) 

Injection for Subcutaneous Use, our first marketed product, on the 

well-being of patients with Cryopyrin-Associated Periodic Syndromes 

or CAPS; and the potential of our pipeline to improve health for 

patients suffering from serious diseases. 
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■ 
Reflecting on the past year1 one observation stands out: Regeneron 1s a company 

that is advancing on all fronts. Frorn discovery through developrnent to manu

facturing and commercial1zation, we have demonstrated our ability to execute our 

business plan for becoming a fully integrated biopharmaceutlcal company, 

Ovei- the last year: 

❖ \Ne launched our first marketed product, 

f\RCALYST@ (rilonacept), an inhibitor of the 

intedeukin-1 cytokine., for Cryopyrin-Associated 

f) · d. c d r,c-A1:i·-, eno· 1c _,yn romes , _ ~;. 

g We achieved positive Phase 2 results for 

riionacept in drug-induced gout. 

& We and sanofi--aventis advanced four Phase 3 

studies with aflibercept, our drug candidate 

targeting Vascular Endothelial Growth Factor 

(VEGF), in various oncology settings-----first--iine 

metastatic honnone-r·ef ractory prostate cancer, 

first-line metastatic pancreatic cancer, second

line non--small cell lung cancer, and second--iine 

metastatic color-ectal cancer. 

g We and sanofi--aventis started a Phase 2 

study of aflibercept in first-line metastatic 

colorectal cance~ 

~ We and Bayer HealthCare continued to 

enrol! patients in two Phase 3 studies with 

VEGF Trap-Eye in wet Age-related Macular 

Degeneration. 

0 We and Bayer HealthCare initiated a Phase 2 

study of VEGF Trap-Eye in Diabetic Macular 

Edema. 

~ We and sanofi--aventis have three Velocimmunec,, 

antibody product candidates in dinical develop

ment and have advanced additional antibodies 

into preclinical development. 

0 We greatly expanded our R&D, clinical, and 

manufacturing capacities. 

0 VVe retired our debt and ended 2008 with 

$527 million in cash and securities. 
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•1 >.:: .. :'.:• .. ❖, .... ,~,::-.':.~r 
· \:)~i,~izr}r 

FROM DISCOVERY THROUGH COMMERCIALIZATION. ability to discover a moiecule and take it through 

clinical development and manufacturing, regulaln February 2008, the U.S. Food and Drug 
Administration (FDA) granted marketing approval tory review, and commercialization. 'vYith the 

f ARCA.; \f•-·1· I · · t· s b , 1 f approval of ARCALYST, we can move forward or .. , u ~ nJect1on or. u cutaneous LSe or 

the treatment of Cryopyrin--Associated Period;c 

Syndromes (CAPS), including Familia! Cold 

Auto-inflammatory Syndrome (FCAS) and 

Muckle-Weils Syndrome (MWS) in adults and 

chiidr·en 12 and older. This was a watershed event 

fm two important reasons. First, it brings needed 

relief to CAPS patients who have had no other 

approved treatment for their debilitating medical 

condition. During 2008, we transitioned patients 

who participated in the CAPS pivotai studies from 

dnicai study drug to commercial supplies and 

shipped approximately $11 million of product. 

Second, FDA clearance demonstrates Regeneron's 

4 

with greater confidence in our ability not only to 

discover and develop new medicines, but also to 

manage the process through commercialization. 

In September 2008, we announced the resuits 

of a Phase 2 study which evaluated the efficacy 

and safety of rilonacept in preventing gout flares 

induced by the initiation of urate-lowering drug 

therapy, which is commonly used to control 

gout. In this 83-patient, double-blind, placebo

controlied study, over the first 12 vveeks of 

urate-lowering therapy, the mean number of 

gout flares per patient in the riionacept treatment 
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group was 81 percent lower than in the placebo 

group. Only 14.6 percent of patients treated with 

riionacept experienced a gout flare compared to 

4.5.2 percent of patients treated with placebo. No 

drug-related serious adverse events were r·eported 

in patients receiving rilonacept; injection-site 

reaction was the most commonly reported 

adverse event. 

\Ne are now enrolling patients in our Phase 3 

riionacept gout program which will indude two 

studies in the prevention of gout flares in patients 

initiating urate-iowering therapy, one Phase 3 

study evaluating rilonacept in the treatment of 

acute gout flares, and a separate safety study. 

Regeneron retains worldwide marketing rights 

to r·ilonacept. 

In gout, uric acid crystals stimulate the production 

of interleukin--1, which causes an inflammatory 

response in the joints and surrounding tissues. 

An estimated one percent of the U.S. population 

suffers from gout, one of the most painful 

rheumatic diseases, and L4 million people are 

treated for acute gout attacks each year. 

Beyond ARCALYST@ (rilonacept), our develop

ment pipeiine continues to expand and progress. 

Today we have 6 investigational drugs in clinical 

development, including three in Phase .3 trials. 

VECF TRAP-EYE. 

Our VEGF Trap-Eye program showed strong 

progress during ::rno8. In September ::rno8, 

we and Bayer HealthCare announced the final 

one-year data from a Phase 2 study evaluating 
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VEGF Trap-Eye in patients with the neovascular 

form of Age-r·eiated Macu!ar Degeneration 

(wet AMD). Patients receiving VECF Trap-Eye 

experienced improvements in vision and retina! 

thickness (an anatomic measure of treatment 

effect) during the J..2. weeks of fixed monthly 

or quarteriy dosing. These improvements were 

generally maintained over the next 40 weeks 

during which patients received VEGF Trap-Eye 

on a PRN (as needed) dosing schedule. During the 

PRN dosing period, patients received, on average, 

only two additional injections. There WHe no 

reported drug-related serious adverse events. 

The most common adverse events were those 

typicaliy associated with intravitreal injections. 

6 

Currently, we and Bayer HealthCare are enroiling 

two Phase 3 studies of VEGF Trap .. Eye in patients 

with wet AMD. These trials, involving 1200 

patients each, are comparing treatment with 

VEGF Trap-·Eye and Genentech··s Lucentis" 

(ranibizumab), an anti-angiogenic agent approved 

for use in wet AMO. In 2008, we also initiated a 

Phase 2 study of VEGF Trap-Eye in patients with 

Diabetic f'v~acuiar Edema (DME). Initial data from 

these studies are expected in 2010. Under our 

co!laboration agreement, Bayer Hea!thCare has 

rights to market VECF Trap-Eye outside the 

United States, where the companies wili share 

equaliy in profits from any future sales. We 

maintain exclusive rights to VEGF Trap-Eye in 

the United States. 
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AFUBERCEPT IN ONCOLOGY. 

In coilaboration with sanofi-aventis, we have 

underway four Phase 3 studies of aflibercept 

(VEGF Trap) in combination with chemotherapy 

that are targeted to enroil a total of approx

imately 4000 patients. These studies are being 

conducted in first-ii ne metastatic pancreatic 

cancer, first-line metastatic hormone-refractory 

prostate cancer, second-line non-·small celi lung 

cancer~ and second-!ine metastatic colorectal 

cancer. All studies are approximately 50 percent 

emailed, and we expect initial data from three 

of the studies in 2010. In addition, a Phase 2 

combination study of aflibei-cept in fast-line 

metastatic coiorectal cancer began in the first 

quarter of 2009. 

\fVe are also completing a Phase 2 study of 

single-agent aflibercept in patients with 

symptomatic maiignant ascites, a condition 

where fluid accumulates in the abdominal 

cavity in women with advanced ovarian cancer. 

We expect initial data later this year. 

With a total of 9 Phase 3 clinical triais underway 

or planned, Regeneron has made great strides 

in advancing the development of our clinical 

candidates. The progress we've recorded in our 

gout, eye, and cancer programs, along with the 

launch of our first marketed product, add up to 

a very positive year for our company. But they 

tell only a part of the Regeneron story. Buiiding 

on our rich tradition of pioneering research, 

we have developed a suite of technologies for 

discovering, developing, and manufacturing fully 

human monoclonal antibodies. We are using this 

llefociSuite of technologies to generate our future 

pipeline of di-ug candidates. In fact, it would not 

be an overstatement to say that we are buiiding 

a robust antibody development company within 

Regeneron, with:; antibodies already in clinical 

development. 
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MONOCLONAL ANTIBODY PROGRAM. 

Our 1/eiociSuiteT'"' of technologies; including 

Ve!ocimmune''0
, represents a unique piatform for 

identifying and validating novei drug targets and 

for generating and manufacturing fuliy human 

rnonocionai antibodies against these targets. In 

iate 2007, we announced a major coilaboration 

with sanofi-aventis to discover; develop, and com

rnercialize fuliy hurnan monocionai antibodies. 

The sanofi-aventis co!laboration provides us with 

up to Srno million in research funding annually 

through 2012. 

Three human antibodies deveioped under 

the sanofi-aventis collaboration are in dinical 

development: REGN88, an antibody to the inter

ieukin-6 receptor (IL-6R) that is being evaluated 

in rheumatoid arthritis; REGN421, an antibody to 

8 

deita-like ligand-4 (0114) that is in development 

to disrupt angiogenesis in patients with cancer; 

and REGN475, an antibody against nerve growth 

factor (NGF) that is in development for the 

treatment of pain. \Ne are on track with our 

goal to advance an avei-age of two to three new 

antibodies into clinical development each year. 

In September 2008, we also launched our 

Acadernic llefocimmune Investigators Program 

(Academic VIP) when we entered into an 

agreement to provide researchers at Columbia 

University Medicai Center with access to the 

\/e!ocimmune technology platform. In March 

2009, 1,ve entered into a simiiar ;\cademic 

VIP agreement with The University of Texas 

Southwestern Medicai Centei- at Dailas. Under 

the agreements, scientists at the universities 
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will use Ve/oclmmune"' mice to generate antibodies 

against their research targets and will conduct 

research to discover potential hurnan therapeutics 

based on the antibodies. Regeneron has an exclusive 

option to license the antibodies fm development 

and commercialization as therapeutic or diagnostic 

products. \Ne see opportunities to enter into similar 

arrangements with other academic institutions. 

FINANCIAL STRENGTH. 

Ciearly, there is a great deai of positive momen

tum at Regeneron, and we expect 2009 to be 

no less productive. Fmtunately, we have the 

resources necessary to continue to move forward 

at this pace. Financia!ly, we are well positioned. 

\/Ve finished 2008 with $527 million of cash 

and securities and no debt. VVhat's more, our 

ongoing R&D spending will be largeiy funded 

mil r 

,,~!:j;;;: 
i}il~!W?t=!=== ~lr:JJ(> 

by our collaborators. These collaborations are a 

strong vote of confidence in the promise of our 

discovery and deveiopment capabilities. They also 

provide significant investment leverage, enabling 

us to support an R&D program that we expect 

wili exceed $500 million in 2.009, including 

spending by sanofi-aventis and Bayer HealthCare. 

We are expanding and enhancing our physical 

footprint to accommodate this level of activity. 

Later this year, we expect to move into two 

new buildings totaling 2.30,000 square feet at 

our existing Tarrytown, New York site. We are 

more than doubiing our biologics manufacturing 

capacity to 50,000 liters at our Rensselaer, Nevv 

York faciiity. These are important investments in 

the future of our company. 
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OUR PEOPLE, 

But our most vita! investment vvill always be in \fVe will !ook to this talented group of pmfession-

our people. During 2008, we launched a ma_jor als to continue the momentum we.,ve achieved 

recrniting effort designed primarily to support the in the recent past. Last year's accomplishments 

antibody collaboration with sanofi-aventis. Our moved us closer to our goal of having the pipeline, 

growing reputation in the medical and research the discovery platform, the financing, and the 

communities has enab!ed us to attr·act top talent. people needed to bring breakthrough treatments 

By year-end 2009, we expect to grow to more to patients·----·and to building a worid--class 

than 1000 employees, up from 682 at the end biopharrnaceutical company for our sharehoiders. 

of 2007, and 919 at year-end 2008. 
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ARCAL YST® (rilonacept) 

CAPS 

PHASE 1 PHASE 2 PHASE 3 

Gout flare prevention ~ 

Acutegout ~ 

VEGF Trap-Eye 

\Net age-related macuiar degeneration ~ 

Diabetic macular edema ~ 

Aflibercept (VEGF Trap) 

2nd-line metastatic colorectal cancer ~ 

ist-line metastatic pancreatic cancer ~ 

2nd-line metastatic non-srnali eel! lung cancer ~ 

1st-line metastatic prostate cancer ~ 

ist-line metastatic colorectal cancer ~ 

Symptomatic malignant ascites ~ 

Other· studies ~ 

Antibodies 

REGNSS (IL-6R antibody): Rheumatoid ar·thr·itis ~ 

REGN47.5 (NGF antibody): Pain ~ 

REGN421 (D!14 antibody): Advanced malignancies ~ 

- Product Approved 

~ In Clinical Development 

MARKETED 
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CORPORATE INFORMATION 

COMMON STOCK AND RELATED MATTERS 

Our Common Stock is quoted on The NASDAQ 

Clobal Select Market under the symbol ,,.RECN." 

Our Class A Stock, par value $_001 per share., is 

not publicly quoted or- traded. 

The following table sets forth, for the periods 

indicated, the range of high and low sales prices 

for the Common Stock as reported by The 

NASDAQ Clobai Select Market. 

2007 

First Quarter 

Second Quarter 

Third Quarter 

Fourth Quarter 

::mos 

First Quarter 

Second Quarter 

Third Quartei

Fourth Quarter 

HIGH 

$22.84 

28.74 

21]8 

24.90 

$25.25 

21,68 

24.00 

22.82 

LOW 

$17.87 

17.55 

13.55 

16.77 

$15.61 

13.75 

B.29 

12.62 

As of April 14, 2009, there were 476 shareholders 

of record of our Cornrnon Stock and 42 share

holders of record of our Class A Stock. The 

closing bid price for the Common Stock on that 

date was $13.26. 

VVe have never paid cash dividends and do not 

anticipate paying any in the foreseeable future. 

CORPORATE OFFICE 

777 Old Saw Miil River Road 

Tarrytown, NY 10591--6707 

(914) 345-7400 

14 

SEC FORM 10-K 

A copy of our annua! report to the Securities and 

Exchange Commission on Form 10-K is available 

without charge from the Regeneron Investor 

Relations Department. 

ANNUAL MEETING 

The Annual Meeting wi!I be held on Friday, 

June 12, 2009 at 10:30 a.rn. at the VVestchester 

Marriott Hotel, 670 White P!ains Road, 

Tarrytown, NY 10591. 

SHAREHOLDERS' INQUIRIES 

Inquiries relating to stock transfer or lost certif

icates and notices of changes of address shouid be 

directed to our Transfer Agent, American Stock 

Transfer & Trust Co., 59 Maiden Lane, Plaza Leve!, 

New York, NY 10038, (800) 937-5449. General 

information regarding the Company, recent press 

releases, and SEC filings are available on our web 

site at wwvHegenernn.com, or can be obtained 

by contacting our Investor Relations Department 

at (914) 345-7741. 

TRANSFER AGENT AND REGISTRAR 

American Stock Transfer & Trust Co. 

59 Maiden Lane 

Plaza Leve! 

New York, NY 10038 

INDEPENDENT REGISTERED 

PUBLIC ACCOUNTING FIRM 

PricewaterhouseCoooers LLP 
! 

REGEN ERON')" and the following are registered 

tr·adernarks of Regener-on Phannaceutica!s, Inc 

ARCAL.YST@, !/e!ocimmune@, !/e!ociCene'", and 

Velocil'vfousec,,_ Lucentis@ is a registered trademark 

of Genentech, Inc. 
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CORPORATE DIRECTORY 
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'Dear shareholders, 
'During 2009, we made significant advances in our clinical programs as well as 
with our discovery research and preclinical development initiatives. We 
also expanded our antibody collaboration with sanofi-aventis to provide even 
greater resources to utilize our Velocimmune® human monoclonal antibody 
technology to grow our clinical pipeline substantially over the next eight-to-ten 
years. In our research labs, production facilities, and offices, there is palpable 
excitement about 2010 - a year that promises to be one of the most pivotal 
in Regeneron's history as we ramp up our expanded antibody discovery efforts 
and await Phase 3 clinical trial results in multiple programs. 

As this annual report goes to press, 
11 Phase 3 clinical studies are underway 
with three molecules created from our Trap 
fusion protein technology. These studies 
span a variety of diseases with unmet 
medical needs. including gout (four studies 
of our interleukin-1 inhibitor, rilonacept), 
retinal diseases (four studies of VEGF Trap
Eye for use in intraocular applications. in 
collaboration with Bayer HealthCare), and 
cancer (three studies of our Vascular 
Endothelial Growth Factor inhibitor, 
aflibercept [VEGF Trap]. in collaboration 
with sanofi-aventis). 

We also expect to report study results this 
year in multiple antibody programs 
partnered with sanofi-aventis. Today, most 
external attention is focused on our current 
Phase 3 programs. Soon, antibodies like 
REGN88 (anti-lnterleukin-6 Receptor) for 
rheumatoid arthritis, REGN475 (anti-Nerve 
Growth Factor) for pain, and REGN727 
(anti-PCSK9) to lower LDL cholesterol 
may take their place alongside our Phase 3 
compounds as significant value drivers for 
Regeneron shareholders. 

aA. Transformative Collaboration 

The agreement to expand and extend 
our 2007 antibody collaboration with 
sanofi-aventis to discover, develop, and 
commercialize fully human therapeutic 
monoclonal antibodies promises to be truly 
transformative for Regeneron and ranks 
as one of the larger Big Pharma-biotech 
collaborations in the history of the 
biotechnology industry. Sanofi-aventis 
increased its annual commitment to fund 
discovery and preclinical research at 
Regeneron from $100 million to up to 
$160 million. This funding, originally 
scheduled to expire after 2012, now will 
extend through 2017. 

As under the original 2007 collaboration 
terms, sanofi-aventis has an option to 
codevelop any antibody candidates when 
they are ready to enter clinical trials, and 
if sanofi-aventis exercises its option, it will 
generally pay 100 percent of clinical 
development costs. This provision of the 
agreement could generate billions of dollars 
of development funding for Regeneron 
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above and beyond the $1.3 billion in research 
funding. Once antibody products from 
the collaboration reach the market, we and 
sanofi-aventis will split any resulting profits 
50/50 in the United States. Outside the 
United States, profits will be split according 
to a formula under which our share will 
range from 35-45 percent. We will repay 
half of the clinical expenses funded by 
sanofi-aventis out of our share of the profits, 
subject to a cap of 10 percent of our share 
of the profits in any calendar quarter. 

With more funding, we plan to bring an 
average of four to five new antibodies into 
clinical development each year through 
2017, for a total of 30-40 new clinical-stage 
compounds over this time frame. During 
the first two years of the collaboration, 
Regeneron advanced five antibodies into 
clinical development, achieving the original 
goal of bringing two to three antibodies 
into clinical development each year. While 
few biotechnology companies of any 
size consistently bring four to five new 
drug candidates into clinical development 

Pa Roy Vag~k~s~ M~O. 
C:'v:-,-. .. ._ . ..,1:tP cf~fu"J ~Yn-v-~1 

each year, our track record over the first 
two years of the collaboration, coupled with 
our current robust research programs and 
preclinical pipeline, gives us confidence that 
we can meet our goal. 

In the long and challenging course of drug 
development, more drug candidates fail 
than succeed - this is a fact of life in the 
pharmaceutical business. If we advance 
30-40 high-quality antibody drug 
candidates into clinical development under 
the sanofi-aventis collaboration over the 
next eight years, we will have created a deep 
pipeline of antibody product candidates. 
In this way, we believe the expanded antibody 
collaboration changes the risk-reward 
profile for Regeneron shareholders. We have 
secured long-term funding that creates 
many more opportunities for success, 
and we have retained a sizeable profit 
participation in the partnered products. 

II 
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2009-e.A Year of Progress 

Now let's review our operational highlights 
over the last year. 

ARCALYS1® (rilonacept) Injection for Subcutaneous 
Use for the treatment of Cryopyrin-Associated 
Periodic Syndromes (CAPS) 

• ARCALYST@ (rilonacept) Injection for 
Subcutaneous Use, our first marketed 
product, had shipments to distributors 
of $20 million in 2009. During the year, 
rilonacept was also approved under 
exceptional circumstances by the 
European Medicines Agency for use 
in CAPS. 

Rilonacept in gout 

• In 2009, we initiated registration-directed 
trials of rilonacept for the treatment of 
acute gout and prevention of drug-induced 
gout flares, following a successful Phase 2 
flare prevention study, reported in 2008, 
in patients who initiated urate-lowering 
drug therapy. Gout is a painful and often 
debilitating form of arthritis that affects 
about three million Americans. Two 
Phase 3 clinical trials (called PRE-SURGE 1 
and PRE-SURGE 2) are evaluating 
rilonacept versus placebo for the 
prevention of gout flares in patients 
initiating urate-lowering drug therapy. 
A third Phase 3 trial in patients with acute 
gout (SURGE) is evaluating treatment 
with rilonacept alone versus rilonacept in 
combination with a nonsteroidal anti
inflammatory drug (NSAID) versus an 
NSAID alone. The fourth Phase 3 trial is 
a 1,200 patient placebo-controlled safety 
study (RE-SURGE) of rllonacept in 
patients receiving urate-lowering therapy. 

Patient enrollment was completed at 
the end of 2009 in PRE-SURGE 1 and in 
February 2010 in SURGE. Initial results 
in both trials should be available by 
mid-2010. We expect results from the 
remaining two gout studies during 
the first half of 2011. 

Regeneron maintains worldwide exclusive 
ownership of rilonacept. 

VEGF Trap-Eye in eye diseases 

• In the fourth quarter of 2009, we and 
Bayer HealthCare completed enrollment 
of two Phase 3 studies of VEGF Trap-Eye 
(VIEW 1 and VIEW 2) in patients with the 
neovascular form of Age-Related Macular 
Degeneration (wet AMD). The studies 
compare VEGF Trap-Eye to Lucentis@ 
(ranibizumab injection, a trademark of 
Genentech, Inc.), the standard of care 
in wet AMD. One year data from these 
studies are expected in late 2010. In 
addition, during 2009 we initiated 
two Phase 3 studies (COPERNICUS and 
GALILEO) in patients with Central Retinal 
Vein Occlusion (CRVO), with initial data 
from these studies expected in early 2011. 

• In February 2010, we and Bayer HealthCare 
reported positive clinical results from a 
randomized, controlled Phase 2 study 
evaluating VEGF Trap-Eye in patients with 
clinically significant diabetic macular 
edema (DME). In each of the four treatment 
arms, VEGF Trap-Eye achieved the 
primary study endpoint, a statistically 
significant improvement in visual acuity 
over 24 weeks compared to focal laser 
therapy, the standard of care in DME. 
VEGF Trap-Eye was generally well
tolerated, and no ocular or non-ocular 
drug-related serious adverse events 
were reported in the study. The adverse 
events reported were those typically 
associated with intravitreal injections or 
the underlying disease. 

• We are developing VEGF Trap-Eye in 
collaboration with Bayer HealthCare. Bayer 
HealthCare has rights to market VEGF 
Trap-Eye outside the United States, where 
we will share equally in profits from any 
future sales. We maintain exclusive rights 
to VEGF Trap-Eye in the United States. 

Aflibercept (VEGF Trap) in oncology 

• With our collaborator, sanofi-aventis, we 
are developing VEGF Trap, known as 
aflibercept, for the potential treatment 
of solid tumors. Anti-VEGF therapy with 
other agents has been approved for the 
treatment of certain cancers. In our 
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program, patient enrollment is complete 
in Phase 3 studies in colorectal, lung and 
prostate cancer. In these studies, 
aflibercept is being evaluated in 
combination with the standard of care 
chemotherapy treatment. The primary 
endpoint in each study is overall survival, 
measured when a prespecified number 
of deaths have occurred. In the VELOUR 
study evaluating aflibercept as a second 
line treatment for metastatic colorectal 
cancer in combination with FOLFIRI 
(folinic acid [leucovorin]. 5-fluorouracil, 
and irinotecan), an interim analysis is 
expected in the second half of 2010, with 
final results in the second half of 2011. 
We currently anticipate completion of the 
VITAL trial evaluating aflibercept as a 
second line treatment for non-small cell 
lung cancer in combination with docetaxel 
during the first half of 2011. We also 
anticipate that an interim analysis of the 
VENICE trial evaluating aflibercept as 
a first line treatment for metastatic 
androgen-independent prostate cancer in 
combination with docetaxel/prednisone 
will be conducted during the first half of 
2011, with final results available in 2012. 

• In June 2009, we reported results of a 
Phase 2 study of aflibercept in women 
with advanced ovarian cancer who had 
recurrent symptomatic malignant ascites 
(SMA), an abnormal buildup of fluid in 
the abdominal cavity. Aflibercept was 
clinically active in this setting and met 
the primary study endpoint. Nonetheless, 
after reviewing the study data, we and 
sanofi-aventis concluded that it was 
difficult to definitively assess the overall 
clinical benefit that might be derived 
from treatment in the real-world clinical 
practice setting and, therefore, that the 
data were not sufficient to submit for 
regulatory approval in the SMA setting. 

• Clinical development is not without 
its challenges. In September 2009, we 
and sanofi-aventis announced the 
discontinuation of a Phase 3 clinical trial 

evaluating afiibercept plus gemcitabine 
for the first line treatment of metastatic 
pancreatic cancer after the Independent 
Data Monitoring Committee for the 
trial determined that aflibercept would 
not show meaningful improvement 
over current therapy. 

REGN475 for pain 

• This antibody binds to nerve growth factor 
(NGF), a novel target for pain indications. 
During 2009, we and sanofi-aventis 
completed a Phase 1 study and initiated 
Phase 2 studies in osteoarthritis of the 
knee and other pain indications. We 
expect initial Phase 2 results this year. A 
number of pharmaceutical companies 
also have anti-NGF product candidates in 
clinical development 

REGN88 for rheumatoid arthritis 

• This antibody binds to the interleukin-6 
(IL-6) receptor, blocking its ligand, IL-6. 
During 2009, we and sanofi-aventis 
completed several Phase 1 studies. In the 
first quarter of 2010, we began a Phase 
2/3 study in rheumatoid arthritis, for which 
another IL-6 antibody recently has been 
approved, and a Phase 2 study in ankyl
osing spondylitis, a form of arthritis 
that primarily affects the spine. 

REGN421 for advanced malignancies 

• This antibody binds to Delta-like ligand-4 
(DII4), a novel anti-angiogenesis target. 
In 2009, we and sanofi-aventis continued 
to study REGN421 in a Phase 1 study 
in patients with advanced malignancies. 

REGN727 for cholesterol reduction 

• This antibody binds to PCSK9, a novel 
target for LDL cholesterol reduction. 
We and sanofi-aventis initiated a Phase 1 
study during the fourth quarter of 2009. 

REGN 668 for allergic and immune conditions 

• This antibody binds to the interleukin-4 
receptor, a target implicated in allergic 
and immune conditions. We and sanofi
aventis initiated a Phase 1 study during 
the fourth quarter of 2009. 

13 
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Industrial Operations 

At our manufacturing facilities in Rensselaer, 
New York, our industrial operations are on 
track to double our production capacity to 
54,000 liters by the end of 2010. Each of 
our drug candidates in clinical development, 
as well as our marketed product, 
ARCALYST® (rilonacept), is manufactured 
at our Rensselaer site. We believe that 
our in-house process development and 
large-scale manufacturing capabilities 
represent critical competencies for a 
biopharmaceutical company. 

New lab and office space 

To accommodate our growth, most 
employees moved last fall into two new 
buildings constructed for us on the 
Tarrytown, New York campus we have 
occupied since 1989. The state-of-the-art 
facility (featured in the photography on 
the preceding pages) makes ample use of 
glass and natural light to create a feeling 
of openness and collaboration, sustainable 
materials such as bamboo flooring, and 
energy-saving features including heat
reflecting white roofs. A third new building 
with identical design is under construction 
next door and is slated for occupancy in 2011. 

~,cruiting Talent 

Clearly, there's a lot of momentum at 
Regeneron, and our early and late-stage 
clinical pipeline has never been so full. 
To meet our ambitious objectives under the 
sanofi-aventis antibody collaboration, we 
are recruiting new talent at Regeneron. We 
employed more than 1,000 people at the 

• 
~"' @ 

I . ~ 

' 

' 

start of 2010 and aim to hire approximately 
500 more staff by the end of the year, 
many to support the research, development, 
and production commitments under our 
antibody collaboration. Hiring so many 
scientists, manufacturing personnel, and 
other staff to support our expanding 
pipeline will be a challenge, but we are 
experienced in meeting such challenges: 
In 2008-09, we increased staff by more than 
50 percent to meet the deliverables of the 
initial antibody collaboration initiated in late 
2007, and we have already recruited 185 
new employees in the first quarter of 2010. 

Meeting our recruitment targets while 
preserving our science-driven culture is an 
important goal. With so much going on at 
the company, and with many Big Pharma and 
small biotechs reducing staff, we are well 
positioned to continue to attract top talent. 
A major advantage in our recruiting is the 
energy and passion of our people, which are 
visible to job candidates and other visitors to 
our operations in Tarrytown and Rensselaer. 

We are pleased that Regeneron has been 
recognized over the last year with several 
awards. The Scientist selected us for the third 
year in a row as one of the best places to 
work for scientists in biotechnology. Fast 
Company cited us one of the most 
innovative companies in the world. Forbes. 
com named us among its 100 most trust 
worthy companies that have "consistently 
demonstrated transparent and conservative 
accounting practices and solid corporate 
governance and management." These and 
other recognitions are featured below. 
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(Mark One) 

UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORMl0-K 

!.R1 ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES 
EXCHANGE ACT OF 1934 

For the fiscal year ended December 31, 2009 

OR 

□ TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES 
EXCHANGE ACT OF 1934 

For the transition period from __ to __ 

Commission File Number 0-19034 

REGENERON PHARMACEUTICALS, INC. 
(Exact name of registrant as specified in its charte,~ 

NewYork 
(State or otherjurisdiction of 

incorporation or organization) 

13-3444607 
(l.R.S. Employer 

identification No) 

777 Old Saw Mill River Road. Tarrytown, NewYork 
(Address of principal executive offices) 

(914) 347-7000 
(Registrant's telephone number, including area code) 

10591-6707 
(Zip code) 

Securities registered pursuant to Section 12(b) of the Act: 

Title of each class 

Common Stock - par value $.001 per share 

Name of each exchange on which registered 

Nasdaq Global Select Market 

Securities registered pursuant to section 12(g) of the Act: None 

Indicate by check mark if the registrant is a well-known seasoned issuer, as defined in Rule 405 of the Securities Act. Yes Ii!!" No D 
Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or 15(d) of the Act. Yes D No @ 

Indicate by check mark whetherthe registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during the preceding 12 

months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for the past 90 days. Yes 0 No D 
Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required to be 

submitted and posted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the registrant was 

required to submit and post such files). Yes D No D 
Indicate by check mark if disclosure of delinquent filers pursuant to Item 405 of Regulation S-K (§229.405 of this chapter) is not contained herein, and will not be 

contained, to the best of registrant's knowledge, in definitive proxy or information statements incorporated by reference in Part III of this Form 10-K or any amendment 

to this Form 10-K. @ 

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the 
definitions of"large accelerated filer", "accelerated filer" and "smaller reporting company" in Rule 12b-2 of the Exchange Act. 

Large accelerated filer 0 Accelerated filer D Non-accelerated filer D 
Indicate by check mark whether the registrant is a shell company (as defined in Rule l2b-2 of the Exchange Act). Yes D 

Smaller reporting company D 
No li!J 

The aggregate market value of the common stock held by non-affiliates of the registrant was approximately $1,355,426,000, computed by reference to the closing 
sales price of the stock on NASDAQ on June 30, 2009, the last trading day of the registrant's most recently completed second fiscal quarter. 

The number of shares outstanding of each of the registrant's classes of common stock as of February 12, 2010: 

Class of Common Stock 

Class A Stock, $.001 par value 

Common Stock, $.001 par value 

Number of Shares 

2,211,698 

79,441,680 

DOCUMENTS INCORPORATED BY REFERENCE: 

Specified portions of the Registrant's definitive proxy statement to be filed in connection with solicitation of proxies for its 2010 Annual Meeting of Shareholders 
are incorporated by reference into Part III of this Form 10-K. Exhibit index is located on pages 65 to 68 of this filing. 
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ITEM 1. BUSINESS 

This Annual Report on Form 10-K contains forward-looking statements that involve risks and uncertainties 
relating to future events and the.future financial performance ofRegeneron Pharmaceuticals, Inc., and actual events 
or results may differ materially. These statements concern, among other things, the possible success and therapeutic 
applications of our product candidates and research programs, the commercial success of our marketed product, 
the timing and nature of the clinical and research programs now underway or planned, and the future sources and 
uses of capital and our.financial needs. These statements are made by us based on management's current beliejv 
and judgment. In evaluating such statements, stockholders and potential investors should specifically consider the 
various factors ident~fied under the caption "Risk Factors" which could cause actual results to differ materially 
from those indicated by such forward-looking statements. We do not undertake any obligation to update publicly any 
forward-looking statement, whether as a result of new infi.Jrmation,future events, or otherwise., except as required 
by law. 

General 

Regeneron Pharmaceuticals, Inc. is a biopharmaceutical company that discovers, develops, and commercializes 
pharmaceutical products for the treatment of serious medical conditions. We currently have one marketed product: 
ARCALYST® (rilonacept) Injection for Subcutaneous Use, which is available for prescription in the United States 
for the treatment of CryopyTin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory 
Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 12 and older. 

We have eight product candidates in clinical development, including three that are in late-stage (Phase 3) 
clinical development. Our late stage programs are rilonacept, which is being developed for the prevention and 
treatment of gout-related flares; VEGF Trap-Eye, which is being developed in eye diseases using intraocular delivery 
in collaboration with Bayer HealthCare LLC; and aflibercept (VEGF Trap), which is being developed in oncology in 
collaboration with the sanofi-aventis Group. Our earlier stage clinical programs are REGN475, an antibody to Nerve 
Growth Factor (NGF), which is being developed for the treatment of pain; REGN88, an antibody to the interleukin-6 
receptor (IL-6R), which is being developed in rheumatoid arthritis; REGN421, an antibody to Delta-like ligand-4 
(Dll4), which is being developed in oncology; REGN727, an antibody to PCSK9, which is being developed for low 
density lipoprotein (LDL) cholesterol reduction; and REGN668, an antibody to the interleukin-4 receptor (IL-4R), 
which is being developed for certain allergic and immune conditions. All five of our earlier stage clinical programs 
are fully human antibodies that are being developed in collaboration with sanofi-aventis. 

Our core business strategy is to maintain a strong foundation in basic scientific research and discovery-enabling 
technologies and combine that foundation with our clinical development and manufacturing capabilities. Our long
term objective is to build a successful, integrated biopharmaceutical company that provides patients and medical 
professionals with new and better options for preventing and treating human diseases. However, developing and 
commercializing new medicines entails significant risk and expense. 

We believe that our ability to develop product candidates is enhanced by the application of our VelociSuite™ 
technology platforms. Our discovery platforms are designed to identify specific genes of therapeutic interest for a 
particular disease or cell type and validate targets through high-throughput production of mammalian models. Our 
human monoclonal antibody technology (Veloclmmune®) and cell line expression technologies (VelociMab™) may 
then be utilized to design and produce new product candidates directed against the disease target. Our five antibody 
product candidates currently in clinical trials were developed using Vdoclmmune. Under the terms of our antibody 
collaboration with sanofi-aventis, which was expanded during 2009, we plan to advance an average of four to five 
new antibody product candidates into clinical development each year, for an anticipated total of 30-40 candidates 
over the next eight years. We continue to invest in the development of enabling technologies to assist in our efforts to 
identify, develop, manufacture, and commercialize new product candidates. 
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Commercial Product: 

ARCALYSr (rilonacept) - Cryopyrin-Associated Periodic Syndromes (CAPS) 

In February 2008, we received marketing approval from the U.S. Food and Drug Administration (FDA) for 
ARCALYST® (rilonacept) Injection for Subcutaneous Use for the treatment of Cryopyrin-Associated Periodic 
Syndromes (CAPS), including Familial Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome 
(MWS) in adults and children 12 and older. We shipped $20.0 million of ARCALYST® (rilonacept) to our distributors 
in 2009, compared to $10.7 million in 2008. We own worldwide rights to ARCALYST. 

In October 2009, rilonacept was approved under exceptional circumstances by the European Medicines Agency 
(EMEA) for the treatment of CAPS with severe symptoms in adults and children aged 12 years and older. Such 
authorizations are permissible for products for which a company can demonstrate that comprehensive data cannot 
be provided, for example, because of the rarity of the condition. Each year, we will need to provide for review by 
the EMEA any new or follow-up information that may become available. Rilonacept is not currently marketed in the 
European Union. 

ARCALYST is a protein-based product designed to bind the interleukin-I (called IL-1) cytokine and prevent 
its interaction with cell surface receptors. ARCALYST is approved in the United States for patients with CAPS, a 
group ofrare, inherited, auto-inflammatory conditions characterized by life-long, recurrent symptoms ofrash, fever/ 
chills, joint pain, eye redness/pain, and fatigue. Intermittent, disruptive exacerbations or flares can be triggered at 
any time by exposure to cooling temperatures, stress, exercise, or other unknown stimuli. CAPS is caused by a range 
of mutations in the gene NLRP3 (formerly known as CIASJ) which encodes a protein named cryopyrin. In addition 
to FCAS and MWS, CAPS includes Neonatal Onset Multisystem Inflammatory Disease (NOMID). ARCALYST has 
not been studied for the treatment ofNOMID. 

Clinical Programs: 

1. Rilonacept - Inflammatory Diseases 

We are evaluating rilonacept in gout, a disease in which, as in CAPS, IL-I may play an important role in pain 
and inflammation. In September 2008, we announced the results of a Phase 2 study which evaluated the efficacy and 
safety of rilonacept versus placebo in the prevention of gout flares induced by the initiation of urate-1owering drug 
therapy. In this 83-patient, double-blind, placebo-controlled study, the mean number of flares per patient over the 
first 12 weeks ofurate-lowering therapy was 0.79 with placebo and 0.15 with rilonacept (p=0.0011), an 81 % reduction. 
This was the primary endpoint of the study. All secondary endpoints also were met with statistical significance. In 
the first 12 weeks of treatment, 45.2% of patients treated with placebo experienced a gout flare and, of those, 47.4% 
had more than one flare. Among patients treated with rilonacept, only 14.6% experienced a gout flare (p=0.0037 
versus placebo) and none had more than one flare. Injection-site reaction was the most commonly reported adverse 
event with rilonacept and no serious drug-related adverse events were reported. 

Results from this study after the first 16 weeks of urate-lowering therapy were reported at the annual meeting 
of the European League Against Rheumatism (EULAR) in June 2009. Through 16 weeks, the mean number of flares 
per patient was 0.93 with placebo and 0.22 with rilonacept (p=0.0036). In the first 16 weeks of treatment, 47.6% of 
patients treated with placebo experienced a gout flare and, of those, 55.0% had more than one flare. Among patients 
treated with rilonacept, 22.0% experienced a gout flare (p=0.0209 versus placebo) and none had more than one flare. 
Adverse events after 16 weeks of treatment were similar to those reported after 12 weeks with the most frequently 
reported categories being infection and musculoskeletal complaints. 

Gout is characterized by high blood levels ofuric acid, a bodily waste product normally excreted by the kidneys. 
The uric acid can form crystals in the joints of the toes, ankles, knees, wrists, fingers, and elbows. Chronic treatment 
with uric acid-lowering medicines, such as allopurinol, is prescribed to eliminate the uric acid crystals and prevent 
reformation. During the first months of allopurinol therapy, while uric acid blood levels are being reduced, the break 
up of the uric acid crystals can result in stimulation of inflammatory mediators, including IL-1, resulting in acute 
flares of joint pain and inflammation. These painful flares generally persist for at least five days. 
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During the first quarter of 2009, we initiated a Phase 3 clinical development program with rilonacept for the 
treatment of gout. The program includes four clinical trials. Two Phase 3 clinical trials (called PRE-SURGE l and 
PRE-SURGE 2) are evaluating rilonacept versus placebo for the prevention of gout flares in patients initiating urate
lowering drug therapy. A third Phase 3 trial in acute gout (SURGE) is evaluating treatment with rilonacept alone 
versus rilonacept in combination with a non-steroidal anti-inflammatory drug (NSAID) versus an NSAID alone. 
The fourth Phase 3 trial is a placebo-controlled safety study (RE-SURGE) ofrilonacept in patients receiving urate
lowering therapy. SURGE and PRE-SURGE 1 are fully enrolled. We expect to report initial data from SURGE and 
PRE-SURGE 1 during the first half of 2010 and from PRE-SURGE 2 and RE-SURGE during the first half of 2011. 

Royalty Agreement with Novartis Pharma AG 

In June 2009, we entered into a royalty agreement with Novartis Pharma AG that replaced a previous collaboration 
and license agreement. Under this agreement, we are entitled to receive royalties on worldwide sales of Novartis' 
canakinumab, a fully human anti-interleukin-ILl/3 antibody. We waived our right to opt-in to the development and 
commercialization of canakinumab. Canakinumab is approved to treat Cryopyrin-Associated Periodic Syndrome 
(CAPS) and is in development for chronic gout, type 2 diabetes, and a number of other inflammatory diseases. 

2. VEGF Trap-Eye - Ophthalmologic Diseases 

VEGF Trap-Eye is a specially purified and formulated form ofVEGF Trap for use in intraocular applications. 
We and Bayer HealthCare are testing VEGF Trap-Eye in a Phase 3 program in patients with the neovascular form 
of age-related macular degeneration (wet AMD). We and Bayer HealthCare are also conducting a Phase 2 study of 
VEGF Trap-Eye in patients with diabetic macular edema (DME). Wet AMD and diabetic retinopathy (which includes 
DME) are two of the leading causes of adult blindness in the developed world. In both conditions, severe visual loss 
is caused by a combination of retinal edema and neovascular proliferation. We and Bayer HealthCare also initiated 
a Phase 3 program in central retinal vein occlusion (CRVO) in July 2009. In connection with the dosing of the first 
patient in a Phase 3 study in CRVO, we received a $20.0 million milestone payment from Bayer HealthCare. 

The Phase 3 trials in wet AMD, known as VIEW 1 and VIEW 2 (YEGF Trap: Investigation of Efficacy 
and Safety in Wet age-related macular degeneration), are comparing VEGF Trap-Eye and Lucentis® (ranibizumab 
injection), marketed by Genentech, Inc., an anti-angiogenic agent approved for use in wet AMD. VIEW 1 is being 
conducted in North America and VIEW 2 is being conducted in Europe, Asia Pacific, Japan, and Latin America. 
The VIEW 1 and VIEW 2 trials are both evaluating VEGF Trap-Eye doses of 0.5 milligrams (mg) and 2.0 mg at 
dosing intervals of four weeks and 2.0 mg at a dosing interval of eight weeks (after three monthly doses) compared 
with Lucentis (Genentech) dosed according to its U.S. label, which specifies doses of 0.5 mg administered every 
four weeks over the first year. As-needed dosing (PRN) with both agents will be evaluated in the second year of the 
studies. VIEW 1 and VIEW 2 were fully enrolled in 2009, and initial data are expected in late 2010. 

We and Bayer HealthCare have conducted a Phase 2 study in wet AMD which demonstrated that patients 
treated with VEGF Trap-Eye achieved durable improvements in visual acuity and retinal thickness for up to one year. 
These one-year study results were reported at the 2008 annual meeting of the Retina Society. In this double-masked 
Phase 2 trial, known as CLEAR-IT 2, 157 patients were initially treated for three months with VEGF Trap-Eye: two 
groups received monthly doses of0.5 or 2.0 mg (at weeks 0, 4, 8, and 12) and three groups received quarterly doses of 
0.5, 2.0, or 4.0 mg (at baseline and week 12). Following the initial three-month fixed-dosing phase, patients continued 
to receive VEGF Trap-Eye at the same dose on a PRN dosing schedule through one year, based upon the physician 
assessment of the need for re-treatment in accordance with pre-specified criteria. 

In this Phase 2 study, patients receiving monthly doses ofVEGF Trap-Eye of either 2.0 or 0.5 mg for 12 weeks 
followed by PRN dosing achieved mean improvements in visual acuity versus baseline of 9.0 letters (p<0.0001 
versus baseline) and 5.4 letters (p<0.085 versus baseline), respectively, at the end of one year. The proportion of 
patients with vision of 20/40 or better (part of the legal minimum requirement for an unrestricted driver's license 
in the U.S.) increased from 23% at baseline to 45% at week 52 in patients initially treated with 2.0 mg monthly and 
from 16% at baseline to 47% at week 52 in patients initially treated with 0.5 mg monthly. Patients receiving monthly 
doses ofVEGF Trap-Eye of either 2.0 or 0.5 mg also achieved mean decreases in retinal thickness versus baseline of 
143 microns (p<0.0001 versus baseline) and 125 microns (p<0.0001 versus baseline) at week 52, respectively. After 
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week 12 to week 52 in the PRN dosing period, patients initially dosed on a 2.0 mg monthly schedule received, on 
average, only 1.6 additional injections and those initially dosed on a 0.5 mg monthly schedule received, on average, 
2.5 additional injections. 

While PRN dosing following a fixed quarterly dosing regimen (with dosing at baseline and week 12) also 
yielded improvements in visual acuity and retinal thickness versus baseline at week 52, the results generally were 
not as robust as those obtained with initial fixed monthly dosing. 

All patients who completed the one year CLEAR-IT 2 study were eligible to participate in an extension stage 
of the study. Twenty-four-month results of the extension stage were presented in October 2009 at the 2009 American 
Academy of Ophthalmology meeting. After receiving VEGF Trap-Eye for one year, the 117 patients who elected 
to enter the extension stage were dosed on a 2.0 mg PRN basis, irrespective of the dose at which they were treated 
earlier in the study. On a combined basis, for these 117 patients, the mean gain in visual acuity was 7.3 letters 
(p<0.0001 versus baseline) at the three-month primary endpoint of the original Phase 2 study, 8.4 letters (p<0.0001 
versus baseline) at one year, and 6.1 letters (p<0.0001 versus baseline) at month 12 of the extension stage. Thus, after 
24 months of dosing with VEGF Trap-Eye in the Phase 2 study, patients continued to maintain a highly significant 
improvement in visual acuity versus baseline, while receiving, on average, only 4.6 injections over the 21-month PRN 
dosing phase that extended from month three to month 24. The most common adverse events were those typically 
associated with intravitreal injections and included conjunctiva! hemorrhage at the injection site and transient 
increased intraocular pressure following an injection. 

The DME study, known as the DA VINCI study, is a double-masked, randomized, controlled trial that is 
evaluating four different VEGF Trap-Eye dosing regimens versus laser treatment. A total of 240 patients with 
clinically significant DME with central macular involvement were randomized to five groups. VEGF Trap-Eye 
achieved the primary endpoint of the study, a statistically significant improvement in visual acuity compared to 
focal laser therapy, the standard of care in DME. Visual acuity was measured by the mean number of letters gained 
over the initial 24 weeks of the study. Patients in each of the four dosing groups receiving VEGF Trap-Eye achieved 
statistically significantly greater mean improvements in visual acuity (8.5 to 11.4 letters of vision gained) compared 
to patients receiving focal laser therapy (2.5 letters gained) at week 24 (p< 0.01 for each VEGF Trap-Eye group versus 
focal laser). VEGF Trap-Eye was generally well-tolerated, and no ocular or non-ocular drug-related serious adverse 
events were reported in the study. The adverse events reported were those typically associated with intravitreal 
injections or the underlying disease. Following the initial 24 weeks of treatment, patients continue to be treated for 
another 24 weeks on the same dosing regimens. Initial one-year results will be available later in 2010. 

VEGF Trap-Eye is also in Phase 3 development for the treatment of central retinal vein occlusion (CRVO), another 
cause of blindness. The COPERNICUS @ntrolled :Ehase 3 Evaluation of Repeated iNtravitreal administration of 
VEGF Trap-Eye In .C.entral retinal vein occlusion: Utility and .S.afety) study is being led by Regeneron and the 
GALILEO (Qeneral Assessment Limiting InfiLtration of Exudates in central retinal vein Qcclusion with VEGF 
Trap-Eye) study is being led by Bayer HealthCare. Patients in both studies will receive six monthly intravitreal 
injections of either VEGF Trap-Eye at a dose of 2 mg or sham control injections. The primary endpoint of both 
studies is improvement in visual acuity versus baseline after six months of treatment. At the end of the initial six 
months, patients will be dosed on a PRN basis for another six months. All patients will be eligible for rescue laser 
treatment. Enrollment in the COPERNICUS study began during the third quarter of 2009, and enrollment in the 
GALILEO study began in October 2009. Initial data are anticipated in early 2011. 

Collaboration with Bayer HealthCare 

In October 2006, we entered into a collaboration agreement with Bayer HealthCare for the global development 
and commercialization outside the United States ofVEGF Trap-Eye. Under the agreement, we and Bayer HealthCare 
will collaborate on, and share the costs of, the development of VEGF Trap-Eye through an integrated global plan 
that encompasses wet AMD, DME, and CRVO. Bayer HealthCare will market VEGF Trap-Eye outside the United 
States, where the companies will share equally in profits from any future sales ofVEGF Trap-Eye. lfVEGF Trap
Eye is granted marketing authorization in a major market country outside the United States, we will be obligated 
to reimburse Bayer HealthCare for 50% of the development costs that it has incurred under the agreement from our 
share of the collaboration profits. Within the United States, we retain exclusive commercialization rights to VEGF 
Trap-Eye and are entitled to all profits from any such sales. We received an up-front payment of $75.0 million from 
Bayer HealthCare. In 2007, we received a $20.0 million milestone payment from Bayer HealthCare following dosing 
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of the first patient in a Phase 3 study of VEGF Trap-Eye in wet AMD. In July 2009, we received a $20.0 million 
milestone payment from Bayer HealthCare following dosing of the first patient in a Phase 3 study of VEGF Trap
Eye in CRVO. We can earn up to $70 million in additional development and regulatory milestones related to the 
development of VEGF Trap-Eye and marketing approvals in major market countries outside the United States. We 
can also earn up to $135 million in sales milestones if total annual sales ofVEGF Trap-Eye outside the United States 
achieve certain specified levels starting at $200 million. 

3. Aflibercept (VEGF Trap) - Oncology 

Aflibercept is a protein-based product candidate designed to bind all forms of Vascular Endothelial Growth 
Factor-A (called VEGF-A, also known as Vascular Permeability Factor or VPF), VEGF-B, and the related Placental 
Growth Factor (called PlGF), and prevent their interaction with cell surface receptors. VEGF-A (and to a less validated 
degree, PlGF) is required for the growth of new blood vessels (a process known as angiogenesis) that are needed for 
tumors to grow and is a potent regulator of vascular permeability and leakage. 

Aflibercept is being developed globally in cancer indications in collaboration with sanofi-aventis. We and 
sanofi-aventis are enrolling patients in three Phase 3 trials that combine aflibercept with standard chemotherapy 
regimens for the treatment of cancer. One trial (called VELOUR) is evaluating aflibercept as a 2nd line treatment for 
metastatic colorectal cancer in combination with FOLFIRI (folinic acid (leucovorin), 5-fluorouracil, and irinotecan). 
A second trial (VITAL) is evaluating aflibercept as a 2nd line treatment for metastatic non-small cell lung cancer in 
combination with docetaxel. A third trial (VENICE) is evaluating aflibercept as a l't line treatment for metastatic 
androgen independent prostate cancer in combination with docetaxel/prednisone. All three trials are studying 
the current standard of chemotherapy care for the cancer being studied with and without aflibercept. VITAL and 
VENICE are fully enrolled, and the VELOUR study is approximately 95% enrolled. In addition, a Phase 2 study 
(called AFFIRM) of aflibercept in 1st line metastatic colorectal cancer in combination with FOLFOX (folinic acid 
(leucovorin), 5-fluorouracil, and oxaliplatin) is approximately 75% enrolled. 

Each of the Phase 3 studies is monitored by an Independent Data Monitoring Committee (IDMC), a body of 
independent clinical experts. The IDMCs meet periodically to evaluate data from the studies and may recommend 
changes in study design or study discontinuation. Both interim and final analyses will be conducted when a prespecified 
number of events have occurred in each trial. Based on current enrollment and event rates, (i) an interim analysis of 
VELOUR is expected to be conducted by an IDMC in the second half of 2010, (ii) final results are anticipated in the first 
half of2011 from the VITAL study and in the second half of2011 from the VELOUR study, and (iii) an interim analysis 
of VENICE is expected to be conducted by an IDMC in mid-2011, with final results anticipated in 2012. 

A fourth Phase 3 trial (VANILLA) that was evaluating aflibercept as a 1st line treatment for metastatic pancreatic 
cancer in combination with gemcitabine was discontinued in September 2009 following a planned interim efficacy 
analysis by that study's IDMC. The IDMC determined that the addition of aflibercept to gemcitabine would be 
unable to demonstrate a statistically significant improvement in the primary endpoint of overall survival compared 
to placebo plus gemcitabine in this study. The types and frequencies of adverse events reported in the combination 
arm with aflibercept were generally as anticipated. 

During 2009, summary results were reported for a randomized, placebo-controlled Phase 2 single-agent study 
of aflibercept in advanced ovarian cancer (AOC) patients with symptomatic malignant ascites (SMA), an abnormal 
build-up of fluid in the abdominal cavity. Patients receiving aflibercept experienced a statistically significant 
improvement (55 days with aflibercept as compared to 23 days for patients receiving placebo (p=0.0019)) in the 
primary study endpoint, mean time to first repeat paracentesis (removal of fluid from the abdominal cavity), versus 
placebo control. There was a statistically similar incidence of deaths in both treatment groups. Four fatal events 
were assessed by the investigators as aflibercept treatment related. The types and frequencies of adverse events 
reported with aflibercept in this study were generally consistent with those reported in clinical studies with other 
anti-VEGF therapies in AOC patients. Although the study demonstrated that aflibercept is a clinically active agent 
in this setting, given the small number of patients enrolled in this study and their fragile health status, we and 
sanofi-aventis concluded that it was difficult to definitively assess the overall clinical benefit that might be derived 
from treatment in the real-world clinical practice setting and, therefore, the data were not sufficient to submit for 
regulatory approval in the SMA indication. 
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Aflibercept Collaboration with the sanofi-aventis Group 

We and sanofi-aventis U.S. (successor to Aventis Pharmaceuticals, Inc.) globally collaborate on the development 
and commercialization of aflibercept. Under the terms of our September 2003 collaboration agreement, as amended, we 
and sanofi-aventis will share co-promotion rights and profits on sales, if any, of aflibercept outside of Japan for disease 
indications included in our collaboration. In Japan, we are entitled to a royalty of approximately 35% on annual sales of 
aflibercept, subject to certain potential adjustments. We may also receive up to $400 million in milestone payments upon 
receipt of specified marketing approvals, including up to $360 million in milestone payments related to the receipt of 
marketing approvals for up to eight aflibercept oncology and other indications in the United States or the European Union 
and up to $40 million related to the receipt of marketing approvals for up to five oncology indications in Japan. 

Under the aflibercept collaboration agreement, as amended, agreed upon worldwide development expenses 
incurred by both companies during the term of the agreement will be funded by sanofi-aventis. If the collaboration 
becomes profitable, we will be obligated to reimburse sanofi-aventis for 50% ofaflibercept development expenses in 
accordance with a formula based on the amount of development expenses and our share of the collaboration profits 
and Japan royalties, or at a faster rate at our option. 

4. REGN475 (Anti-NGF Antibody) for pain 

Nerve growth factor (NGF) is a member of the neurotrophin family of secreted proteins. NGF antagonists have 
been shown to prevent increased sensitivity to pain and abnormal pain response in animal models of neuropathic 
and chronic inflammatory pain. Mutations in the genes that code for the NGF receptors were identified in people 
suffering from a loss of deep pain perception. For these and other reasons, we believe blocking NGF could be a 
promising therapeutic approach to a variety of pain indications. 

REGN475 is a fully human monoclonal antibody to NGF generated using our Veloclmmune® technology. 
Preclinical experiments indicate that REGN475 specifically binds to and blocks NGF activity and does not bind to or 
block cell signaling for closely related neurotrophins such as NT-3, NT-4/5, or BDNF. 

In the third quarter of 2009, we began a Phase 2 double-blind, placebo-controlled, dose-ranging, proof-of
concept study ofREGN475 in persons with osteoarthritis of the knee. Preliminary data from that study are expected 
in the first half of 2010. Additionally, four Phase 2 proof-of-concept studies in other pain indications (sciatica, 
vertebral fracture, chronic pancreatitis, and thermal injury) were initiated in late 2009 and early 2010. REGN475 is 
being developed in collaboration with sanofi-aventis. 

5. REGN88 (Anti-IL-6R Antibody) for inflammatory diseases 

Interleukin-6 (IL-6) is a key cytokine involved in the pathogenesis ofrheumatoid arthritis, causing inflammation 
and joint destruction. A therapeutic antibody to the IL-6 receptor (IL-6R), tocilizumab, developed by Roche, has 
been approved for the treatment of rheumatoid arthritis. 

REGN88 is a fully human monoclonal antibody to IL-6R generated using our Veloclmmune technology that is 
in a Phase 2/3 double-blind, placebo-controlled, dose-ranging study in patients with active rheumatoid arthritis and 
a Phase 2 double-blind, placebo-controlled, dose-ranging study in ankylosing spondylitis, a form of arthritis that 
primarily affects the spine. REGN88 is being developed in collaboration with sanofi-aventis. 

6. REGN421 (Anti-Dll4 Antibody) for advanced malignancies 

In many clinical settings, positively or negatively regulating blood vessel growth could have important 
therapeutic benefits, as could the repair of damaged and leaky vessels. VEGF was the first growth factor shown 
to be specific for blood vessels, by virtue of having its receptor specifically expressed on blood vessel cells. In the 
December 21, 2006 issue of the journal Nature, we reported data from a preclinical study demonstrating that blocking 
an important cell signaling molecule, known as Delta-like ligand 4 (D114), inhibited the growth of experimental 
tumors by interfering with their ability to produce a functional blood supply. The inhibition of tumor growth was 
seen in a variety of tumor types, including those that were resistant to blockade of VEGF, suggesting a novel anti
angiogenesis therapeutic approach. Moreover, inhibition of tumor growth is enhanced by the combination ofD114 and 
VEGF blockade in many preclinical tumor models. 

REGN421 is a fully human monoclonal antibody to Dll4 generated using our Veloclmmune technology. 
REGN421 is being developed in collaboration with sanofi-aventis and is in Phase 1 clinical development. 
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7. REGN727 (Anti-PCSK9 Antibody) for LDL cholesterol reduction 

Elevated low density lipoprotein (LDL) levels is a validated risk factor leading to cardiovascular disease. Statins 
are a class of drugs that lower LDL by upregulating the expression of the LDL receptor (LDLR), which removes LDL 
from circulation. PCSK9 (proprotein convertase substilisin/kexin type 9) is a protein that binds to LDLR, which 
prevents LDLR from binding to LDL and removes it from circulation. People who have a mutation that reduces the 
activity of PCSK9 have lower levels ofLDL, as well as a reduced risk of adverse cardiovascular events. We used our 
Veloclmmune® technology to derive a fully human monoclonal antibody called REGN727 that is designed to bind to 
PCSK9 and prevent it from inhibiting LDLR. REGN727 is being developed in collaboration with sanofi-aventis and 
is in Phase 1 clinical development. 

8. REGN668 (Anti-IL4R Antibody) for allergic and immune conditions 

lnterleukin-4 receptor (IL4Ra) is required for signaling by the cytokines IL-4 and IL-13. Both ofthese cytokines 
are critical mediators of immune response, which, in tum, drives the formation of antibodies and the development of 
allergic responses, as well as the atopic state that underlies asthma and atopic dermatitis. REGN668 is a fully human 
Veloclmmune antibody that is designed to bind to IL4R. REGN668 is being developed in collaboration with sanofi
aventis and is in Phase 1 clinical development. 

Research and Development Technologies: 

One way that a cell communicates with other cells is by releasing specific signaling proteins, either locally or 
into the bloodstream. These proteins have distinct functions, and are classified into different "families" of molecules, 
such as peptide hormones, growth factors, and cytokines. All of these secreted (or signaling) proteins travel to and 
are recognized by another set of proteins, called "receptors," which reside on the surface of responding cells. These 
secreted proteins impact many critical cellular and biological processes, causing diverse effects ranging from the 
regulation of growth of particular cell types, to inflammation mediated by white blood cells. Secreted proteins can at 
times be overactive and thus result in a variety of diseases. In these disease settings, blocking the action of specific 
secreted proteins can have clinical benefit. 

Our scientists have developed two different technologies to design protein therapeutics to block the action 
of specific secreted proteins. The first technology, termed the "Trap" technology, was used to generate our first 
approved product, ARCALYST® (rilonacept), as well as aflibercept and VEGF Trap-Eye, all of which are in Phase 
3 clinical trials. These novel "Traps" are composed of fusions between two distinct receptor components and 
the constant region of an antibody molecule called the "Fe region", resulting in high affinity product candidates. 
VelociSuite is our second technology platform and it is used for discovering, developing, and producing fully human 
monoclonal antibodies. 

VelociSuite1'·'1 

VelociSuite consists of Veloclmmune, VelociGene®, VelociMouse®, and VelociMa!JTM. The Veloclmmune mouse 
platform is utilized to produce fully human monoclonal antibodies. Veloclmmune was generated by exploiting our 
VelociGene technology (see below), in a process in which six megabases of mouse immune gene loci were replaced, 
or "humanized," with corresponding human immune gene loci. Veloclmmune mice can be used to generate efficiently 
fully human monoclonal antibodies to targets of therapeutic interest. Veloclmmune and our entire VelociSuite offer 
the potential to increase the speed and efficiency through which human monoclonal antibody therapeutics may be 
discovered and validated, thereby improving the overall efficiency of our early stage drug development activities. 
We are utilizing the Veloclmmune technology to produce our next generation of drug candidates for preclinical and 
clinical development. 

Our Ve loci Gene platform allows custom and precise manipulation of very large sequences of DNA to produce 
highly customized alterations of a specified target gene, or genes, and accelerates the production of knock-out and 
transgenic expression models without using either positive/negative selection or isogenic DNA. In producing knock
out models, a color or fluorescent marker may be substituted in place of the actual gene sequence, allowing for high
resolution visualization of precisely where the gene is active in the body during normal body functioning as well as in 
disease processes. For the optimization of pre-clinical development and toxicology programs, VelociGene offers the 
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opportunity to humanize targets by replacing the mouse gene with the human homolog. Thus, VelociGene® allows 
scientists to rapidly identify the physical and biological effects of deleting or over-expressing the target gene, as well 
as to characterize and test potential therapeutic molecules. 

Our VelociMouse® technology platform allows for the direct and immediate generation of genetically altered 
mice from embryonic stem cells (ES cells), thereby avoiding the lengthy process involved in generating and breeding 
knockout mice from chimeras. Mice generated through this method are normal and healthy and exhibit a 100% germ
line transmission. Furthem1ore, the VelociMice are suitable for direct phenotyping or other studies. We have also 
developed our VelociMabTM platform for the rapid screening of antibodies and rapid generation of expression cell 
lines for our Traps and our Veloclmmune® human monoclonal antibodies. 

Antibody Collaboration and License Agreements 

sanofi-aventis. In November 2007, we and sanofi-aventis entered into a global, strategic collaboration to 
discover, develop, and commercialize fully human monoclonal antibodies. The collaboration is governed by a 
Discovery and Preclinical Development Agreement and a License and Collaboration Agreement. We received a 
non-refundable, up-front payment of $85.0 million from sanofi-aventis under the discovery agreement. In addition, 
sanofi-aventis is funding research at Regeneron to identify and validate potential drug discovery targets and develop 
fully human monoclonal antibodies against these targets. Sanofi-aventis funded approximately $175 million of 
research from the collaboration's inception through December 31, 2009. In November 2009, we and sanofi-aventis 
amended these agreements to expand and extend our antibody collaboration. Sanofi-aventis will now fund up to $160 
million per year of our antibody discovery activities over the period from 2010-2017, subject to a one-time option for 
sanofi-aventis to adjust the maximum reimbursement amount down to $120 million per year commencing in 2014 
if over the prior two years certain specified criteria are not satisfied. In addition, sanofi-aventis will fund up to $30 
million of agreed-upon costs we incur to expand our manufacturing capacity at our Rensselaer, New York facilities. 
As under the original 2007 agreement, sanofi-aventis a1so has an option to extend the discovery program for up to 
an additional three years for further antibody development and preclinical activities. We will lead the design and 
conduct of research activities, including target identification and validation, antibody development, research and 
preclinical activities through filing of an Investigational New Drug Application, toxicology studies, and manufacture 
of preclinical and clinical supplies. The goal of the expanded collaboration is to advance an average of four to five 
new antibody product candidates into clinical development each year, for an anticipated total of 30-40 candidates 
over the next eight years. 

For each drug candidate identified under the discovery agreement, sanofi-aventis has the option to license rights 
to the candidate under the license agreement. Ifit elects to do so, sanofi-aventis will co-develop the drug candidate 
with us through product approval. To date, sanofi-aventis has opted into the development of five antibody candidates. 
Development costs will be shared between the companies, with sanofi-aventis generally funding drug candidate 
development costs up front, except that following receipt of the first positive Phase 3 trial results for a co-developed 
drug candidate, subsequent Phase 3 trial-related costs for that drug candidate will be shared 80% by sanofi-aventis 
and 20% by us. We are generally responsible for reimbursing sanofi-aventis for half of the total development costs 
for all collaboration antibody products from our share of profits from commercialization of collaboration products 
to the extent they are sufficient for this purpose. However, we are not required to apply more than 10% of our 
share of the profits from collaboration products in any calendar quarter towards reimbursing sanofi-aventis for these 
development costs. 

Sanofi-aventis will lead commercialization activities for products developed under the license agreement, 
subject to our right to co-promote such products. The parties will equally share profits and losses from sales within 
the United States. The parties will share profits outside the United States on a sliding scale based on sales starting at 
65% (sanofi-aventis)/35% (us) and ending at 55% (sanofi-aventis)/45% (us), and will share losses outside the United 
States at 55% (sanofi-aventis)/45% (us). In addition to profit sharing, we are entitled to receive up to $250 million 
in sales milestone payments, with milestone payments commencing after aggregate annual sales outside the United 
States exceed $LO billion on a rolling 12-month basis. 

In August 2008, we entered into an agreement with sanofi-aventis to use our VelociGene platform to supply 
sanofi-aventis with genetically modified mammalian models of gene function and disease. Sanofi-aventis will pay us 
a minimum of$21.5 million for the term of the agreement, which extends through December 2012, for knock-out and 
transgenic models of gene function for target genes identified by sanofi-aventis. Sanofi-aventis will use these models 
for its internal research programs that are outside of the scope of our antibody collaboration. 
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AstraZeneca U K L imited. In February 2007, we entered into a non-exclusive license agreement with 
AstraZeneca UK Limited that allows AstraZeneca to utilize our Veloclmmune® technology in its internal research 
programs to discover human monoclonal antibodies. Under the terms of the agreement, AstraZeneca made $20.0 
million annual, non-refundable payments to us in the first quarter of 2007, 2008, and 2009. AstraZeneca is required 
to make up to three additional annual payments of $20.0 million, subject to its ability to terminate the agreement 
after making the next annual payment in the first quarter of 2010. We are entitled to receive a mid-single-digit royalty 
on any future sales of antibody products discovered by AstraZeneca using our Veloclmmune technology. 

Astellas Pharma Inc. In March 2007, we entered into a non-exclusive license agreement with Astellas Pharma 
Inc. that allows Astellas to utilize our Veloclmmune technology in its internal research programs to discover human 
monoclonal antibodies. Under the terms of the agreement, Astellas made $20.0 million annual, non-refundable 
payments to us in the second quarter of 2007, 2008, and 2009. Astellas is required to make up to three additional 
annual payments of $20.0 million, subject to its ability to terminate the agreement after making the next annual 
payment in the second quarter of 2010. We are entitled to receive a mid-single-digit royalty on any future sales of 
antibody products discovered by Astellas using our Veloclmmune technology. 

National Institutes of Health Grant 

In September 2006, we were awarded a five-year grant from the National Institutes of Health (NIH) as part 
of the NIH's Knockout Mouse Project. The goal of the Knockout Mouse Pr~ject is to build a comprehensive and 
broadly available resource of knockout mice to accelerate the understanding of gene function and human diseases. 
We are using our VelociGene® technology to take aim at 3,500 of the most difficult genes to target and which are 
not currently the focus of other large-scale knockout mouse programs. We also agreed to grant a limited license to a 
consortium of research institutions, the other major participants in the Knockout Mouse Project, to use components 
of our VelociGene technology in the Knockout Mouse Project. We are generating a collection of targeting vectors 
and targeted mouse ES cells which can be used to produce knockout mice. These materials are available to academic 
researchers without charge. We will receive a fee for each targeted ES cell line or targeting construct made by us or 
the research consortium and transferred to commercial entities. 

Under the NIH grant, as amended, we are entitled to receive a minimum of$25.3 million over the five-year period 
beginning September 2006, including $1.5 million to optimize our existing C57BL/6 ES cell line and its proprietary 
growth medium, both of which are being supplied to the research consortium for its use in the Knockout Mouse 
Project. We have the right to use, for any purpose, all materials generated by us and the research consortium. 

Research Programs 

Our preclinical research programs are in the areas of oncology and angiogenesis, ophthalmology, metabolic 
and related diseases, muscle diseases and disorders, inflammation and immune diseases, bone and cartilage, pain, 
cardiovascular diseases, and infectious diseases. 

Sales and Marketing 

We have established a small commercial organization to support sales of ARCALYST® (rilonacept) for the 
treatment of CAPS in the United States. We have no sales or distribution personnel and distribute the product through 
third party service providers. We currently have no sales, marketing, commercial, or distribution organization outside 
the United States. If we receive regulatory approval to market and sell additional products in the United States or 
in other countries, we may either expand our commercial organization or rely on third party product licensees or 
service providers. 

Manufacturing 

Our manufacturing facilities are located in Rensselaer, New York and consist of three buildings totaling 
approximately 395,500 square feet of research, manufacturing, office, and warehouse space. We currently have 
approximately 27,500 liters of cell culture capacity at these facilities and have plans to increase our manufacturing 
capacity to approximately 54,000 liters in 2010. Up to $30 million of agreed-upon costs related to this expansion 
will be funded by sanofi-aventis under the terms of our amended antibody collaboration. At December 31, 2009, we 
employed 278 people at our Rensselaer facilities. There were no impairment losses associated with long-lived assets 
at these facilities as of December 31, 2009. 
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Among the conditions for regulatory marketing approval of a medicine is the requirement that the prospective 
manufacturer's quality control and manufacturing procedures conform to the good manufacturing practice (GMP) 
regulations of the health authority. In complying with standards set forth in these regulations, manufacturers must 
continue to expend time, money, and effort in the areas of production and quality control to ensure full technical 
compliance. Manufacturing establishments, both foreign and domestic, are also subject to inspections by or under 
the authority of the FDA and by other national, federal, state, and local agencies. If our manufacturing facilities fail 
to comply with FDA and other regulatory requirements, we will be required to suspend manufacturing. This would 
likely have a material adverse effect on our financial condition, results of operations, and cash flow. 

Competition 

We face substantial competition from pharmaceutical, biotechnology, and chemical companies (see "Risk Factors 
- Even if our product candidates are approved for marketing, their commercial success is high(v uncertain because 
our competitors have received approvaljbr products with a similar mechanism of action, and competitors may get to 
the marketplace with better or lower cost drugs."). Our competitors include Genentech, Novartis, Pfizer Inc., Bayer 
HealthCare, Onyx Pharmaceuticals, Inc., Eli Lilly and Company, Abbott, sanofi-aventis, Merck & Co., Amgen Inc., 
Roche, and others. Many of our competitors have substantially greater research, preclinical, and clinical product 
development and manufacturing capabilities, and financial, marketing, and human resources than we do. Competition 
from smaller competitors may also be or become more significant if those competitors acquire or discover patentable 
inventions, form collaborative arrangements, or merge with large pharmaceutical companies. Even when we achieve 
product commercialization, one or more of our competitors may achieve product commercialization earlier than we 
do or obtain patent protection that dominates or adversely affects our activities. Our ability to compete will depend 
on how fast we can develop safe and effective product candidates, complete clinical testing and approval processes, 
and supply commercial quantities of the product to the market. Competition among product candidates approved for 
sale will also be based on efficacy, safety, reliability, availability, price, patent position, and other factors. 

ARCALYST®(rilonacept). In 2009, Novartis received regulatory approval in the U.S. and Europe for 
canakinumab (Haris®), a fully human anti-interleukin-IL!~ antibody, for the treatment of CAPS. Canakinumab is also 
in development for chronic gout and a number of other inflammatory diseases. In October 2009, Novartis announced 
positive Phase 2 results showing that canakinumab is significantly more effective than an injectable corticosteroid at 
reducing pain and preventing recurrent attacks or "flares" in patients with hard-to-treat gout. In addition, there are 
both small molecules and antibodies in development by other third parties that are designed to block the synthesis 
ofinterleukin-1 or inhibit the signaling ofinterleukin-1. For example, Eli Lilly and Xoma Ltd. are each developing 
antibodies to interleukin-I and Amgen is developing an antibody to the interleukin-I receptor. These drug candidates 
could offer competitive advantages over ARCALYST. The successful development and/or commercialization of these 
competing molecules could delay or impair our ability to successfully develop and commercialize ARCALYST. 

VEGF Trap-Eye. The market for eye disease products is also very competitive. Novartis and Genentech are 
collaborating on the commercialization and further development of a VEGF antibody fragment (Lucentis) for the 
treatment of wet AMD, DME, and other eye indications. Lucentis (Genentech) was approved by the FDA in June 
2006 for the treatment of wet AMD. Many other companies are working on the development of product candidates 
for the potential treatment of wet AMD and DME that act by blocking VEGF and VEGF receptors, and through the 
use of small interfering ribonucleic acids (siRNAs) that modulate gene expression. In addition, ophthalmologists 
are using off-label, with success for the treatment of wet AMD, a third-paiiy reformulated version of Genentech's 
approved VEGF antagonist, Avastin® (bevacizumab). The relatively low cost of therapy with Avastin (Genentech) 
in patients with wet AMD presents a significant competitive challenge in this indication. The National Eye Institute 
(NEI) initiated a Phase 3 trial to compare Lucentis (Genentech) to Avastin (Genentech) in the treatment of wet AMD. 
Data from this NEI study are expected to be published in 2011. Avastin (Genentech) is also being evaluated in eye 
diseases in trials that have been initiated in the United Kingdom, Canada, Brazil, Mexico, Germany, Israel, and other 
areas. 

Aflibercept (VEGF Trap). Many companies are developing therapeutic molecules designed to block the actions 
ofVEGF specifically and angiogenesis in general. A variety of approaches have been employed, including antibodies 
to VEGF, antibodies to the VEGF receptor, small molecule antagonists to the VEGF receptor tyrosine kinase, and 
other anti-angiogenesis strategies. Many of these alternative approaches may offer competitive advantages to our 
VEGF Trap in efficacy, side-effect profile, or method of delivery. Additionally, some of these molecules are either 
already approved for marketing or are at a more advanced stage of development than our product candidate. 
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In particular, Genentech has an approved VEGF antagonist, Avastin, on the market for treating certain cancers 
and a number of pharmaceutical and biotechnology companies are working to develop competing VEGF antagonists, 
including Novartis, Amgen, Pfizer, lmclone/Eli Lilly, AstraZeneca, and GlaxoSmithKline. Many of these molecules 
are further along in development than aflibercept and may offer competitive advantages over our molecule. Pfizer 
and Onyx (together with its partner Bayer Healthcare) are selling and marketing oral medications that target tumor 
cell growth and new vasculature formation that fuels the growth of tumors. 

Monoclonal Antibodies. Our early-stage clinical candidates in development are all fully human monoclonal 
antibodies, which were generated using our Veloclmmune® technology. Our antibody generation technologies and 
early-stage clinical candidates face competition from many pharmaceutical and biotechnology companies using 
various technologies. 

Numerous other companies are developing therapeutic antibody products. Companies such as Pfizer, Johnson 
& Johnson, Medlmmune, LLC (a subsidiary of AstraZeneca), Amgen, Biogen Idec, Inc., Novartis, Roche, Genentech, 
Bristol-Myers Squib, Abbott, and GlaxoSmithKline have generated therapeutic products that are currently in 
development or on the market that are derived from recombinant DNA that comprise human antibody sequences. As 
noted above, AstraZeneca and Astellas have licensed our Veloclmmune technology as part of their internal antibody 
development programs. 

We are aware of several pharmaceutical and biotechnology companies actively engaged in the research and 
development of antibody products against targets that are also the targets of our early-stage product candidates. For 
example, Pfizer, Johnson & Johnson, and Abbott are developing antibody product candidates against NGF. The Pfizer 
antibody against NGF is in Phase 3 clinical trials for the treatment of pain due to osteoarthritis. Roche is marketing 
an antibody against the interleukin-6 receptor (tocilizumab) for the treatment of rheumatoid a1ihritis, and several 
other companies, including Centocor Ortho Biotech, Inc. and Bristol Myers Squibb, have antibodies against IL-6 in 
clinical development for this disease. GlaxoSmithKline, in partnership with OncoMed Pharmaceuticals, Inc., has a 
D114 antibody in clinical development for the treatment of solid tumors. Aerovance has two formulations of a biologic 
directed against interleukin-4 in clinical development. Amgen previously had an antibody against the interleukin-4 
receptor in clinical development for the treatment of asthma. We believe that several companies, including Amgen, 
have development programs for antibodies against PCSK9. 

Other Areas. Many pharmaceutical and biotechnology companies are attempting to discover new therapeutics 
for indications in which we invest substantial time and resources. In these and related areas, intellectual property 
rights have been sought and certain rights have been granted to competitors and potential competitors of ours, and 
we may be at a substantial competitive disadvantage in such areas as a result of, among other things, our lack of 
experience, trained personnel, and expertise. A number of corporate and academic competitors are involved in 
the discovery and development of novel therapeutics that are the focus of other research or development programs 
we are now conducting. These competitors include Amgen and Genentech, as well as many others. Many firms 
and entities are engaged in research and development in the areas of cytokines, interleukins, angiogenesis, and 
muscle conditions. Some of these competitors are currently conducting advanced preclinical and clinical research 
programs in these areas. These and other competitors may have established substantial intellectual property and 
other competitive advantages. 

If a competitor announces a successful clinical study involving a product that may be competitive with one 
of our product candidates or the grant of marketing approval by a regulatory agency for a competitive product, 
the announcement may have an adverse effect on our operations or future prospects or on the market price of our 
Common Stock. 

We also compete with academic institutions, governmental agencies, and other public or private research 
organizations, which conduct research, seek patent protection, and establish collaborative arrangements for the 
development and marketing of products that would provide royalties or other consideration for use of their technology. 
These institutions are becoming more active in seeking patent protection and licensing arrangements to collect 
royalties or other consideration for use of the technology they have developed. Products developed in this manner 
may compete directly with products we develop. We also compete with others in acquiring technology from these 
institutions, agencies, and organizations. 
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Patents, Trademarks, and Trade Secrets 

Our success depends, in part, on our ability to obtain patents, maintain trade secret protection, and operate without 
infringing on the proprietary rights of third parties (see "Risk Factors - We may be restricted in our development 
and/or commercialization activities by, and could be subject to damage awards if we are found to have infringed, 
third party patents or other proprietary rights."). Our policy is to file patent applications to protect technology, 
inventions, and improvements that we consider important to our business and operations. As of December 31, 2009, 
we held an ownership interest in a total of approximately 180 issued patents in the United States and over 750 issued 
patents in foreign countries with respect to our products and technologies. In addition, we held an ownership interest 
in hundreds of patent applications in the United States and foreign countries. 

Our patent portfolio includes granted patents and pending patent applications covering our VelociSuite'™ 
technologies, including our Veloclmmune® mouse platform which produces fully human monoclonal antibodies. Our 
issued patents covering these technologies generally expire between 2020 and 2030. However, we continue to file 
patent applications directed to improvements to these technology platforms. 

Our patent portfolio also includes issued patents and pending applications relating to our marketed product, 
ARCALYST® (rilonacept), and our product candidates in clinical development. These patents cover the proteins and 
DNA encoding the proteins, manufacturing patents, method of use patents, pharmaceutical compositions, as well as 
various methods of using the products. For each of ARCALYST and our late-stage clinical candidates, aflibercept 
(VEGF Trap) and VEGF Trap-Eye, these patents generally expire between 2020 and 2026. However, the projected 
patent terms may be subject to extension based on potential patent term extensions in countries where such extensions 
are available. 

We also are the nonexclusive licensee of a number of additional patents and patent applications. In July 2008 
we entered into an Amended and Restated Non-Exclusive License Agreement with Cellectis S.A. pursuant to which 
we licensed certain patents and patent applications relating to a process for the specific replacement of a copy of a 
gene in the receiver genome by homologous recombination. Pursuant to this agreement, we agreed to pay Cellectis 
a low, single-digit royalty based on any future revenue received by us from any future licenses or sales of our 
VelociGene® or Veloclmmune products or services. No royalties are payable on any revenue from commercial sales of 
antibodies from our Veloclmmune technology, including antibodies developed under our collaboration with sanofi
aventis. We also have non-exclusive license agreements with Amgen and other organizations for patent rights related 
to ARCALYST. In exchange for these licenses, we pay a mid-single digit royalty on net sales of ARCALYST. 

Patent law relating to the patentability and scope of claims in the biotechnology field is evolving and our patent 
rights are subject to this additional uncertainty. The degree of patent protection that will be afforded to our products in 
the United States and other important commercial markets is uncertain and is dependent upon the scope of protection 
decided upon by the patent offices, courts, and governments in these countries. There is no certainty that our existing 
patents or others, if obtained, will provide us protection from competition or provide commercial benefit. 

Others may independently develop similar products or processes to those developed by us, duplicate any of our 
products or processes or, if patents are issued to us, design around any products and processes covered by our patents. 
We expect to continue, when appropriate, to file product and process applications with respect to our inventions. 
However, we may not file any such applications or, if filed, the patents may not be issued. Patents issued to or licensed 
by us may be infringed by the products or processes of others. 

Defense and enforcement of our intellectual property rights is expensive and time consuming, even if the 
outcome is favorable to us. It is possible that patents issued or licensed to us will be successfully challenged, that a 
court may find that we are infringing validly issued patents of third parties, or that we may have to alter or discontinue 
the development of our products or pay licensing fees to take into account patent rights of third parties. 

Government Regulation 

Regulation by government authorities in the United States and foreign countries is a significant factor in the 
research, development, manufacture, and marketing of ARCALYST and our product candidates (see "Risk Factors 
- If we do not obtain regulatory approval for our product candidates, we will not be able to market or sell them."). 
All of our product candidates will require regulatory approval before they can be commercialized. In particular, 
human therapeutic products are subject to rigorous preclinical and clinical trials and other pre-market approval 
requirements by the FDA and foreign authorities. Many aspects of the structure and substance of the FDA and 
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foreign pharmaceutical regulatory practices have been reformed during recent years, and continued reform is under 
consideration in a number of jurisdictions. The ultimate outcome and impact of such reforms and potential reforms 
cannot be predicted. 

The activities required before a product candidate may be marketed in the United States begin with preclinical 
tests. Preclinical tests include laboratory evaluations and animal studies to assess the potential safety and efficacy 
of the product candidate and its formulations. The results of these studies must be submitted to the FDA as part of 
an Investigational New Drug Application, which must be reviewed by the FDA before proposed clinical testing can 
begin. Typically, clinical testing involves a three-phase process. In Phase 1, trials are conducted with a small number 
of subjects to determine the early safety profile of the product candidate. In Phase 2, clinical trials are conducted 
with subjects afflicted with a specific disease or disorder to provide enough data to evaluate the preliminary safety, 
tolerability, and efficacy of different potential doses of the product candidate. In Phase 3, large-scale clinical trials are 
conducted with patients afflicted with the specific disease or disorder in order to provide enough data to understand 
the efficacy and safety profile of the product candidate, as required by the FDA. The results of the preclinical and 
clinical testing of a biologic product candidate are then submitted to the FDA in the form of a Biologics License 
Application, or BLA, for evaluation to determine whether the product candidate may be approved for commercial 
sale. In responding to a BLA, the FDA may grant marketing approval, request additional information, or deny 
the application. 

Any approval required by the FDA for any of our product candidates may not be obtained on a timely basis, or 
at all. The designation of a clinical trial as being of a particular phase is not necessarily indicative that such a trial 
will be sufficient to satisfy the parameters of a particular phase, and a clinical trial may contain elements of more 
than one phase notwithstanding the designation of the trial as being of a particular phase. The results of preclinical 
studies or early stage clinical trials may not predict long-term safety or efficacy of our compounds when they are 
tested or used more broadly in humans. 

Approval of a product candidate by comparable regulatory authorities in foreign countries is generally required 
prior to commencement of marketing of the product in those countries. The approval procedure varies among 
countries and may involve additional testing, and the time required to obtain such approval may differ from that 
required for FDA approval. 

Various federal, state, and foreign statutes and regulations also govern or influence the research, manufacture, 
safety, labeling, storage, record keeping, marketing, transport, and other aspects of pharmaceutical product candidates. 
The lengthy process of seeking these approvals and the compliance with applicable statutes and regulations require 
the expenditure of substantial resources. Any failure by us or our collaborators or licensees to obtain, or any delay 
in obtaining, regulatory approvals could adversely affect the manufacturing or marketing of our products and our 
ability to receive product or royalty revenue. 

In addition to the foregoing, our present and future business will be subject to regulation under the United 
States Atomic Energy Act, the Clean Air Act, the Clean Water Act, the Comprehensive Environmental Response, 
Compensation and Liability Act, the National Environmental Policy Act, the Toxic Substances Control Act, the 
Resource Conservation and Recovery Act, national restrictions, and other current and potential future local, state, 
federal, and foreign regulations. 

Business Segments 

We manage our business as one segment which includes all activities related to the discovery of pharmaceutical 
products for the treatment of serious medical conditions and the development and commercialization of these 
discoveries. This segment also includes revenues and expenses related to (i) research and development activities 
conducted under our collaboration agreements with third parties and our grant from the NIH, (ii) ARCALYST® 
(rilonacept) product sales for the treatment of CAPS, (iii) licensing agreements to utilize our Veloclmmune® 
technology, and (iv) the supply of specified, ordered research materials using our Ve loci Gene® technology platform. 

Employees 

As of December 31, 2009, we had 1,029 full-time employees, of whom 192 held a Ph.D. and/or M.D., or 
PharmD degree. We believe that we have been successful in attracting skilled and experienced personnel in a highly 
competitive environment; however, competition for these personnel is intense. None of our personnel are covered by 
collective bargaining agreements and our management considers its relations with our employees to be good. 
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Available Information 

We make available free of charge on or through our Internet website (http://www.regeneron.com) our Annual 
Report on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K, and, ifapplicable, amendments 
to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Exchange Act, as soon as reasonably 
practicable after we electronically file such material with, or furnish it to, the SEC. 

ITEM lA. RISK FACTORS 

We operate in an environment that involves a number of significant risks and uncertainties. We caution you to 
read the following risk factors, which have affected, and/or in the future could affect, our business, operating results, 
financial condition, and cash flows. The risks described below include forward-looking statements, and actual events 
and our actual results may differ substantially from those discussed in these forward-looking statements. Additional 
risks and uncertainties not currently known to us or that we currently deem immaterial may also impair our business 
operations. Furthermore, additional risks and uncertainties are described under other captions in this report and 
should be considered by our investors. 

Risks Related to Our Financial Results and Need for Additional Financing 

We have had ah istory of operating losses and we may never achieve profitability. I/we continue to incur 
operating losses, we may be unable to continue our operatio,is. 

From inception on January 8, 1988 through December 31, 2009, we had a cumulative loss of $941.l million. 
If we continue to incur operating losses and fail to become a profitable company, we may be unable to continue 
our operations. In the absence of substantial revenue from the sale of products or other sources, the amount, 
timing, nature or source of which cannot be predicted, our losses will continue as we conduct our research and 
development activities. 

We may ,ieed additionalfundi,ig in the future, which may not be available to us, and which may force us to 
delay, reduce or eliminate our product developme,it programs or commercialization efforts. 

We will need to expend substantial resources for research and development, including costs associated with 
clinical testing of our product candidates. We believe our existing capital resources, including funding we are entitled 
to receive under our collaboration agreements, will enable us to meet operating needs through at least 2012; however, 
one or more of our collaboration agreements may terminate, our projected revenue may decrease, or our expenses 
may increase and that would lead to our capital being consumed significantly before such time. We may require 
additional financing in the future and we may not be able to raise such additional funds. If we are able to obtain 
additional financing through the sale of equity or convertible debt securities, such sales may be dilutive to our 
shareholders. Debt financing arrangements may require us to pledge certain assets or enter into covenants that would 
restrict our business activities or our ability to incur further indebtedness and may contain other terms that are not 
favorable to our shareholders. Ifwe are unable to raise sufficient funds to complete the development of our product 
candidates, we may face delay, reduction or elimination of our research and development programs or preclinical or 
clinical trials, in which case our business, financial condition or results of operations may be materially harmed. 

The value of our investme,it p orifolio, which i11cludes cash, cash equivalents, and marketable securities, is 
influenced by varying eco,iomic and market conditiom. A decrease in the value of a,i asset i,i our investment 
porifolio or ad efault by the issuer may result in our illability to recover the principal we invested and/or a 
recognitio,i of a loss charged against i11come. 

As of December 31, 2009, cash, cash equivalents, restricted cash, and marketable securities totaled $390.0 
million and represented 53% of our total assets. We have invested our excess cash primarily in direct obligations of 
the U.S. government and its agencies, other debt securities guaranteed by the U.S. government, and money market 
funds that invest in U.S. Government securities and, to a lesser extent, investment grade debt securities issued by 
corporations, bank deposits, and asset-backed securities. We consider assets classified as marketable securities to 
be "available-for-sale," as defined by FASB authoritative guidance. Marketable securities totaled $181.3 million at 
December 31, 2009, are carried at fair value, and the unrealized gains and losses are included in other accumulated 
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comprehensive income (loss) as a separate component of stockholders' equity. If the decline in the value ofa security 
in our investment portfolio is deemed to be other-than-temporary, we write down the security to its current fair value 
and recognize a loss which may be fully charged against income. For example, we recognized other-than-temporary 
impairment charges related to certain marketable securities of $5.9 million, $2.5 million and $0.1 million in 2007, 
2008, and 2009, respectively. The current economic environment, the deterioration in the credit quality of some of 
the issuers of securities that we hold, and the recent volatility of securities markets increase the risk that we may 
not recover the principal we invested and/or there may be further declines in the market value of securities in our 
investment portfolio. As a result, we may incur additional charges against income in future periods for other-than
temporary impairments or realized losses upon a security's sale or maturity, and such amounts may be material. 

Risks Related to ARCALYST® (rilonacept) and the Development of Our Product Candidates 

Successful development of any of 011rproduct candidates is highly 11ncertain. 

Only a small minority of all research and development programs ultimately result in commercially successful 
drugs. Even if clinical trials demonstrate safety and effectiveness of any of our product candidates for a specific 
disease and the necessary regulatory approvals are obtained, the commercial success of any of our product candidates 
will depend upon their acceptance by patients, the medical community, and third-party payers and on our partners' 
ability to successfully manufacture and commercialize our product candidates. Our product candidates are delivered 
either by intravenous infusion or by intravitreal or subcutaneous injections, which are generally less well received 
by patients than tablet or capsule delivery. If our products are not successfully commercialized, we will not be 
able to recover the significant investment we have made in developing such products and our business would be 
severely harmed. 

We are testing aflibercept, VEGF Trap-Eye, and rilonacept in a number of late-stage clinical trials. Clinical 
trials may not demonstrate statistically sufficient effectiveness and safety to obtain the requisite regulatory approvals 
for these product candidates. In a number of instances, we have terminated the development of product candidates 
due to a lack of or modest effectiveness. 

Aflibercept is in Phase 3 clinical trials in combination with standard chemotherapy regimens for the treatment 
of 2nd line metastatic colorectal cancer, 1'1 line androgen independent prostate cancer, and 2nd line metastatic non
small cell lung cancer. Aflibercept may not demonstrate the required safety or efficacy to support an application for 
approval in any of these indications. We do not have proof of concept data from early-stage, double-blind, controlled 
clinical trials that aflibercept will be safe or effective in any of these cancer settings. 

We are testing VEGF Trap-Eye in Phase 3 trials for the treatment of wet AMD and the treatment of Central 
Retinal Vein Occlusion (CRVO). Although we reported positive Phase 2 trial results with VEGF Trap-Eye in wet 
AMD, based on a limited number of patients, the results from the larger Phase 3 trials may not demonstrate that 
VEGF Trap-Eye is safe and effective or compares favorably to Lucentis (Genentech). A number of other potential 
new drugs and biologics which showed promising results in initial clinical trials subsequently failed to establish 
sufficient safety and efficacy data to obtain necessary regulatory approvals. VEGF Trap-Eye has not been previously 
studied in CRVO. 

Rilonacept is in Phase 3 clinical trials for two different gout indications -- the prevention of gout flares in 
patients initiating urate-lowering drug therapy and acute gout. We do not have proof of concept data from Phase 2 
clinical trials that rilonacept will be safe or effective in the acute gout setting. Although we reported positive Phase 
2 proof of concept data from a small number of patients initiating urate-lowering drug therapy, there is a risk that 
the results of the larger Phase 3 trials of rilonacept in patients initiating urate-lowering drug therapy will differ 
from the previously reported Phase 2 trial. A number of potential new drugs and biologics which showed promising 
results in initial clinical trials subsequently failed to establish sufficient safety and efficacy data to obtain necessary 
regulatory approvals. 

We are studying our antibody candidates in a wide variety of indications in early stage clinical trials. Many of 
these trials are exploratory studies designed to evaluate the safety profile of these compounds and to identify what 
diseases and uses, if any, are best suited for these product candidates. These early stage product candidates may 
not demonstrate the requisite efficacy and/or safety profile to support continued development for some or all of the 
indications that are being, or are planned to be, studied. 
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Clinical trials required/or our product candidates are expensive and time-consuming, and their outcome is 
highly uncertain. Jf any of our drug trials are delayed or yield unfavorable results, we will have to delay or may 
be unable to obtain regulatory approval for our product candidates. 

We must conduct extensive testing of our product candidates before we can obtain regulatory approval to 
market and sell them. We need to conduct both preclinical animal testing and human clinical trials. Conducting these 
trials is a lengthy, time-consuming, and expensive process. These tests and trials may not achieve favorable results 
for many reasons, including, among others, failure of the product candidate to demonstrate safety or efficacy, the 
development of serious or life-threatening adverse events (or side effects) caused by or connected with exposure to 
the product candidate, difficulty in enrolling and maintaining subjects in the clinical trial, lack of sufficient supplies 
of the product candidate or comparator drug, and the failure of clinical investigators, trial monitors, contractors, 
consultants, or trial subjects to comply with the trial plan or protocol. A clinical trial may fail because it did not 
include a sufficient number of patients to detect the endpoint being measured or reach statistical significance. A 
clinical trial may also fail because the dose(s) of the investigational drug included in the trial were either too low or 
too high to determine the optimal effect of the investigational drug in the disease setting. 

Many of our clinical trials are conducted under the oversight of Independent Data Monitoring Committees 
(or IDMCs). These independent oversight bodies are made up of external experts who review the progress of 
ongoing clinical trials, including available safety and efficacy data, and make recommendations concerning a trial's 
continuation, modification, or termination based on interim, unblinded data. Any of our ongoing clinical trials may 
be discontinued or amended in response to recommendations made by responsible IDMCs based on their review of 
such interim trial results. For example, in September 2009, a Phase 3 trial that was evaluating aflibercept as a 1 't line 
treatment for metastic pancreatic cancer in combination with gemcitabine was discontinued at the recommendation 
of an IDMC after a planned analysis of interim efficacy data determined that the trial would not meet its efficacy 
endpoint. The recommended termination of any of our ongoing late-stage clinical trials by an IDMC could harm the 
future development of our product candidate{s) and our business may be materially harmed. 

We will need to reevaluate any drug candidate that does not test favorably and either conduct new trials, 
which are expensive and time consuming, or abandon the drug development program. Even if we obtain positive 
results from preclinical or clinical trials, we may not achieve the same success in future trials. Many companies 
in the biopharmaceutical industry, including Regeneron, have suffered significant setbacks in clinical trials, even 
after promising results have been obtained in earlier trials. The failure of clinical trials to demonstrate safety and 
effectiveness for the desired indication(s) could harm the development of our product candidate(s), and our business, 
financial condition, and results of operations may be materially harmed. 

Serious complications or side effects have occurred, and may continue to occur, in connection with the use of 
our approved product and in clinical trials of some of our product candidates which could cause our regulatory 
approval to be revoked or otherwise negative{v affected or lead to delay or discontinuation of development of 
our product candidates which could severely harm our business. 

During the conduct of clinical trials, patients report changes in their health, including illnesses, injuries, and 
discomforts, to their study doctor. Often, it is not possible to determine whether or not the drug candidate being 
studied caused these conditions. Various illnesses, injuries, and discomforts have been reported from time-to-time 
during clinical trials of our product candidates. It is possible as we test our drug candidates in larger, longer, and 
more extensive clinical programs, illnesses, injuries, and discomforts that were observed in earlier trials, as well as 
conditions that did not occur or went undetected in smaller previous trials, will be reported by patients. Many times, 
side effects are only detectable after investigational drugs are tested in large scale, Phase 3 clinical trials or, in some 
cases, after they are made available to patients after approval. If additional clinical experience indicates that any of 
our product candidates has many side effects or causes serious or life-threatening side effects, the development of the 
product candidate may fail or be delayed, which would severely harm our business. 

Aflibercept (VEGF Trap) is being studied for the potential treatment of certain types of cancer and our VEGF 
Trap-Eye candidate is being studied in diseases of the eye. There are many potential safety concerns associated 
with significant blockade of vascular endothelial growth factor, or VEGF, that may limit our ability to successfully 
develop aflibercept and VEGF Trap-Eye. These serious and potentially life-threatening risks, based on clinical 
and preclinical experience of VEGF inhibitors, include bleeding, intestinal perforation, hypertension, proteinuria, 
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congestive heart failure, heart attack, and stroke. In addition, patients given infusions of any protein, including 
VEGF Trap delivered through intravenous administration, may develop severe hypersensitivity reactions or infusion 
reactions. Other VEGF blockers have reported side effects that became evident only after large scale trials or after 
marketing approval and large number of patients were treated. These and other complications or side effects could 
harm the development of aflibercept for the treatment of cancer or VEGF Trap-Eye for the treatment of diseases of 
the eye. 

We have tested ARCALYST® (rilonacept) in only a small number of patients. As more patients begin to use 
our product and as we test it in new disease settings, new risks and side effects associated with ARCALYST may 
be discovered, and risks previously viewed as inconsequential could be determined to be significant. Like cytokine 
antagonists such as Kineret® (anakinra), marketed by Biovitrum, Enbrel® (etanercept), marketed by Amgen and 
Wyeth Pharmaceuticals, Inc., and Remicade® (infliximab) marketed by Centocor, ARCALYST affects the immune 
defense system of the body by blocking some of its functions. Therefore, ARCALYST may interfere with the body's 
ability to fight infections. Treatment with Kineret (Biovitrum), a medication that works through the inhibition of 
IL-1, has been associated with an increased risk of serious infections, and serious, life threatening infections have 
been reported in patients taking ARCALYST. These or other complications or side effects could cause regulatory 
authorities to revoke approvals of ARCALYST. Alternatively, we may be required to conduct additional clinical 
trials, make changes in the labeling of our product, or limit or abandon our efforts to develop ARCALYST in new 
disease settings. These side effects may also result in a reduction, or even the elimination, of sales of ARCALYST 
in approved indications. 

ARCALYST® ( rilonacept) and our product candidates in development a re recombinant proteins that could 
cause an immune response, resulting in the creation of h armful o r 11eutralizing a 11tibodies agai11st the 
therapeutic protein. 

In addition to the safety, efficacy, manufacturing, and regulatory hurdles faced by our product candidates, the 
administration of recombinant proteins frequently causes an immune response, resulting in the creation of antibodies 
against the therapeutic protein. The antibodies can have no effect or can totally neutralize the effectiveness of the 
protein, or require that higher doses be used to obtain a therapeutic effect. In some cases, the antibody can cross react 
with the patient's own proteins, resulting in an "auto-immune" type disease. Whether antibodies will be created can 
often not be predicted from preclinical or clinical experiments, and their detection or appearance is often delayed, 
so that there can be no assurance that neutralizing antibodies will not be detected at a later date, in some cases even 
after pivotal clinical trials have been completed. Antibodies directed against the receptor domains of rilonacept 
were detected in patients with CAPS after treatment with ARCALYST. Nineteen of 55 subjects (35%) who received 
ARCALYST for at least 6 weeks tested positive for treatment-emerging binding antibodies on at least one occasion. 
To date, no side effects related to antibodies were observed in these subjects and there were no observed effects on 
drug efficacy or drug levels. It is possible that as we continue to test aflibercept and VEGF Trap-Eye with more 
sensitive assays in different patient populations and larger clinical trials, we will find that subjects given aflibercept 
and VEGF Trap-Eye develop antibodies to these product candidates, and may also experience side effects related to 
the antibodies, which could adversely impact the development of such candidates. 

We may be unable to formulate or manufacture our product candidates in a way that is suitable for clinical or 
commercial use. 

Changes in product formulations and manufacturing processes may be required as product candidates progress 
in clinical development and are ultimately commercialized. Ifwe are unable to develop suitable product formulations 
or manufacturing processes to support large scale clinical testing of our product candidates, including aflibercept, 
VEGF Trap-Eye, and our antibody candidates, we may be unable to supply necessary materials for our clinical 
trials, which would delay the development of our product candidates. Similarly, ifwe are unable to supply sufficient 
quantities of our product or develop product formulations suitable for commercial use, we will not be able to 
successfully commercialize our product candidates. 
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Risks Related to Intellectual Property 

If we c annot protect the confidentiality of our trade secrets or our patents a re insufficient top rotect our 
proprietary rights, our business and competitive position will be harmed. 

Our business requires using sensitive and proprietary technology and other information that we protect as trade 
secrets. We seek to prevent improper disclosure of these trade secrets through confidentiality agreements. If our trade 
secrets are improperly exposed, either by our own employees or our collaborators, it would help our competitors and 
adversely affect our business. We will be able to protect our proprietary rights from unauthorized use by third parties 
only to the extent that our rights are covered by valid and enforceable patents or are effectively maintained as trade 
secrets. The patent position of biotechnology companies involves complex legal and factual questions and, therefore, 
enforceability cannot be predicted with certainty. Our patents may be challenged, invalidated, or circumvented. 
Patent applications filed outside the United States may be challenged by third parties who file an opposition. Such 
opposition proceedings are increasingly common in the European Union and are costly to defend. We have pending 
patent applications in the European Patent Office and it is likely that we will need to defend patent applications 
from third party challengers from time to time in the future. Our patent rights may not provide us with a proprietary 
position or competitive advantages against competitors. Furthermore, even if the outcome is favorable to us, the 
enforcement of our intellectual property rights can be extremely expensive and time consuming. 

We may be restricted in our development and/or commercialization activities by, and could be sub}ect to damage 
awards if we are found to have infringed, third party patents or other proprietary rights. 

Our commercial success depends significantly on our ability to operate without infringing the patents and other 
proprietary rights of third parties. Other parties may allege that they have blocking patents to our products in clinical 
development, either because they claim to hold proprietary rights to the composition of a product or the way it is 
manufactured or used. Moreover, other parties may allege that they have blocking patents to antibody products made 
using our Veloclmmune® technology, either because of the way the antibodies are discovered or produced or because 
of a proprietary position covering an antibody or the antibody's target. 

We are aware of patents and pending applications owned by Genentech that claim certain chimeric VEGF 
receptor compositions. Although we do not believe that aflibercept or VEGF Trap-Eye infringes any valid claim in 
these patents or patent applications, Genentech could initiate a lawsuit for patent infringement and assert that its patents 
are valid and cover aflibercept or VEGF Trap-Eye. Genentech may be motivated to initiate such a lawsuit at some 
point in an effort to impair our ability to develop and sell aflibercept or VEGF Trap-Eye, which represent potential 
competitive threats to Genentech's VEGF-binding products and product candidates. An adverse determination by 
a court in any such potential patent litigation would likely materially harm our business by requiring us to seek a 
license, which may not be available, or resulting in our inability to manufacture, develop, and sell aflibercept or 
VEGF Trap-Eye or in a damage award. 

We are aware of patents and pending applications owned by Roche that claim antibodies to the interleukin-6 
receptor and methods of treating rheumatoid arthritis with such antibodies. We are developing REGN88, an antibody 
to the interleukin-6 receptor, for the treatment of rheumatoid arthritis. Although we do not believe that REGN88 
infringes any valid claim in these patents or patent applications, Roche could initiate a lawsuit for patent infringement 
and assert its patents are valid and cover REGN88. 

We are aware of a U.S. patent jointly owned by Genentech and City of Hope relating to the production of 
recombinant antibodies in host cells. We currently produce our antibody product candidates using recombinant 
antibodies from host cells and may choose to produce additional antibody product candidates in this manner. Neither 
ARCALYST® (rilonacept), aflibercept, nor VEGF Trap-Eye are recombinant antibodies. If any of our antibody 
product candidates are produced in a manner subject to valid claims in the Genentech patent, then we may need to 
obtain a license from Genentech, should one be available. Genentech has licensed this patent to several different 
companies under confidential license agreements. Ifwe desire a license for any of our antibody product candidates 
and are unable to obtain a license on commercially reasonable terms or at all, we may be restricted in our ability to 
use Genentech's techniques to make recombinant antibodies in or to import them into the United States. 

Fmther, we are aware of a number of other third party patent applications that, if granted, with claims as 
currently drafted, may cover our current or planned activities. We cannot assure you that our products and/or actions 
in manufacturing and selling our product candidates will not infringe such patents. 
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Any patent holders could sue us for damages and seek to prevent us from manufacturing, selling, or developing 
our drug candidates, and a court may find that we are infringing validly issued patents of third parties. In the 
event that the manufacture, use, or sale of any of our clinical candidates infringes on the patents or violates other 
proprietary rights of third parties, we may be prevented from pursuing product development, manufacturing, and 
commercialization of our drugs and may be required to pay costly damages. Such a result may materially harm our 
business, financial condition, and results of operations. Legal disputes are likely to be costly and time consuming 
to defend. 

We seek to obtain licenses to patents when, in our judgment, such licenses are needed. If any licenses are 
required, we may not be able to obtain such licenses on commercially reasonable terms, if at all. The failure to obtain 
any such license could prevent us from developing or commercializing any one or more of our product candidates, 
which could severely harm our business. 

Regulatory and Litigation Risks 

If we do not obtain regulatory approval for our product candidates, we will not be able to market or sell them. 

We cannot sell or market products without regulatory approval. If we do not obtain and maintain regulatory 
approval for our product candidates, including ARCALYST® (rilonacept) for the treatment of diseases other than 
CAPS, the value of our company and our results of operations will be harmed. In the United States, we must obtain 
and maintain approval from the United States Food and Drug Administration (FDA) for each drug we intend to sell. 
Obtaining FDA approval is typically a lengthy and expensive process, and approval is highly uncertain. Foreign 
governments also regulate drugs distributed in their country and approval in any country is likely to be a lengthy 
and expensive process, and approval is highly uncertain. Except for the FDA approval of ARCALYST and the 
EMEA approval of rilonacept for the treatment of CAPS, none of our product candidates has ever received regulatory 
approval to be marketed and sold in the United States or any other country. We may never receive regulatory approval 
for any of our product candidates. 

The FDA enforces good clinical practices and other regulations through periodic inspections of trial sponsors, 
clinical research organizations (CROs), principal investigators, and trial sites. If we or any of the third parties 
conducting our clinical studies are determined to have failed to fully comply with Good Clinical Practice regulations 
(GCPs), the study protocol or applicable regulations, the clinical data generated in our studies may be deemed 
unreliable. This could result in non-approval of our product candidates by the FDA, or we or the FDA may decide to 
conduct additional audits or require additional clinical studies, which would delay our development programs and 
substantially harm our business. 

Before approving a new drug or biologic product, the FDA requires that the facilities at which the product will be 
manufactured be in compliance with current Good Manufacturing Practices, or cGMP requirements. Manufacturing 
product candidates in compliance with these regulatory requirements is complex, time-consuming, and expensive. 
To be successful, our products must be manufactured for development, following approval, in commercial quantities, 
in compliance with regulatory requirements, and at competitive costs. If we or any of our product collaborators or 
third-party manufacturers, product packagers, or labelers are unable to maintain regulatory compliance, the FDA 
can impose regulatory sanctions, including, among other things, refusal to approve a pending application for a new 
drug or biologic product, or revocation of a pre-existing approval. As a result, our business, financial condition, and 
results of operations may be materially harmed. 

In addition to the FDA and other regulatory agency regulations in the United States, we are subject to a variety 
of foreign regulatory requirements governing human clinical trials, manufacturing, marketing and approval of drugs, 
and commercial sale and distribution of drugs in foreign countries. The foreign regulatory approval process includes 
all of the risks associated with FDA approval as well as country specific regulations. Whether or not we obtain 
FDA approval for a product in the United States, we must obtain approval by the comparable regulatory authorities 
of foreign countries before we can commence clinical trials or marketing of ARCALYST or any of our product 
candidates in those countries. 
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If we fail to meet the stringent requirements of governmental regulation in the manufacture of our marketed 
product and clinical candidates, we could incurs ubstantial remedial costs, delays in the development of our 
clinical candidates, and a reduction in sales. 

We and our third party providers are required to maintain compliance with current Good Manufacturing 
Practice, or cGMP, and are subject to inspections by the FDA or comparable agencies in other _jurisdictions to confirm 
such compliance. Changes of suppliers or modifications of methods of manufacturing may require amending our 
application to the FDA and acceptance of the change by the FDA prior to release of product. Because we produce 
multiple product candidates at our facility in Rensselaer, New York, there are increased risks associated with cGMP 
compliance. Our inability, or the inability of our third party service providers, to demonstrate ongoing cGMP 
compliance could require us to engage in lengthy and expensive remediation efforts, withdraw or recall product, 
halt or interrupt clinical trials, and/or interrupt commercial supply of our marketed product. Any delay, interruption 
or other issues that arise in the manufacture, fill-finish, packaging, or storage of our product candidates as a result 
of a failure of our facilities or the facilities or operations of third parties to pass any regulatory agency inspection or 
maintain cGMP compliance could significantly impair our ability to develop and commercialize our products. Any 
finding of non-compliance could increase our costs, cause us to delay the development of our product candidates, and 
cause us to lose revenue from our marketed product. 

If the testing or use of o ur products h arms p eople, we c ould be subject to costly and damaging p roduct 
liability claims. 

The testing, manufacturing, marketing, and sale of drugs for use in people expose us to product liability risk. 
Any informed consent or waivers obtained from people who sign up for our clinical trials may not protect us from 
liability or the cost oflitigation. We may be subject to claims by CAPS patients who use ARCALYST that they have 
been injured by a side effect associated with the drug. Our product liability insurance may not cover all potential 
liabilities or may not completely cover any liability arising from any such litigation. Moreover, we may not have 
access to liability insurance or be able to maintain our insurance on acceptable terms. 

If we market and sell ARCALYS1® (rilonacept) in a way that violates federal or state fraud and abuse laws, we 
may be subject to civil or criminal penalties. 

In addition to FDA and related regulatory requirements, we are subject to health care "fraud and abuse" laws, 
such as the federal False Claims Act, the anti-kickback provisions of the federal Social Security Act, and other state 
and federal laws and regulations. Federal and state anti-kickback laws prohibit, among other things, knowingly 
and willfully offering, paying, soliciting or receiving remuneration to induce, or in return for, purchasing, leasing, 
ordering or arranging for the purchase, lease or order of any health care item or service reimbursable under Medicare, 
Medicaid, or other federally or state financed health care programs. 

Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false 
claim for payment to the federal government, or knowingly making, or causing to be made, a false statement to 
get a false claim paid. Pharmaceutical companies have been prosecuted under these laws for a variety of alleged 
promotional and marketing activities, such as allegedly providing free product to customers with the expectation that 
the customers would bill federal programs for the product; reporting to pricing services inflated average wholesale 
prices that were then used by federal programs to set reimbursement rates; engaging in promotion for uses that the 
FDA has not approved, or off-label uses, that caused claims to be submitted to Medicaid for non-covered off-label 
uses; and submitting inflated best price information to the Medicaid Rebate program. 

The majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims 
laws, which apply to items and services reimbursed under Medicaid and other state programs, or, in several states, 
apply regardless of the payer. Sanctions under these federal and state laws may include civil monetary penalties, 
exclusion of a manufacturer's products from reimbursement under government programs, criminal fines, and 
imprisonment. 

Even ifwe are not determined to have violated these laws, government investigations into these issues typically 
require the expenditure of significant resources and generate negative publicity, which would also harm our financial 
condition. Because of the breadth of these laws and the narrowness of the safe harbors, it is possible that some of our 
business activities could be subject to challenge under one or more of such laws. 
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In recent years, several states and localities, including California, the District of Columbia, Massachusetts, 
Maine, Minnesota, Nevada, New Mexico, Vermont, and West Virginia, have enacted legislation requiring 
pharmaceutical companies to establish marketing compliance programs, and file periodic reports with the state or 
make periodic public disclosures on sales, marketing, pricing, clinical trials, and other activities. Similar legislation 
is being considered in other states and also at the federal level. Many of these requirements are new and uncertain, 
and the penalties for failure to comply with these requirements are unclear. Nonetheless, ifwe are found not to be in 
full compliance with these laws, we could face enforcement action and fines and other penalties, and could receive 
adverse publicity. 

Our operations m ay involve hazardous m aterials a nd a re s ubject to e nvironmental, he alth, a nd s afety 
laws and regulations. We may incurs ubstantial liability arising from our activities involving the use of 
hazardous materials. 

As a biopharmaceutical company with significant manufacturing operations, we are subject to extensive 
environmental, health, and safety laws and regulations, including those governing the use of hazardous materials. 
Our research and development and manufacturing activities involve the controlled use of chemicals, viruses, 
radioactive compounds, and other hazardous materials. The cost of compliance with environmental, health, and 
safety regulations is substantial. If an accident involving these materials or an environmental discharge were to occur, 
we could be held liable for any resulting damages, or face regulatory actions, which could exceed our resources or 
insurance coverage. 

Changes i n t he s ecurities l aws a nd r egulations h ave i ncreased, a nd a re l ikely t o c ontinue t o i ncrease, 
our costs. 

The Sarbanes-Oxley Act of 2002, which became law in July 2002, has required changes in some of our corporate 
governance, securities disclosure, and compliance practices. In response to the requirements of that Act, the SEC and 
the NASDAQ Stock Market have promulgated rules and listing standards covering a variety of subjects. Compliance 
with these rules and listing standards has increased our legal costs, and significantly increased our accounting and 
auditing costs, and we expect these costs to continue. These developments may make it more difficult and more 
expensive for us to obtain directors' and officers' liability insurance. Likewise, these developments may make it 
more difficult for us to attract and retain qualified members of our board of directors, particularly independent 
directors, or qualified executive officers. 

In future years, if we are unable to conclude that our internal control over financial reporting is effective, the 
market value of our Common Stock could be adversely affected. 

As directed by Section 404 of the Sarbanes-Oxley Act of 2002, the SEC adopted rules requiring public companies 
to include a report of management on the Company's internal control over financial reporting in their annual reports 
on Form 10-K that contains an assessment by management of the effectiveness of our internal control over financial 
reporting. In addition, the independent registered public accounting firm auditing our financial statements must 
attest to and report on the effectiveness of our internal control over financial reporting. Our independent registered 
public accounting firm provided us with an unqualified report as to the effectiveness of our internal control over 
financial reporting as ofDecember 31, 2009, which report is included in this Annual Report on Form 10-K. However, 
we cannot assure you that management or our independent registered public accounting firm will be able to provide 
such an unqualified report as of future year-ends. In this event, investors could lose confidence in the reliability of 
our financial statements, which could result in a decrease in the market value of our Common Stock. In addition, if it 
is determined that deficiencies in the design or operation of internal controls exist and that they are reasonably likely 
to adversely affect our ability to record, process, summarize, and report financial information, we would likely incur 
additional costs to remediate these deficiencies and the costs of such remediation could be material. 

Changes in laws and regulations affecting the healthcare industry could adversely affect our business. 

All aspects of our business, including research and development, manufacturing, marketing, pricing, sales, 
litigation, and intellectual property rights, are subject to extensive legislation and regulation. Changes in applicable 
federal and state laws and agency regulations could have a material adverse effect on our business. These include: 

• changes in the FDA and foreign regulatory processes for new therapeutics that may delay or prevent the 
approval of any of our current or future product candidates; 
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1111 new laws, regulations, or judicial decisions related to healthcare availability or the payment for healthcare 
products and services, including prescription drugs, that would make it more difficult for us to market and 
sell products once they are approved by the FDA or foreign regulatory agencies; 

1111 changes in FDA and foreign regulations that may require additional safety monitoring prior to or 
after the introduction of new products to market, which could materially increase our costs of doing 
business; and 

1111 changes in FDA and foreign current Good Manufacturing Practice, or cGMPs, that make it more difficult 
for us to manufacture our marketed product and clinical candidates in accordance with cGMPs. 

The enactment in the United States of the Medicare Prescription Drug Improvement and Modernization 
Act of 2003 and current pending legislation which would ease the entry of competing follow-on biologics into the 
marketplace are examples of changes and possible changes in laws that could adversely affect our business. 

Risks Related to Our Reliance on Third Parties 

If o ur antibody collaboration with s a1iofi-aventis is terminated, our business operations and o ur ability to 
discover, develop, manufacture, and commercialize our pipeline of product candidates in the time expected, or 
at all, would be materially harmed. 

We rely heavily on the funding from sanofi-aventis to support our target discovery and antibody research and 
development programs. Sanofi-aventis has committed to pay up to $1.28 billion between 2010 and 2017 to fund our 
efforts to identify and validate drug discovery targets and pre-clinically develop fully human monoclonal antibodies 
against such targets. In addition, sanofi-aventis funds almost all of the development expenses incurred by both 
companies in connection with the clinical development of antibodies that sanofi-aventis elects to co-develop with us. 
We rely on sanofi-aventis to fund these activities. In addition, with respect to those antibodies that sanofi-aventis elects 
to co-develop with us, such as REGN88, REGN421, REGN475, REGN727, and REGN668 we rely on sanofi-aventis 
to lead much of the clinical development efforts and assist with obtaining regulatory approval, particularly outside 
the United States. We also rely on sanofi-aventis to lead the commercialization efforts to support all of the antibody 
products that are co-developed by sanofi-aventis and us. If sanofi-aventis does not elect to co-develop the antibodies 
that we discover or opts-out of their development, we would be required to fund and oversee on our own the clinical 
trials, any regulatory responsibilities, and the ensuing commercialization efforts to support our antibody products. If 
sanofi-aventis terminates the antibody collaboration or fails to comply with its payment obligations thereunder, our 
business, financial condition, and results of operations would be materially harmed. We would be required to either 
expend substantially more resources than we have anticipated to support our research and development efforts, which 
could require us to seek additional funding that might not be available on favorable terms or at all, or materially 
cut back on such activities. While we cannot assure you that any of the antibodies from this collaboration will ever 
be successfully developed and commercialized, if sanofi-aventis does not perform its obligations with respect to 
antibodies that it elects to co-develop, our ability to develop, manufacture, and commercialize these antibody product 
candidates will be significantly adversely affected. 

If our collaboration with sanofi-aventis for aflibercept (VEGF Trap) is terminated, or sanofi-aventis materially 
breaches its obligations thereunder, our business operations and financial condition, and our ability to develop, 
manufacture, and commercialize aflibercept in the time expected, or at all, would be materially harmed. 

We rely heavily on sanofi-aventis to lead much of the development of aflibercept. Sanofi-aventis funds all of 
the development expenses incurred by both companies in connection with the aflibercept program. If the aflibercept 
program continues, we will rely on sanofi-aventis to assist with funding the aflibercept program, provide commercial 
manufacturing capacity, enroll and monitor clinical trials, obtain regulatory approval, particularly outside the United 
States, and lead the commercialization of aflibercept. While we cannot assure you that aflibercept will ever be 
successfully developed and commercialized, if sanofi-aventis does not perform its obligations in a timely manner, or 
at all, our ability to develop, manufacture, and commercialize aflibercept in cancer indications will be significantly 
adversely affected. Sanofi-aventis has the right to terminate its collaboration agreement with us at any time upon 
twelve months advance notice. If sanofi-aventis were to terminate its collaboration agreement with us, we would 
not have the resources or skills to replace those of our partner, which could require us to seek additional funding 
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that might not be available on favorable terms or at all, and could cause significant delays in the development and/or 
manufacture of aflibercept and result in substantial additional costs to us. We have limited commercial capabilities 
and would have to develop or outsource these capabilities. Termination of the sanofi-aventis collaboration agreement 
for aflibercept would create substantial new and additional risks to the successful development and commercialization 
of aflibercept. 

I.four collaboration with Bayer HealthCare for VEGF Trap-Eye is terminated, or Bayer HealthCare :materially 
breaches its obligations thereunder, our business, operations tmd fi,iancial condition, and our ability to develop 
and commercialize VEGF Trap-Eye in the time expected., or at all, would be materially harmed. 

We rely heavily on Bayer HealthCare to assist with the development ofVEGF Trap-Eye. Under our agreement 
with them, Bayer HealthCare is required to fund approximately half of the development expenses incurred by both 
companies in connection with the global VEGF Trap-Eye development program. If the VEGF Trap-Eye program 
continues, we will rely on Bayer HealthCare to assist with funding the VEGF Trap-Eye development program, lead 
the development of VEGF Trap-Eye outside the United States, obtain regulatory approval outside the United States, 
and provide all sales, marketing, and commercial support for the product outside the United States. In particular, Bayer 
HealthCare has responsibility for selling VEGF Trap-Eye outside the United States using its sales force. While we 
cannot assure you that VEGF Trap-Eye will ever be successfully developed and commercialized, if Bayer HealthCare 
does not perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize 
VEGF Trap-Eye outside the United States will be significantly adversely affected. Bayer HealthCare has the right to 
terminate its collaboration agreement with us at any time upon six or twelve months advance notice, depending on 
the circumstances giving rise to termination. If Bayer HealthCare were to terminate its collaboration agreement with 
us, we would not have the resources or skills to replace those of our partner, which could require us to seek additional 
funding that might not be available on favorable terms or at all, and could cause significant delays in the development 
and/or commercialization ofVEGF Trap-Eye outside the United States and result in substantial additional costs to us. 
We have limited commercial capabilities and would have to develop or outsource these capabilities outside the United 
States. Termination of the Bayer HealthCare collaboration agreement would create substantial new and additional 
risks to the successful development and commercialization ofVEGF Trap-Eye. 

Our wllaborators t111d service providers may fail WJ perform adequately in their efforts WJ support the development, 
manufacture, and commercialization of ARCALYS1® (rilonacept) and our drug ca11didates. 

We depend upon third-party collaborators, including sanofi.-aventis, Bayer HealthCare, and service providers 
such as clinical research organizations, outside testing laboratories, clinical investigator sites, and third-party 
manufacturers and product packagers and labelers, to assist us in the manufacture and preclinical and clinical 
development of our product candidates. If any of our existing collaborators or service providers breaches or terminates 
its agreement with us or does not perform its development or manufacturing services under an agreement in a timely 
manner or in compliance with applicable Good Manufacturing Practices (GMPs), Good Laboratory Practices (GLPs), 
or Good Clinical Practice (GCP) Standards, we could experience additional costs, delays, and difficulties in the 
manufacture or development or in obtaining approval by regulatory authorities for our product candidates. 

We rely on third party service providers to support the distribution of ARCALYST and many other related 
activities in connection with the commercialization of ARCALYST for the treatment of CAPS. We cannot be certain 
that these third parties will perform adequately. If these service providers do not perform their services adequately, 
our efforts to market and sell ARCALYST for the treatment of CAPS will not be successful. 

Risks Related to the Manufacture of Our Product Candidates 

We have limited :manufacturing mpacity, ,mich wuld inhibit our ability to 514ccessful{v develop or wmmercialize 
our drugs. 

Our manufacturing facility is likely to be inadequate to produce sufficient quantities of product for commercial 
sale. We intend to rely on our corporate collaborators, as well as contract manufacturers, to produce the large quantities 
of drug material needed for commercialization of our products. We rely entirely on third-party manufacturers for 
filling and finishing services. We will have to depend on these manufacturers to deliver material on a timely basis 
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and to comply with regulatory requirements. If we are unable to supply sufficient material on acceptable terms, 
or if we should encounter delays or difficulties in our relationships with our corporate collaborators or contract 
manufacturers, our business, financial condition, and results of operations may be materially harmed. 

We must expand our own manufacturing capacity to support the planned growth of our clinical pipeline. 
Moreover, we may expand our manufacturing capacity to support commercial production of active pharmaceutical 
ingredients, or API, for our product candidates. This will require substantial additional expenditures, and we will 
need to hire and train significant numbers of employees and managerial personnel to staff our facility. Start-up costs 
can be large and scale-up entails significant risks related to process development and manufacturing yields. We 
may be unable to develop manufacturing facilities that are sufficient to produce drug material for clinical trials or 
commercial use. This may delay our clinical development plans and interfere with our efforts to commercialize our 
products. In addition, we may be unable to secure adequate filling and finishing services to support our products. As 
a result, our business, financial condition, and results of operations may be materially harmed. 

We may be unable to obtain key raw materials and supplies for the manufacture of ARCALYST® (rilonacept) and 
our product candidates. In addition, we may face difficulties in developing or acquiring production technology and 
managerial personnel to manufacture sufficient quantities of our product candidates at reasonable costs and in compliance 
with applicable quality assurance and environmental regulations and governmental permitting requirements. 

I.fa ny of our clinical programs a re discontinued, we m ay face costs related to the unused capacity at our 
manufacturing facilities. 

We have large-scale manufacturing operations in Rensselaer, New York. We use our facilities to produce bulk 
product for clinical and preclinical candidates for ourselves and our collaborations. If our clinical candidates are 
discontinued, we will have to absorb one hundred percent of related overhead costs and inefficiencies. 

Third-party supply .failures, business interruptions, or natural disasters affecting our manufacturing facilities 
in Rensselaer, New York could adversely affect our ability to supply ourproducts. 

We manufacture all of our bulk drug materials for ARCALYST and our product candidates at our 
manufacturing facilities in Rensselaer, New York. We would be unable to supply our product requirements ifwe were 
to cease production due to regulatory requirements or action, business interruptions, labor shortages or disputes, 
contaminations, fire, natural disasters, or other problems at the facilities. 

Certain raw materials necessary for manufacturing and formulation ofARCALYST and our product candidates 
are provided by single-source unaffiliated third-party suppliers. In addition, we rely on certain third parties to 
perform filling, finishing, distribution, and other services related to the manufacture of our products. We would be 
unable to obtain these raw materials or services for an indeterminate period of time if any of these third-parties were 
to cease or interrupt production or otherwise fail to supply these materials, products, or services to us for any reason, 
including due to regulatory requirements or action, adverse financial developments at or affecting the supplier, 
failure by the supplier to comply with GMPs, business interruptions, or labor shortages or disputes. This, in turn, 
could materially and adversely affect our ability to manufacture or supply ARCALYST or our product candidates for 
use in clinical trials, which could materially and adversely affect our business and future prospects. 

Also, certain of the raw materials required in the manufacturing and the formulation of our clinical candidates 
may be derived from biological sources, including mammalian tissues, bovine serum, and human serum albumin. 
There are certain European regulatory restrictions on using these biological source materials. If we are required to 
substitute for these sources to comply with European regulatory requirements, our clinical development activities 
may be delayed or interrupted. 

Risks Related to Commercialization of Products 

I.f we are unable to establish sales, marketing, and distribution capabilities, or enter into agreements with third 
parties to do so, we will be unable to successfully market and sell future products. 

We are marketing and selling ARCALYST for the treatment of CAPS ourselves in the United States, primarily 
through third party service providers. We have no sales or distribution personnel in the United States and have 
only a small staff with commercial capabilities. We currently have no sales, marketing, commercial, or distribution 
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capabilities outside the United States. If we are unable to obtain those capabilities, either by developing our own 
organizations or entering into agreements with service providers, even if our current or future product candidates 
receive marketing approval, we will not be able to successfully sell those products. In that event, we will not be able 
to generate significant revenue, even if our product candidates are approved. We cannot guarantee that we will be 
able to hire the qualified sales and marketing personnel we need or that we will be able to enter into marketing or 
distribut.ion agreements with third-party providers on acceptable terms, if at all. Under the terms of our collaboration 
agreement with sanofi-aventis, we will rely on sanofi-aventis for sales, marketing, and distribution of aflibercept in 
cancer indications, should it be approved in the future by regulatory authorities for marketing. We will have to rely on 
a third party or devote significant resources to develop our own sales, marketing, and distribution capabilities for our 
other product candidates, including VEGF Trap-Eye in the United States, and we may be unsuccessful in developing 
our own sales, marketing, and distribution organization. 

There may be t oo few p atients w ith C APS t op rofitably commercialize ARCALYS'J® ( rilonacept) i n 
this indication. 

Our only approved product is ARCALYST for the treatment of CAPS, a group of rare, inherited auto
inflammatory diseases. These rare diseases affect a very small group of people. The incidence of CAPS has been 
reported to be approximately 1 in 1,000,000 people in the United States. Although the incidence rate of CAPS 
in Europe has not been reported, it is known to be a rare set of diseases. In October 2009 we received European 
marketing authorization for rilonacept for CAPS. In 2009, Novartis received regulatory approval in the U.S. and 
Europe for its IL-1 antibody product for the treatment of CAPS. Given the very rare nature of the disease and the 
competition from Novartis' IL-1 antibody product, we may be unable to profitably commercialize ARCALYST in 
this indication. 

Even ff our product candidates ore approved for marketing, their commercial success .;s highly uncertain because 
our competitors have received approval for products with a similar mechanism of action, and competitors may 
get to the marketplace with better or lower cost drugs. 

There is substantial competition in the biotechnology and pharmaceutical industries from pharmaceutical, 
biotechnology, and chemical companies. Many of our competitors have substantially greater research, preclinical and 
clinical product development and manufacturing capabilities, and financial, marketing, and human resources than 
we do. Our smaller competitors may also enhance their competitive position if they acquire or discover patentable 
inventions, form collaborative arrangements, or merge with large pharmaceutical companies. Even if we achieve 
product commercialization, our competitors have achieved, and may continue to achieve, product commercialization 
before our products are approved for marketing and sale. 

Genentech has an approved VEGF antagonist, Avastin, on the market for treating certain cancers and many 
different pharmaceutical and biotechnology companies are working to develop competing VEGF antagonists, 
including Novartis, Amgen, Imclone/Eli Lilly, Pfizer, AstraZeneca, and GlaxoSmithKline. Many of these molecules 
are farther along in development than aflibercept and may offer competitive advantages over our molecule. Each 
of Pfizer and Onyx, (together with its partner Bayer HealthCare) has received approval from the FDA to market 
and sell an oral medication that targets tumor cell growth and new vasculature formation that fuels the growth of 
tumors. The marketing approvals for Genentech's VEGF antagonist, Avastin, and their extensive, ongoing clinical 
development plan for Avastin in other cancer indications, make it more difficult for us to enroll patients in clinical 
trials to support aflibercept and to obtain regulatory approval of aflibercept in these cancer settings. This may delay 
or impair our ability to successfully develop and commercialize aflibercept. In addition, even if aflibercept is ever 
approved for sale for the treatment of certain cancers, it will be difficult for our drug to compete against Avastin 
(Genentech) and the FDA approved kinase inhibitors, because doctors and patients will have significant experience 
using these medicines. In addition, an oral medication may be considerably less expensive for patients than a biologic 
medication, providing a competitive advantage to companies that market such products. 

The market for eye disease products is also very competitive. Novartis and Genentech are collaborating on the 
commercialization and further development of a VEGF antibody fragment, Lucentis, for the treatment of age-related 
macular degeneration (wet AMD), DME, and other eye indications. Lucentis (Genentech) was approved by the FDA 
in June 2006 for the treatment of wet AMD. Many other companies are working on the development of product 
candidates for the potential treatment of wet AMD and DME that act by blocking VEGF and VEGF receptors, 
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and through the use of small interfering ribonucleic acids (siRNAs) that modulate gene expression. In addition, 
ophthalmologists are using off-label, with success for the treatment of wet AMD, a third-party repackaged version of 
Genentech's approved VEGF antagonist, Avastin. The National Eye Institute is conducting a Phase 3 trial comparing 
Lucentis (Genentech) to Avastin (Genentech) in the treatment of wet AMD. The marketing approval of Lucentis 
(Genentech) and the potential off-label use of Avastin (Genentech) make it more difficult for us to enroll patients in 
our clinical trials and successfully develop VEGF Trap-Eye. Even ifVEGF Trap-Eye is ever approved for sale for the 
treatment of eye diseases, it may be difficult for our drug to compete against Lucentis (Genentech), because doctors 
and patients will have significant experience using this medicine. Moreover, the relatively low cost of therapy with 
Avastin (Genentech) in patients with wet AMD presents a further competitive challenge in this indication. While 
we believe that aflibercept would not be well tolerated if administered directly to the eye, if aflibercept is ever 
approved for the treatment of certain cancers, there is a risk that third parties will attempt to repackage aflibercept 
for use and sale for the treatment of wet AMD and other diseases of the eye, which would present a potential low-cost 
competitive threat to the VEGF Trap-Eye ifit is ever approved for sale. 

The availability of highly effective FDA approved TNF-antagonists such as Enbrel (Amgen and Wyeth), 
Remicade (Centocor), Humira® (adalimumab), marketed by Abbott, and Simponf™ (golimumab), marketed by 
Centocor, and the IL-1 receptor antagonist Kineret (Biovitrum), and other marketed therapies makes it more difficult 
to successfully develop and commercialize rilonacept in other indications. This is one of the reasons we discontinued 
the development of rilonacept in adult rheumatoid arthritis. In addition, even if rilonacept is ever approved for 
sale in indications where TNF-antagonists are approved, it will be difficult for our drug to compete against these 
FDA approved INF-antagonists because doctors and patients will have significant experience using these effective 
medicines. Moreover, in such indications these approved therapeutics may offer competitive advantages over 
rilonacept, such as requiring fewer injections. 

There are both small molecules and antibodies in development by other companies that are designed to block 
the synthesis of interleukin-1 or inhibit the signaling of interleukin-I. For example, Eli Lilly, Xoma, and Novartis 
are each developing antibodies to interleukin-1 and Amgen is developing an antibody to the interleukin-I receptor. 
Novartis received marketing approval for its IL-1 antibody for the treatment of CAPS from the FDA in June 2009 
and from the European Medicines Agency in October 2009. Novartis is also developing this IL-1 antibody in gout 
and other inflammatory diseases. Novartis' IL-l antibody and these other drug candidates could offer competitive 
advantages over ARCALYST. For example, Novartis' IL-1 antibody is dosed once every eight weeks compared to 
the once-weekly dosing regimen for ARCALYST. The successful development and/or commercialization of these 
competing molecules could impair our ability to successfully commercialize ARCALYST. 

We have plans to develop rilonacept for the treatment of certain gout indications. In October 2009, Novartis 
announced positive Phase 2 results showing that canakinumab is more effoctive than an injectable corticosteroid at 
reducing pain and preventing recurrent attacks or "flares" in patients with hard-to-treat gout. Novartis' IL-1 antibody 
is dosed less frequently for the treatment of CAPS and may be perceived as offering competitive advantages over 
rilonacept in gout by some physicians, which would make it difficult for us to successfully commercialize rilonacept 
in that disease. 

Currently, inexpensive, oral therapies such as analgesics and other non-steroidal anti-inflammatory drugs are 
used as the standard of care to treat the symptoms of these gout diseases. These established, inexpensive, orally 
delivered drugs may make it difficult for us to successfully commercialize rilonacept in these diseases. 

The successful commercialization of A RCALYSI® ( rilonacept) and our product candidates will depend on 
obtaining coverage and reimbursement for use of these products from third-party payers and these payers may 
not agree to cover or reimburse for use of our products. 

Our product candidates, if commercialized, may be significantly more expensive than traditional drug 
treatments. For example, we have announced plans to initiate a Phase 3 program studying the use of rilonacept 
for the treatment of certain gout indications. Patients suffering from these gout indications are currently treated 
with inexpensive therapies, including non-steroidal anti-inflammatory drugs. These existing treatment options are 
likely to be considerably less expensive and may be preferable to a biologic medication for some patients. Our 
future revenues and profitability will be adversely affected if United States and foreign governmental, private third
party insurers and payers, and other third-party payers, including Medicare and Medicaid, do not agree to defray 
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or reimburse the cost of our products to the patients. If these entities refuse to provide coverage and reimbursement 
with respect to our products or provide an insufficient level of coverage and reimbursement, our products may be too 
costly for many patients to afford them, and physicians may not prescribe them. Many third-party payers cover only 
selected drugs, making drugs that are not preferred by such payers more expensive for patients, and require prior 
authorization or failure on another type of treatment before covering a particular drug. Payers may especially impose 
these obstacles to coverage on higher-priced drugs, as our product candidates are likely to be. 

We market and sell ARCALYST in the United States for the treatment of a group of rare genetic disorders 
called CAPS. We recently received European Union marketing authorization for rilonacept for the treatment of 
CAPS. There may be too few patients with CAPS to profitably commercialize ARCALYST. Physicians may not 
prescribe ARCALYST, and CAPS patients may not be able to afford ARCALYST, ifthird party payers do not agree to 
reimburse the cost of ARCALYST therapy and this would adversely affect our ability to commercialize ARCALYST 
profitably. 

In addition to potential restrictions on coverage, the amount of reimbursement for our products may also reduce 
our profitability. In the United States, there have been, and we expect will continue to be, actions and proposals to 
control and reduce healthcare costs. Government and other third-party payers are challenging the prices charged for 
healthcare products and increasingly limiting, and attempting to limit, both coverage and level of reimbursement for 
prescription drugs. 

Since ARCALYST and our product candidates in clinical development will likely be too expensive for most 
patients to afford without health insurance coverage, if our products are unable to obtain adequate coverage and 
reimbursement by third-party payers our ability to successfully commercialize our product candidates may be 
adversely impacted. Any limitation on the use of our products or any decrease in the price of our products will have 
a material adverse effect on our ability to achieve profitability. 

In certain foreign countries, pricing, coverage, and level of reimbursement of prescription drugs are su~ject 
to governmental control, and we may be unable to negotiate coverage, pricing, and reimbursement on terms that 
are favorable to us. In some foreign countries, the proposed pricing for a drug must be approved before it may be 
lawfully marketed. The requirements governing drug pricing vary widely from country to country. For example, the 
European Union provides options for its member states to restrict the range of medicinal products for which their 
national health insurance systems provide reimbursement and to control the prices of medicinal products for human 
use. A member state may approve a specific price for the medicinal product or it may instead adopt a system of direct 
or indirect controls on the profitability of the company placing the medicinal product on the market. Our results of 
operations may suffer if we are unable to market our products in foreign countries or if coverage and reimbursement 
for our products in foreign countries is limited. 

Risk Related to Employees 

We are dependent on our key personnel and if we mnnot recruit and retain leaders in our research, development, 
manufacturing, and commercial organizations, our business will be harmed. 

We are highly dependent on certain of our executive officers. Ifwe are not able to retain any of these persons or 
our Chairman, our business may suffer. In particular, we depend on the services ofP. Roy Vagelos, M.D., the Chairman 
of our board of directors, Leonard Schleifer, M.D., Ph.D., our President and Chief Executive Officer, George D. 
Yancopoulos, M.D., Ph.D., our Executive Vice President, Chief Scientific Officer and President, Regeneron Research 
Laboratories, and Neil Stahl, Ph.D., our Senior Vice President, Research and Development Sciences. There is intense 
competition in the biotechnology industry for qualified scientists and managerial personnel in the development, 
manufacture, and commercialization of drugs. We may not be able to continue to attract and retain the qualified 
personnel necessary for developing our business. 
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Risks Related to Our Common Stock 

Our stock price is extremely volatile. 

There has been significant volatility in our stock price and generally in the market prices of biotechnology 
companies' securities. Various factors and events may have a significant impact on the market price of our Common 
Stock. These factors include, by way of example: 

• progress, delays, or adverse results in clinical trials; 

• announcement of technological innovations or product candidates by us or competitors; 

• fluctuations in our operating results; 

• third party claims that our products or technologies infringe their patents; 

• public concern as to the safety or effectiveness of ARCALYST® (rilonacept) or any of our product 
candidates; 

• developments in our relationship with collaborative partners; 

• developments in the biotechnology industry or in government regulation of healthcare; 

• large sales of our common stock by our executive officers, directors, or significant shareholders; 

• arrivals and departures of key personnel; and 

• general market conditions. 

The trading price of our Common Stock has been, and could continue to be, subject to wide fluctuations in 
response to these and other factors, including the sale or attempted sale of a large amount of our Common Stock in 
the market. Broad market fluctuations may also adversely affect the market price of our Common Stock. 

Future sales of our Common Stock by ours ignificant shareholders or us may depress ours tock price and 
impair our ability to raise funds in new share offerings. 

A small number of our shareholders beneficially own a substantial amount of our Common Stock. As of 
December 31, 2009, our four largest shareholders plus Leonard Schleifer, M.D, Ph.D., our Chief Executive Officer, 
beneficially owned 41.6% of our outstanding shares of Common Stock, assuming, in the case of our Chief Executive 
Officer, the conversion of his Class A Stock into Common Stock and the exercise of all options held by him which 
are exercisable within 60 days of December 31, 2009. As of December 31, 2009, sanofi-aventis beneficially owned 
14,799,552 shares of Common Stock, representing approximately 18.8% of the shares of Common Stock then 
outstanding. Under our investor agreement, as amended, with sanofi-aventis, sanofi-aventis may not sell these shares 
until December 20, 2017 except under limited circumstances and subject to earlier termination of these restrictions 
upon the occurrence of certain events. Notwithstanding these restrictions, if sanofi-aventis, or our other significant 
shareholders or we, sell substantial amounts of our Common Stock in the public market, or the perception that such 
sales may occur exists, the market price of our Common Stock could fall. Sales of Common Stock by our significant 
shareholders, including sanofi-aventis, also might make it more difficult for us to raise funds by selling equity or 
equity-related securities in the future at a time and price that we deem appropriate. 

Our existing .<1 hareholtler.<1 m ay b e able to exerts ignificant influence o ver m atters requiring shareholder 
approval. 

Holders of Class A Stock, who are generally the shareholders who purchased their stock from us before our 
initial public offering, are entitled to ten votes per share, while holders of Common Stock are entitled to one vote per 
share. As of December 31, 2009, holders of Class A Stock held 22.2% of the combined voting power of all shares 
of Common Stock and Class A Stock then outstanding, including any voting power associated with any shares of 
Common Stock beneficially owned by such Class A Stock holders. These shareholders, if acting together, would 
be in a position to significantly influence the election of our directors and to effect or prevent certain corporate 
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transactions that require majority or supermajority approval of the combined classes, including mergers and other 
business combinations. This may result in us taking corporate actions that you may not consider to be in your best 
interest and may affect the price of our Common Stock. As of December 31, 2009: 

• our current executive officers and directors beneficially mvned 14.0% of our outstanding shares of Common 
Stock, assuming conversion of their Class A Stock into Common Stock and the exercise of all options held 
by such persons which are exercisable within 60 days of December 31, 2009, and 28.5% of the combined 
voting power of our outstanding shares of Common Stock and Class A Stock, assuming the exercise of all 
options held by such persons which are exercisable within 60 days of December 31, 2009; and 

• our four largest shareholders plus Leonard S. Schleifer, M.D., Ph.D. our Chief Executive Officer, 
beneficially owned 41.6% of our outstanding shares of Common Stock, assuming, in the case of our 
Chief Executive Officer, the conversion of his Class A Stock into Common Stock and the exercise of 
all options held by him which are exercisable within 60 days of December 31, 2009. In addition, these 
five shareholders held 48.5% of the combined voting power of our outstanding shares of Common Stock 
and Class A Stock, assuming the exercise of all options held by our Chief Executive Officer which are 
exercisable within 60 days of December 31, 2009. 

Pursuant to an investor agreement, as amended, sanofi-aventis has agreed to vote its shares, at sanofi-aventis' 
election, either as recommended by our board of directors or proportionally with the votes cast by our other 
shareholders, except with respect to certain change of control transactions, liquidation or dissolution, stock issuances 
equal to or exceeding 10% of the then outstanding shares or voting rights of Common Stock and Class A Stock, and 
new equity compensation plans or amendments if not materially consistent with our historical equity compensation 
practices. 

The a nti-takeover e JJects of p rovisions of o ur charter, by-laws., a nd of New York c orporate law a nd the 
contractual "standstill" provisions in our investor agreement with sanofi-aventis, could deter, delay, or prevent 
an acquisition or other "change in control" of us and could adversely affect the price of our Common Stock. 

Our amended and restated certificate of incorporation, our by-laws, and the New York Business Corporation 
Law contain various provisions that could have the effect of delaying or preventing a change in control of our 
company or our management that shareholders may consider favorable or beneficial. Some of these provisions could 
discourage proxy contests and make it more difficult for you and other shareholders to elect directors and take other 
corporate actions. These provisions could also limit the price that investors might be willing to pay in the future for 
shares of our Common Stock These provisions include: 

• authorization to issue "blank check" preferred stock, which is preferred stock that can be created and 
issued by the board of directors without prior shareholder approval, with rights senior to those of our 
common shareholders; 

• a staggered board of directors, so that it would take three successive annual meetings to replace all of our 
directors; 

• a requirement that removal of directors may only be effected for cause and only upon the affirmative 
vote of at least eighty percent (80%) of the outstanding shares entitled to vote for directors, as well as a 
requirement that any vacancy on the board of directors may be filled only by the remaining directors; 

• any action required or permitted to be taken at any meeting of shareholders may be taken without a 
meeting, only if, prior to such action, all of om shareholders consent, the effect of which is to require that 
shareholder action may only be taken at a duly convened meeting; 

• any shareholder seeking to bring business before an annual meeting of shareholders must provide timely 
notice of this intention in writing and meet various other requirements; and 

• under the New York Business Corporation Law, in addition to certain restrictions which may apply to 
"business combinations" involving the Company and an "interested shareholder", a plan of merger or 
consolidation of the Company must be approved by two-thirds of the votes of all outstanding shares 
entitled to vote thereon. See the risk factor immediately above captioned "Our existing shareholders may 
be able to exert significant i'n:fluence over matters requiring shareholder approval." 
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Until the later of the fifth anniversaries of the expiration or earlier termination of our antibody collaboration 
agreements with sanofi-aventis or our aflibercept collaboration with sanofi-aventis, sanofi-aventis will be bound 
by certain "standstill" provisions, which contractually prohibit sanofi-aventis from acquiring more than certain 
specified percentages of our Class A Stock and Common Stock (taken together) or otherwise seeking to obtain 
control of the Company. 

In addition, we have a Change in Control Severance Plan and our Chief Executive Officer has an employment 
agreement that provides severance benefits in the event our officers are terminated as a result of a change in control 
of the Company. Many of our stock options issued under our Amended and Restated 2000 Long-Term Incentive Plan 
may become fully vested in connection with a "change in control" of our company, as defined in the plan. 

ITEM 1B. UNRESOLVED STAFF COMMENTS 

None. 

ITEM 2. PROPERTIES 

We conduct our research, development, manufacturing, and administrative activities at our owned and leased 
facilities. Under our main lease in Tarrytown, New York, as amended, we lease 537,100 square feet oflaboratory and 
office facilities, including approximately 406,200 square feet of space that we currently occupy and approximately 
130,900 square feet of additional new space that is under construction and expected to be completed in mid-2011. The 
term of the lease will expire in June 2024. The lease contains three renewal options to extend the term of the lease 
by five years each and early termination options on approximately 290,400 square feet of space. The lease provides 
for monthly payments over its term and additional charges for utilities, taxes, and operating expenses. Monthly lease 
payments on the new space that is under construction will commence in January 2011 and additional charges for 
utilities, taxes and operating expenses commenced in January 2010. 

In December 2009, we leased, on a short-term basis, approximately 16,700 square feet oflaboratory and office 
space at our current Tarrytown location while construction is completed on our additional new facilities, as described 
above. We expect to lease this space through May 2011. We also entered into a separate agreement in December 
2009 to lease approximately 6,600 additional square feet of laboratory and office space at our current Tarrytown 
location in facilities that are now under construction and expected to be completed in mid-2010. The term of this 
lease will expire in August 2011 after which time we have the option to include this space in our main Tarrytown 
lease, as described above. Monthly lease payments on this additional space that is under construction are expected 
to commence in June 20l0. 

In October 2008, we entered into an operating sublease for approximately 14,100 square feet of office space in 
Bridgewater, New Jersey. The term of the lease expires in July 2011. 

We own facilities in Rensselaer, New York, consisting of three buildings totaling approximately 395,500 square 
feet of research, manufacturing, office, and warehouse space. 

The following table summarizes the information regarding our current real property leases: 

Current Monthly 
Square Base Rental Renewal Option 

Location Footage Expiration Charges(l) Available 

Tarrytown, New York<2J •••••••••••••• 389,500 June, 2024 $1,115,000 Three 5-year terms 
Tarrytown, New York<3l .............. 130,900 June, 2024 Three 5-year terms 
Tarrytown, New Yorkl2l .............. 16,700 May, 2011 $ 7,900 None 
Tarrytown, New York<4l .............. 6,600 August, 2011 Incorporate into main 

Tarrytown lease 
Bridgewater, New Jersey(5l ............ 14,100 July 2011 $ 21,700 None 

(IJ Excludes additional charges for utilities, real estate taxes, and operating expenses, as defined, included in 
our rent. 

<2l Represents space currently occupied in Tarrytown, New York as described above. 
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<3l Represents space currently under construction. Rental payments will commence in January 2011. 

<4l Represents space currently under construction. Rental payments will commence in June 2010. 

<5l Relates to sublease in Bridgewater, New Jersey as described above. 

We believe that our existing owned and leased facilities are adequate for ongoing research, development, 
manufacturing, and administrative activities. In the future, we may lease, operate, or purchase additional facilities in 
which to conduct expanded research and development activities and manufacturing and commercial operations. 

ITEM 3. LEGAL PROCEEDINGS 

From time to time, we are a party to legal proceedings in the course of our business. We do not expect any such 
current legal proceedings to have a material adverse effect on our business or financial condition. 

ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS 

No matters were submitted to a vote of our security holders during the last quarter of the fiscal year ended 
December 31, 2009. 
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ITEM 5. MARKET FOR REGISTRANT'S COMMON EQUITY, RELATED STOCKHOLDER 
MATTERS, AND ISSUER PURCHASES OF EQUITY SECURITIES 

Our Common Stock is quoted on The NASDAQ Global Select Market under the symbol "REGN." Our Class A 
Stock, par value $.001 per share, is not publicly quoted or traded. 

The following table sets forth, for the periods indicated, the range of high and low sales prices for the Common 
Stock as reported by The NASDAQ Global Select Market: 

High Low 

2008 
First Quarter. ........................... . $25.25 $15.61 
Second Quarter ......................... . 21.68 13.75 
Third Quarter. .......................... . 24.00 13.29 
Fourth Quarter .......................... . 22.82 12.62 

2009 
First Quarter ............................ . $20.08 $11.81 
Second Quarter ......................... . 18.42 12.11 
Third Quarter ........................... . 23.49 16.05 
Fourth Quarter .......................... . 24.97 15.02 

As of February 12, 2010, there were 462 shareholders of record of our Common Stock and 39 shareholders of 
record of our Class A Stock. 

We have never paid cash dividends and do not anticipate paying any in the foreseeable future. 

The information under the heading "Equity Compensation Plan Information" in our definitive proxy statement 
with respect to our 2010 Annual Meeting of Shareholders to be filed with the SEC is incorporated by reference into 
Item 12 of this Report on Form 10-K. 
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STOCK PERFORMANCE GRAPH 

Set forth below is a line graph comparing the cumulative total shareholder return on Regeneron's Common 
Stock with the cumulative total return of (i) The Nasdaq Pharmaceuticals Stocks Index and (ii) The Nasdaq Stock 
Market (U.S.) Index for the period from December 31, 2004 through December 31, 2009. The comparison assumes 
that $100 was invested on December 31, 2004 in our Common Stock and in each of the foregoing indices. AH values 
assume reinvestment of the pre-tax value of dividends paid by companies included in these indices. The historical 
stock price performance of our Common Stock shown in the graph below is not necessarily indicative of future stock 
price performance. 

$300.00 

$250.00 

$100.00 

12/31/2004 12/31/2005 12/31/2006 12/31/2007 

12/31/2004 12/31/2005 

Regeneron .................... $100.00 $172.64 
Nasdaq Pharm ................. 100.00 110.12 
Nasdaq US ................... 100.00 102.13 
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ITEM 6. SELECTED :FINANCIAL DATA 

The selected financial data set forth below for the years ended December 31, 2009, 2008, and 2007 and 
at December 31, 2009 and 2008 are derived from and should be read in conjunction with our audited financial 
statements, including the notes thereto, included elsewhere in this report. The selected financial data for the years 
ended December 31, 2006 and 2005 and at December 31, 2007, 2006, and 2005 are derived from our audited financial 
statements not included in this report. 

Year Ended December 31, 

2009 2008 2007 2006 2005 

Revised* Revised* 
(In thousands, except per share data) 

Statement of Operations Data 
Revenues 

Collaboration revenue .......................... $314,457 $185,138 $ 87,648 $ 47,763 $ 49,372 
Technology licensing .......................... 40,013 40,000 28,421 
Contract manufacturing ........................ 12,311 13,746 
Net product sales .............................. 18,364 6,249 
Contract research and other ..................... 6,434 7,070 8,955 3,373 3,075 

379,268 238,457 125,024 63,447 66,193 

Expenses 
Research and development ...................... 398,762 274,903 202,468 137,064 155,581 
Contract manufacturing ........................ 8,146 9,557 
Selling, general, and administrative ............... 52,923 48,880 37,929 25,892 25,476 
Cost of goods sold ............................. 1,686 923 

453,371 324,706 240,397 171,102 190,614 

Income (loss) from operations ...................... (74,103) (86,249) (115,373) (107,655) (124,421) 

Other income (expense) 
Other contract income .......................... 30,640 
Investment income ............................ 4,488 18,161 20,897 16,548 10,381 
Interest expense ............................... (2,337) (7,752) (12,043) (12,043) (12,046) 
Loss on early extinguishment of debt .............. (938) 

2,151 9,471 8,854 4,505 28,975 

Net loss before income tax expense and cumulative effect 
of a change in accounting principle ............... (71,952) (76,778) (106,519) (103,150) (95,446) 

Income tax (benefit) expense ....................... (4,122) 2,351 

Net loss before cumulative effect of a 
change in accounting principle .................. (67,830) (79,129) (106,519) (103,150) (95,446) 

Cumulative effect of a change in accounting principle 
related to share-based payments ................. 813 

Net loss ........................................ $ {67,830) $ (79,129) $(106,519) ${102,337) $ (95,446) 

Net loss per share, basic and diluted: 
Net loss before cumulative effect of 

a change in accounting principle .............. $ (0.85) $ (1.00) $ (1.61) $ (1.78) $ {1.71) 
Cumulative effect of a change in accounting principle 

related to share-based payments ............... 0.01 

Net loss ..................................... $ (0.85) $ {1.00) $ p.61) $ (1.77) $ (1.71) 
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At December 31, 

2009 2008 2007 2006 2005 
Revised* Revised* 

(In thousands) 

.Balance Sheet Data 
Cash, cash equivalents, restricted cash, and marketable 

securities (current and non-current) .............. $390,010 $527,461 $846,279 $ 522,859 $316,654 
Total assets ..................................... 741,202 724,220 957,881 585,090 423,501 
Notes payable - current portion ..................... 200,000 
Notes payable - long-term portion ................... 200,000 200,000 
Facility lease obligations .......................... 109,022 54,182 21,623 
Stockholders' equity .............................. 396,762 421,514 459,348 216,624 114,002 

* We have revised our financial statements at December 31, 2008 and 2007 and for the years ended 
December 31, 2008 and 2007 in connection with the application of authoritative guidance issued by the 
Financial Accounting Standards Board (FASB) to our December 2006 lease, as amended, of laboratory and 
office facilities in Tarrytown, New York. The revisions, and a description of the basis for the revisions, are more 
fully described in Note 11 to our audited financial statements included elsewhere in this report. 

ITEM 7. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND 
RESULTS OF OPERATIONS 

Overview 

We are a biopharmaceutical company that discovers, develops, and commercializes pharmaceutical products 
for the treatment of serious medical conditions. We currently have one marketed product: ARCALYST® (rilonacept) 
Injection for Subcutaneous Use, which is available for prescription in the United States for the treatment of 
Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory Syndrome (FCAS) 
and Muckle-Wells Syndrome (MWS) in adults and children 12 and older. We also have eight product candidates 
in clinical development, including three product candidates that are in late-stage (Phase 3) clinical development. 
Our late stage programs are rilonacept, which is being developed for the prevention and treatment of gout-related 
flares; VEGF Trap-Eye, which is being developed in eye diseases using intraocular delivery in collaboration with 
Bayer HealthCare; and aflibercept (VEGF Trap), which is being developed in oncology in collaboration with sanofi
aventis. Our earlier stage clinical programs are REGN475, an antibody to Nerve Growth Factor (NGF), which 
is being developed for the treatment of pain; REGN88, an antibody to the interleukin-6 receptor (IL-6R), which 
is being developed in rheumatoid arthritis; REGN421, an antibody to Delta-like ligand-4 (Dll4), which is being 
developed in oncology; REGN727, an antibody to PCSK9, which is being developed for LDL cholesterol reduction; 
and REGN668, an antibody to the interleukin-4 receptor (IL-4R), which is being developed for certain allergic and 
immune conditions. All five of our early stage clinical programs are fully human antibodies that are being developed 
in collaboration with sanofi-aventis. Our preclinical research programs are in the areas of oncology and angiogenesis, 
ophthalmology, metabolic and related diseases, muscle diseases and disorders, inflammation and immune diseases, 
bone and cartilage, pain, cardiovascular diseases, and infectious diseases. 

Developing and commercializing new medicines entails significant risk and expense. Since inception we have 
not generated any significant sales or profits from the commercialization of ARCALYST or any of our other product 
candidates. Before significant revenues from the commercialization of ARCALYST or our other product candidates 
can be realized, we (or our collaborators) must overcome a number of hurdles which include successfully completing 
research and development and obtaining regulatory approval from the FDA and regulatory authorities in other 
countries. In addition, the biotechnology and pharmaceutical industries are rapidly evolving and highly competitive, 
and new developments may render our products and technologies uncompetitive or obsolete. 
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From inception on January 8, 1988 through December 31, 2009, we had a cumulative loss of$941.l million. In 
the absence of significant revenues from the commercialization of ARCALYST® (rilonacept) or our other product 
candidates or other sources, the amount, timing, nature, and source of which cannot be predicted, our losses will 
continue as we conduct our research and development activities. We expect to incur substantial losses over the 
next several years as we continue the clinical development of VEGF Trap-Eye and rilonacept in other indications; 
advance new product candidates into clinical development from our existing research programs utilizing our 
technology for discovering fully human monoclonal antibodies; continue our research and development programs; 
and commercialize additional product candidates that receive regulatory approval, if any. Also, our activities may 
expand over time and require additional resources, and we expect our operating losses to be substantial over at least 
the next several years. Our losses may fluctuate from quarter to quarter and will depend on, among other factors, 
the progress of our research and development efforts, the timing of certain expenses, and the amount and timing of 
payments that we receive from collaborators. 

As a company that does not expect to be profitable over the next several years, management of cash flow is 
extremely important. The most significant use of our cash is for research and development activities, which include 
drug discovery, preclinical studies, clinical trials, and the manufacture of drug supplies for preclinical studies and 
clinical trials. We are reimbursed for some of these research and development activities by our collaborators. Our 
principal sources of cash to-date have been from (i) sales of common equity, both in public offerings and to our 
collaborators, including sanofi-aventis, (ii) funding from our collaborators and licensees in the form of up-front and 
milestone payments, research progress payments, and payments for our research and development activities, and 
(iii) a private placement of convertible debt, which was repaid in full during 2008. 

In 2009, our research and development expenses totaled $398.8 million. In 2010, we expect these expenses 
to increase substantially as we continue to expand our research and preclinical and clinical development activities, 
primarily in connection with our antibody collaboration with sanofi-aventis. 

A primary driver of our expenses is our number of full-time employees. Our annual average headcount in 2009 
was 980 compared with 810 in 2008 and 627 in 2007. In 2009 and 2008 our average headcount increased primarily 
to support our expanded research and development activities in connection with our antibody collaboration with 
sanofi-aventis. In 2007 our average headcount increased primarily to support our expanded development programs 
for VEGF Trap-Eye and rilonacept and our plans to move our first antibody candidate into clinical trials. In 2010, we 
expect our average headcount to increase to approximately 1,350-1,400, primarily to support the further expansion of 
our research, development, and marketing activities as described above, especially in connection with our antibody 
collaboration with sanofi-aventis. 
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The planning, execution, and results of our clinical programs are significant factors that can affect our operating 
and financial results. In our clinical programs, key events in 2009 and 2010 to date were, and plans for the remainder 
of2010 are, as follows: 

Clinical Program 2009 and 2010 Events to Date 2010Plans 

Rilonacept • Initiated patient enrollment in two Phase • Report data from SURGE and PRE-
(also known as 3 trials (PRE-SURGE 1 and PRE- SURGE 1 during the first half of 
IL-1 Trap) SURGE 2) evaluating rilonacept in the 2010 

prevention of gout flares associated with • Complete patient enrollment of the 
the initiation of urate-lowering drug remaining Phase 3 studies in gout 
therapy; completed patient enrollment in 
the PRE-SURGE l study 

• Initiated and completed patient 
enrollment in a Phase 3 study (SURGE) 
evaluating rilonacept in the treatment 
of acute gout flares 

VEGF Trap-Eye • Completed patient enrollment in the • Report data from VIEW 1 and 
(intravitreal Phase 3 wet AMD program (VIEW 1 VIEW 2 trials in the fourth quarter 
injection) and VIEW2) of2010 

• Initiated a Phase 3 CRVO program • Complete patient enrollment of the 

• Reported results from the Phase 2 Phase 3 CRVO trials 
DME trial 

Aflibercept • Completed patient enrollment in the • Complete patient enrollment in the 
(VEGF Trap- Phase 3 studies in non-small cell lung Phase 3 study in colorectal cancer 

Oncology) cancer and prostate cancer • During the second half of 2010, 

• Initiated a Phase 2 1 '1 line study an Independent Data Monitoring 
in metastatic colorectal cancer in Committee is expected to conduct an 
combination with chemotherapy interim analysis of the Phase 3 study 

• Reported results of a Phase 2 single- in colorectal cancer 
agent study in symptomatic malignant 
ascites (SMA) 

• Discontinued a Phase 3 study in 
metastatic pancreatic cancer in 
combination with chemotherapy 

Monoclonal • REGN475: Initiated a Phase 1 trial in • REGN475: Report data from the 
Antibodies healthy volunteers, a dose-ranging, study in osteoarthritis of the knee 

proof-of-concept study in osteoarthritis during the first half of2010 and 
of the knee, and additional proof-of- from the study in sciatica during the 
concept studies in pain associated with second halfof 2010 
sciatica, vertebral fracture, chronic • REGN727: Report proof-of-concept 
pancreatitis, and thermal injury data from the Phase 1 program and 

• REGN88: Initiated a Phase 2/3 dose- initiate a Phase 2 program for LDL 
ranging study in rheumatoid arthritis cholesterol reduction 
and a Phase 2 dose-ranging study in • REGN668: Initiate a Phase 2 
ankylosing spondylitis program in the treatment of a 

• REGN421: Initiated a Phase 1 trial in chronic allergic condition 
oncology • REGN88: Report data from a Phase 

• REGN727: Initiated a Phase 1 program 1 trial in rheumatoid arthritis 
in healthy volunteers • Advance additional antibody 

• REGN668: Initiated a Phase 1 program candidate(s) into clinical 
in healthy volunteers development 
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Critical Accounting Policies and Use of Estimates 

A summary of the significant accounting policies that impact us is provided in Note 2 to our Financial Statements, 
beginning on page F-7. The preparation of financial statements in accordance with accounting principles generally 
accepted in the United States of America (GAAP) requires management to make estimates and assumptions that 
affect reported amounts and related disclosures in the financial statements. Management considers an accounting 
estimate to be critical if: 

• It requires an assumption (or assumptions) regarding a future outcome; and 

• Changes in the estimate or the use of different assumptions to prepare the estimate could have a material 
effect on our results of operations or financial condition. 

Management believes the current assumptions used to estimate amounts reflected in our financial statements 
are appropriate. However, if actual experience differs from the assumptions used in estimating amounts reflected 
in our financial statements, the resulting changes could have a material adverse effect on our results of operations, 
and in certain situations, could have a material adverse effect on our liquidity and financial condition. The critical 
accounting estimates that impact our financial statements are described below. 

Revenue Recognition 

Collaboration Revenue 

We earn collaboration revenue in connection with collaboration agreements to develop and commercialize 
product candidates and utilize our technology platforms. We currently have collaboration agreements with sanofi
aventis and Bayer HealthCare. The terms of collaboration agreements typically include non-refundable up-front 
licensing payments, research progress (milestone) payments, and payments for development activities. Non-refundable 
up-front license payments, where continuing involvement is required of us, are deferred and recognized over the related 
performance period. We estimate our performance period based on the specific terms of each agreement, and adjust 
the performance periods, if appropriate, based on the applicable facts and circumstances. Payments which are based on 
achieving a specific substantive performance milestone, involving a degree of risk, are recognized as revenue when the 
milestone is achieved and the related payment is due and non-refundable, provided there is no future service obligation 
associated with that milestone. Substantive performance milestones typically consist of significant achievements in 
the development life-cycle of the related product candidate, such as completion of clinical trials, filing for approval 
with regulatory agencies, and approvals by regulatory agencies. In determining whether a payment is deemed to 
be a substantive performance milestone, we take into consideration (i) the nature, timing, and value of significant 
achievements in the development life-cycle of the related development product candidate, (ii) the relative level of effort 
required to achieve the milestone, and (iii) the relative level of risk in achieving the milestone, taking into account 
the high degree of uncertainty in successfully advancing product candidates in a drug development program and in 
ultimately attaining an approved drug product. Payments for achieving milestones which are not considered substantive 
are accounted for as license payments and recognized over the related performance period. 

We enter into collaboration agreements that include varying arrangements regarding which parties perform and 
bear the costs ofresearch and development activities. We may share the costs ofresearch and development activities 
with our collaborator, such as in our VEGF Trap-Eye collaboration with Bayer HealthCare, or we may be reimbursed 
for all or a significant portion of the costs of our research and development activities, such as in our aflibercept and 
antibody collaborations with sanofi-aventis. We record our internal and third-party development costs associated 
with these collaborations as research and development expenses. When we are entitled to reimbursement of all or a 
portion of the research and development expenses that we incur under a collaboration, we record those reimbursable 
amounts as collaboration revenue proportionately as we recognize our expenses. If the collaboration is a cost-sharing 
arrangement in which both we and our collaborator perform development work and share costs, in periods when 
our collaborator incurs development expenses that benefit the collaboration and Regeneron, we also recognize, as 
additional research and development expense, the portion of the collaborator's development expenses that we are 
obligated to reimburse. 
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In connection with non-refundable licensing payments, our performance period estimates are principally based 
on projections of the scope, progress, and results of our research and development activities. Due to the variability in the 
scope of activities and length of time necessary to develop a drug product, changes to development plans as programs 
progress, and uncertainty in the ultimate requirements to obtain governmental approval for commercialization, revisions 
to performance period estimates are likely to occur periodically, and could result in material changes to the amount of 
revenue recognized each year in the future. In addition, our estimated performance periods may change if development 
progran1s encounter delays or we and our collaborators decide to expand or contract our clinical plans for a drug 
candidate in various disease indications. For example, during the fourth quarter of 2008, we extended our estimated 
performance period in connection with the up-front and non-substantive milestone payments previously received from 
Bayer HealthCare pursuant to the companies' VEGF Trap-Eye collaboration and shortened our estimated performance 
period in connection with up-front payments from sanofi-aventis pursuant to the companies' aflibercept collaboration. 
The net effect of these changes in our estimates resulted in the recognition of$0.4 million less in collaboration revenue in 
the fourth quarter of 2008, compared to amounts recognized in connection with these deferred payments in each of the 
prior three quarters of 2008. In addition, in connection with amendments to expand and extend our antibody collaboration 
with sanofi-aventis, during the fourth quarter of 2009, we extended our estimated performance period related to the 
up-front payment previously received from sanofi-aventis pursuant to the companies' antibody collaboration. The effect 
of this change in estimate resulted in the recognition of $0.6 million less in collaboration revenue in the fourth quarter 
of 2009, compared to amounts recognized in each of the prior three quarters of 2009. Also, if a collaborator terminates 
an agreement in accordance with the terms of the agreement, we would recognize any unan1ortized remainder of an 
up-front or previously deferred payment at the time of the termination. 

Product Revenue 

In March 2008, ARCALYST® (rilonacept) became available for prescription in the United States for the 
treatment of CAPS. Revenue from product sales is recognized when persuasive evidence of an arrangement exists, 
title to product and associated risk of loss has passed to the customer, the price is fixed or determinable, collection 
from the customer is reasonably assured, and we have no further performance obligations. Revenue and deferred 
revenue from product sales are recorded net of applicable provisions for prompt pay discounts, product returns, 
estimated rebates payable under governmental programs (including Medicaid), distributor fees, and other sales
related costs. Since we have limited historical return and rebate experience for ARCALYST, product sales revenues 
are deferred until (i) the right of return no longer exists or we can reasonably estimate returns and (ii) rebates have 
been processed or we can reasonably estimate rebates. We review our estimates of rebates payable each period and 
record any necessary adjustments in the current period's net product sales. 

Clinical Trial Expenses 

Clinical trial costs are a significant component of research and development expenses and include costs 
associated with third-party contractors. We outsource a substantial portion of our clinical trial activities, utilizing 
external entities such as contract research organizations, independent clinical investigators, and other third-party 
service providers to assist us with the execution of our clinical studies. For each clinical trial that we conduct, certain 
clinical trial costs are expensed immediately, while others are expensed over time based on the expected total number 
of patients in the trial, the rate at which patients enter the trial, and the period over which clinical investigators or 
contract research organizations are expected to provide services. 

Clinical activities which relate principally to clinical sites and other administrative functions to manage our 
clinical trials are performed primarily by contract research organizations (CROs). CROs typically perform most of 
the start-up activities for our trials, including document preparation, site identification, screening and preparation, 
pre-study visits, training, and program management. On a budgeted basis, these start-up costs are typically 10% 
to 20% of the total contract value. On an actual basis, this percentage range can be significantly wider, as many of our 
contracts with CROs are either expanded or reduced in scope compared to the original budget, while start-up costs 
for the particular trial may not change materially. These start-up costs usually occur within a few months after the 
contract has been executed and are event driven in nature. The remaining activities and related costs, such as patient 
monitoring and administration, generally occur ratably throughout the life of the individual contract or study. In the 
event of early termination of a clinical trial, we accrue and recognize expenses in an amount based on our estimate of 
the remaining non-cancelable obligations associated with the winding down of the clinical trial and/or penalties. 

39 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 6212



For clinical study sites, where payments are made periodically on a per-patient basis to the institutions performing 
the clinical study, we accrue expense on an estimated cost-per-patient basis, based on subject enrollment and activity 
in each quarter. The amount of clinical study expense recognized in a quarter may vary from period to period based 
on the duration and progress of the study, the activities to be performed by the sites each quarter, the required level of 
patient enrollment, the rate at which patients actually enroll in and drop-out of the clinical study, and the number of 
sites involved in the study. Clinical trials that bear the greatest risk of change in estimates are typically those that have 
a significant number of sites, require a large number of patients, have complex patient screening requirements, and 
span multiple years. During the course of a trial, we adjust our rate of clinical expense recognition if actual results 
differ from our estimates. Our estimates and assumptions for clinical expense recognition could differ significantly 
from our actual results, which could cause material increases or decreases in research and development expenses 
in future periods when the actual results become known. No material adjustments to our past clinical trial accrual 
estimates were made during the years ended December 31, 2009, 2008, or 2007. 

Stock-based Employee Compensation 

We recognize stock-based compensation expense for grants of stock option awards and restricted stock to 
employees and non-employee members of our board of directors under our long-term incentive plans based on the 
grant-date fair value of those awards. The grant-date fair value of an award is generally recognized as compensation 
expense over the award's requisite service period. 

We use the Black-Scholes model to compute the estimated fair value of stock option awards. Using this model, 
fair value is calculated based on assumptions with respect to (i) expected volatility of our Common Stock price, 
(ii) the periods of time over which employees and members of our board of directors are expected to hold their options 
prior to exercise (expected lives), (iii) expected dividend yield on our Common Stock, and (iv) risk-free interest rates, 
which are based on quoted U.S. Treasury rates for securities with maturities approximating the options' expected 
lives. Expected volatility has been estimated based on actual movements in our stock price over the most recent 
historical periods equivalent to the options' expected lives. Expected lives are principally based on our historical 
exercise experience with previously issued employee and board of directors option grants. The expected dividend 
yield is zero as we have never paid dividends and do not currently anticipate paying any in the foreseeable future. 
Stock-based compensation expense also includes an estimate, which is made at the time of grant, of the number 
of awards that are expected to be forfeited. This estimate is revised, if necessary, in subsequent periods if actual 
forfeitures differ from those estimates. 

The assumptions used in computing the fair value of option awards reflect our best estimates but involve 
uncertainties related to market and other conditions, many of which are outside of our control. Changes in any 
of these assumptions may materially affect the fair value of stock options granted and the amount of stock-based 
compensation recognized in future periods. 

In addition, we have granted performance-based stock option awards which vest based upon the optionee 
satisfying certain performance and service conditions as defined in the agreements. Potential compensation cost, 
measured on the grant date, related to these performance options will be recognized only if, and when, we estimate 
that these options will vest, which is based on whether we consider the options' performance conditions to be probable 
of attainment. Our estimates of the number of performance-based options that will vest will be revised, if necessary, 
in subsequent periods. Changes in these estimates may materially affect the amount of stock-based compensation 
that we recognize in future periods related to performance-based options. 

Marketable Securities 

We have invested our excess cash primarily in direct obligations of the U.S. government and its agencies, 
other debt securities guaranteed by the U.S. government, and money market funds that invest in U.S. Government 
securities and, to a lesser extent, investment grade debt securities issued by corporations, bank deposits, and asset
backed securities. We consider our marketable securities to be "available-for-sale," as defined by authoritative 
guidance issued by the Financial Accounting Standards Board (FASB). These assets are carried at fair value and the 
unrealized gains and losses are included in other accumulated comprehensive income (loss) as a separate component 
of stockholders' equity. If the decline in the value of a marketable security in our investment portfolio is deemed to 
be other-than-temporary, we write down the security to its current fair value and recognize a loss that may be charged 
against income. 

40 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 6213



On a quarterly basis, we review our portfolio of marketable securities, using both quantitative and qualitative 
factors, to determine if declines in fair value below cost are other-than-temporary. Such factors include the length of 
time and the extent to which market value has been less than cost, financial condition and near-term prospects of the 
issuer, recommendations of investment advisors, and forecasts of economic, market, or industry trends. With respect 
to debt securities, this review process also includes an evaluation of our intent to sell an individual debt security or 
our need to sell the debt security before its anticipated recovery or maturity. With respect to equity securities, this 
review process includes an evaluation of our ability and intent to hold the securities until their full value can be 
recovered. This review is subjective and requires a high degree of judgment. 

As a result of our quarterly reviews of our marketable securities portfolio, during 2009, 2008, and 2007 we 
recorded charges for other-than-temporary impairment of our marketable securities totaling $0.1 million, $2.5 million, 
and $5.9 million, respectively. The current economic environment and the deterioration in the credit quality of issuers 
of securities that we hold increase the risk of potential declines in the current market value of marketable securities 
in our investment portfolio. Such declines could result in charges against income in future periods for other-than
temporary impairments and the amounts could be material. 

Depreciation of Property, Plant, and Equipment 

Property, plant, and equipment are stated at cost, net of accumulated depreciation. Depreciation is provided 
on a straight-line basis over the estimated useful lives of the assets. In some situations, the life of the asset may 
be extended or shortened if circumstances arise that would lead us to believe that the estimated life of the asset 
has changed. The life of leasehold improvements may change based on the extension of lease contracts with our 
landlords. Changes in the estimated lives of assets will result in an increase or decrease in the amount of depreciation 
recognized in future periods. 

Results of Operations 

Years Ended December 31, 2009 and 2008 

Net Loss 

Regeneron reported a net loss of $67.8 million, or $0.85 per share (basic and diluted), for the year ended 
December 31, 2009, compared to a net loss of $79.1 million, or $1.00 per share (basic and diluted) for 2008. The 
decrease in our net loss in 2009 was principally due to higher collaboration revenue in connection with our antibody 
collaboration with sanofi-aventis, receipt of a $20.0 million substantive performance milestone payment in connection 
with our VEGF Trap-Eye collaboration with Bayer HealthCare, and higher ARCALYST® (rilonacept) sales, partially 
offset by higher research and development expenses, as detailed below. 

Revenues 

Revenues in 2009 and 2008 consist of the following: 

(In millions) 

Collaboration revenue 
Sanofi-aventis ........................... . 
Bayer HealthCare ........................ . 

Total collaboration revenue .............. . 
Technology licensing revenue ................. . 
Net product sales ............................ . 
Contract research and other revenue ............ . 

Total revenue . . . . . . . . . . . . ............. . 

Sanofi-aventis Collaboration Revenue 

2009 2008 

$247.2 $154.0 
67.3 31.2 

314.5 185.2 
40.0 40.0 
18.4 6.3 
6.4 7.0 ---

$379.3 $238.5 

The collaboration revenue we earn from sanofi-aventis, as detailed below, consists primarily ofreimbursement 
for research and development expenses and recognition of revenue related to non-refundable up-front payments of 
$105.0 million related to the aflibercept collaboration and $85.0 million related to the antibody collaboration. 
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Sanofi-aventis Collaboration Revenue 
(in millions) 

Aflibercept: 
Regeneron expense reimbursement ............................................ . 
Recognition of deferred revenue related to up-front payments ....................... . 

Total aflibercept ........................................................ . 
Antibody: 

Regeneron expense reimbursement ............................................ . 
Recognition of deferred revenue related to up-front payment ....................... . 
Recognition of revenue related to VelociGene® agreement. ......................... . 

Total antibody .......................................................... . 
Total sanofi-aventis collaboration revenue ......................................... . 

Years ended 
December 31, 

2009 2008 

$ 26.6 $ 35.6 
9.9 8.8 

36.5 44.4 

198.l 97.9 
9.9 10.5 
2.7 1.2 

210.7 109.6 
$247.2 $154.0 

Sanofi-aventis' reimbursement of our aflibercept expenses decreased in 2009 compared to 2008, primarily due 
to lower costs related to internal research activities and manufacturing aflibercept clinical supplies. Recognition of 
deferred revenue related to sanofi-aventis' up-front aflibercept payments increased in 2009 compared to 2008 due to 
shortening the estimated performance period over which this deferred revenue is being recognized, effective in the 
fourth quarter of 2008. As of December 31, 2009, $42.5 million of the original $105.0 million of up-front payments 
related to aflibercept was deferred and will be recognized as revenue in future periods. 

In 2009, sanofi-aventis' reimbursement of our antibody expenses consisted of$99.8 million under the discovery 
agreement and $98.3 million of development costs under the license agreement, compared to $72.2 million and 
$25.7 million, respectively, in 2008. The higher reimbursement amounts in 2009 compared to 2008 were due to 
an increase in our research activities conducted under the discovery agreement and increases in our development 
activities for antibody candidates under the license agreement. Recognition of deferred revenue related to sanofi
aventis' $85.0 million up-front payment decreased in 2009 compared to 2008 due to the November 2009 amendments 
to expand and extend the companies' antibody collaboration. As of December 31, 2009, $63.7 million of the original 
$85.0 million up-front payment was deferred and will be recognized as revenue in future periods. 

In August 2008, we entered into a separate VelociGene agreement with sanofi-aventis. In 2009 and 2008, we 
recognized $2.7 million and $1.2 million, respectively, in revenue related to this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earn from Bayer HealthCare, as detailed below, consists of cost sharing of 
Regeneron VEGF Trap-Eye development expenses, substantive performance milestone payments, and recognition of 
revenue related to a non-refundable $75.0 million up-front payment and a $20.0 million milestone payment received 
in August 2007 (which, for the purpose of revenue recognition, was not considered substantive). 

Bayer HealthCare Collaboration Revenue 

(ln millions) 

Cost-sharing ofRegeneron VEGF Trap-Eye development expenses ....................... . 
Substantive performance milestone payment. ........................................ . 
Recognition of deferred revenue related to up-front and other milestone payments ........... . 

Total Bayer HealthCare collaboration revenue ..................................... . 

Years ended 
December 31, 

2009 2008 

$37.4 $18.8 
20.0 

9.9 12.4 
--
$67.3 $31.2 

Cost-sharing of our VEGF Trap-Eye development expenses with Bayer HealthCare increased in 2009 compared 
to 2008. Under the terms of the collaboration, in 2009, all agreed-upon VEGF Trap-Eye development expenses 
incurred by Regeneron and Bayer HealthCare under a global development plan were shared equally. In 2008, the 
first $70.0 million of agreed-upon VEGF Trap-Eye development expenses were shared equally, and we were solely 
responsible for up to the next $30.0 million. During the fourth quarter of 2008, we were solely responsible for most 
of the collaboration's VEGF Trap-Eye development expenses, which reduced the amount of cost-sharing revenue we 
earned from Bayer HealthCare in 2008. In addition, cost-sharing revenue increased in 2009, compared to 2008, due 
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to higher clinical development costs in connection with our VIEW 1 trial in wet AMD, Phase 2 trial in DME, and 
Phase 3 trial in CRVO. In July 2009, we received a $20.0 million substantive performance milestone payment from 
Bayer HealthCare in connection with the dosing of the first patient in a Phase 3 trial ofVEGF Trap-Eye in CRVO, 
which was recognized as collaboration revenue. Recognition of deferred revenue related to the up-front and August 
2007 milestone payments from Bayer HealthCare decreased in 2009 from 2008 due to an extension of the estimated 
performance period over which this deferred revenue is being recognized, effective in the fourth quarter of 2008. As 
of December 31, 2009, $56.8 million of these up-front licensing and milestone payments was deferred and will be 
recognized as revenue in future periods. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreements with AstraZeneca and Astellas, each of the 
$20.0 million annual, non-refundable payments are deferred upon receipt and recognized as revenue ratably over 
approximately the ensuing year of each agreement. In both 2009 and 2008, we recognized $40.0 million of technology 
licensing revenue related to these agreements. 

Net Product Sales 

In 2009 and 2008, we recognized as revenue $18.4 million and $6.3 million, respectively, of ARCALYST® 
(rilonacept) net product sales for which both the right of return no longer exists and rebates can be reasonably 
estimated. At December 31, 2009, deferred revenue related to ARCALYST net product sales totaled $4.8 million. 

Contract Research and Other Revenue 

Contract research and other revenue in 2009 and 2008 included $5.5 million and $4.9 million, respectively, 
recognized in connection with our five-year grant from the NIH, which we were awarded in September 2006 as part 
of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $453.4 million in 2009 from $324.7 million in 2008. Our average headcount 
in 2009 increased to 980 from 810 in 2008 principally as a result of our expanding research and development activities, 
which are primarily attributable to our antibody collaboration with sanofi-aventis. 

Operating expenses in 2009 and 2008 include a total of $31.3 million and $32.5 million, respectively, of non
cash compensation expense related to employee stock option and restricted stock awards (Non-cash Compensation 
Expense), as detailed below: 

Expenses 

(In millions) 

Research and development ............................ . 
Selling, general, and administrative ..................... . 
Cost of goods sold ................................... . 

Total operating expenses. . . . ....................... . 

Expenses 

(in millions) 

Research and development ............................ . 
Selling, general, and administrative ..................... . 
Cost of goods sold ................................... . 

Total operating expenses. . . . ....................... . 
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For the year ended December 31, 2009 
Expenses before 

inclusion of Non-cash Non-cash 
Compensation Compensation Expenses as 

Expense Expense Reported 

$380.0 $18.8 $398.8 
40.4 12.5 52.9 

1.7 1.7 
$422.1 $31.3 $453.4 

For the year ended December 31, 2008 
Expenses before 

inclusion of Non-cash Non-cash 
Compensation Compensation Expenses as 

Expense Expense Reported 

$255.9 $19.0 $274.9 
35.4 13.5 48.9 

0.9 0.9 --- ---
$292.2 $32.5 $324.7 
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The decrease in total Non-cash Compensation Expense in 2009 was primarily attributable to the lower fair 
market value of our Common Stock on the date of our annual employee option grants made in December 2008 as 
compared to the fair market value of annual employee option grants made in recent years prior to 2008. 

Research and Development Expenses 

Research and development expenses increased to $398.4 million in 2009 from $274.9 million in 2008. The 
following table summarizes the major categories of our research and development expenses in 2009 and 2008: 

Research and Development Expenses 

(In millions) 

Payroll and benefits(!)_ ................................................. . 
Clinical trial expenses ................................................. . 
Clinical manufacturing costs<2J ••••••••••••••••••••••••••••••••••••••••••• 

Research and preclinical development costs ................................ . 
Occupancy and other operating costs ..................................... . 
Cost-sharing of Bayer HealthCare VEGF Trap-Eye development expensesC3l ...... . 

Total research and development ....................................... . 

Year Ended 
December 31, 

2009 2008 

$ 99.9 $ 81.7 
111.6 49.3 
66.7 53.8 
42.3 29.6 
40.6 30.5 
37.7 30.0 

$398.8 $274.9 

Increase 

$ 18.2 
62.3 
12.9 
12.7 
10.l 
7.7 

$123.9 

<1l Includes $16.2 million and $16.7 million of Non-cash Compensation Expense in 2009 and 2008, respectively. 

<2l Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical 
trials, including related payroll and benefits, Non-cash Compensation Expense, manufacturing materials and 
supplies, depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $2.6 million and 
$2.3 million of Non-cash Compensation Expense in 2009 and 2008, respectively. 

<3) Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs VEGF Trap-Eye 
development expenses, we also recognize, as additional research and development expense, the portion of Bayer 
HealthCare's VEGF Trap-Eye development expenses that we are obligated to reimburse. Bayer HealthCare provides 
us with estimated VEGF Trap-Eye development expenses for the most recent fiscal quarter. Bayer HealthCare's 
estimate is reconciled to its actual expenses for such quarter in the subsequent fiscal quarter and our portion of its 
VEGF Trap-Eye development expenses that we are obligated to reimburse is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. 
Clinical trial expenses increased due primarily to higher costs related to our clinical development programs for 
(i) VEGF Trap-Eye, including our VIEW 1 trial in wet AMD, DA VINCI trial in DME, and COPERNICUS trial in 
CRVO, (ii) rilonacept, related to our Phase 3 clinical development program in gout, and (iii) monoclonal antibody 
candidates, which are in earlier stage clinical development. Clinical manufacturing costs increased due to higher 
costs related to manufacturing clinical supplies of rilonacept and monoclonal antibodies, partially offset by lower 
costs related to manufacturing aflibercept clinical supplies. Research and preclinical development costs increased 
primarily due to higher costs associated with our antibody programs. Occupancy and other operating costs increased 
principally in connection with our higher headcount, expanded research and development activities, and new and 
expanded leased laboratory and office facilities in Tarrytown, New York. Cost-sharing of Bayer HealthCare's VEGF 
Trap-Eye development expenses increased primarily due to higher costs in connection with the VIEW 2 trial in wet 
AMD and the GALILEO trial in CRVO, both of which are being conducted by Bayer HealthCare. 
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We prepare estimates of research and development costs for projects in clinical development, which include direct 
costs and allocations of certain costs such as indirect labor, Non-cash Compensation Expense, and manufacturing 
and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, 
the portion of Bayer Health Care's VEGF Trap-Eye development expenses that we are obligated to reimburse. Our 
estimates of research and development costs for clinical development programs are shown below: 

Project Costs 

(In millions) 

Rilonacept . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ............... . 
VEGF Trap-Eye ........................................... . 
Aflibercept ............................................... . 
REGN88 ................................................. . 
Other antibody candidates in clinical development ............... . 
Other research programs & unallocated costs . . . . ............... . 

Total research and development expenses .................... . 

Year ended 
December 31, 

2009 2008 

$ 67.7 $ 39.2 
109.8 82.7 
23.3 32.l 
36.9 21.4 
74.4 27.4 
86.7 72.1 --- ---

$398.8 $274.9 

Increase 
(Decrease) 

$ 28.5 
27.1 
(8.8) 
15.5 
47.0 
14.6 ---

$123.9 

Drug development and approval in the United States is a multi-step process regulated by the FDA. The 
process begins with discovery and preclinical evaluation, leading up to the submission of an IND to the FDA which, 
if successful, allows the opportunity for study in humans, or clinical study, of the potential new drug. Clinical 
development typically involves three phases of study: Phases 1, 2, and 3. The most significant costs in clinical 
development are in Phase 3 clinical trials, as they tend to be the longest and largest studies in the drug development 
process. Following successful completion of Phase 3 clinical trials for a biological product, a biologics license 
application (or BLA) must be submitted to, and accepted by, the FDA, and the FDA must approve the BLA prior to 
commercialization of the drug. It is not uncommon for the FDA to request additional data following its review of 
a BLA, which can significantly increase the drug development timeline and expenses. We may elect either on our 
own, or at the request of the FDA, to conduct further studies that are referred to as Phase 3B and 4 studies. Phase 
3B studies are initiated and either completed or substantially completed while the BLA is under FDA review. These 
studies are conducted under an IND. Phase 4 studies, also referred to as post-marketing studies, are studies that are 
initiated and conducted after the FDA has approved a product for marketing. In addition, as discovery research, 
preclinical development, and clinical programs progress, opportunities to expand development of drug candidates 
into new disease indications can emerge. We may elect to add such new disease indications to our development 
efforts (with the approval of our collaborator for joint development programs), thereby extending the period in which 
we will be developing a product. For example, we, and our collaborators where applicable, continue to explore further 
development ofrilonacept, aflibercept, and VEGF Trap-Eye in different disease indications. 

There are numerous uncertainties associated with drug development, including uncertainties related to safety 
and efficacy data from each phase of drug development, uncertainties related to the enrollment and performance of 
clinical trials, changes in regulatory requirements, changes in the competitive landscape affecting a product candidate, 
and other risks and uncertainties described in Item lA, "Risk Factors" under "Risks Related to ARCALYST® 
(rilonacept) and the Development of Our Product Candidates," "Regulatory and Litigation Risks," and "Risks Related 
to Commercialization of Products." The lengthy process of seeking FDA approvals, and subsequent compliance with 
applicable statutes and regulations, require the expenditure of substantial resources. Any failure by us to obtain, or 
delay in obtaining, regulatory approvals could materially adversely affect our business. 

For these reasons and due to the variability in the costs necessary to develop a product and the uncertainties 
related to future indications to be studied, the estimated cost and scope of the projects, and our ultimate ability to 
obtain governmental approval for commercialization, accurate and meaningful estimates of the total cost to bring 
our product candidates to market are not available. Similarly, we are currently unable to reasonably estimate if our 
product candidates will generate material product revenues and net cash inflows. In 2008, we received FDA approval 
for ARCALYST® (rilonacept) for the treatment of CAPS, a group of rare, inherited auto-inflammatory diseases 
that affect a very small group of people. We shipped $20.0 million and $10.7 million of ARCALYST to our U.S. 
distributors in 2009 and 2008, respectively. 
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Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $52.9 million in 2009 from $48.9 million in 2008. In 
2009, we incurred (i) higher compensation expense, (ii) higher patent-related costs, (iii) higher facility-related costs 
due primarily to increases in administrative headcount, and (iv) higher patient assistance costs related to ARCALYST® 
(rilonacept). These increases were partially offset by (i) lower marketing costs related to ARCALYST, (ii) a decrease 
in administrative recruitment costs, and (iii) lower professional fees related to various corporate matters. 

Cost of Goods Sold 

During 2008, we began recognizing revenue and cost of goods sold from net product sales of ARCALYST. 
We began capitalizing inventory costs associated with commercial supplies of ARCALYST subsequent to receipt 
of marketing approval from the FDA in February 2008. Costs for manufacturing supplies of ARCALYST prior to 
receipt of FDA approval were recognized as research and development expenses in the period that the costs were 
incurred. Therefore, these costs are not included in cost of goods sold when revenue is recognized from the sale of 
those supplies of ARCALYST. Cost of goods sold in 2009 and 2008 was $1.7 million and $0.9 million, respectively, 
and consisted primarily of royalties and other period costs related to ARCALYST commercial supplies. 

Other Income and Expense 

Investment income decreased to $4.5 million in 2009 from $18.2 million in 2008, due primarily to lower yields 
on, and lower balances of, cash and marketable securities. In addition, in 2009 and 2008, deterioration in the credit 
quality of specific marketable securities in our investment portfolio subjected us to the risk of not being able to 
recover these securities' carrying values. As a result, in 2009 and 2008, we recognized charges of $0.1 million and 
$2.5 million, respectively, related to these securities, which we considered to be other than temporarily impaired. In 
2009 and 2008, these charges were either wholly or partially offset by realized gains of$0.2 million and $1.2 million, 
respectively, on sales of marketable securities during the year. 

Interest expense decreased to $2.3 million in 2009 from $7.8 million in 2008. Interest expense in 2009 was 
attributable to the imputed interest portion of payments to our landlord, commencing in the third quarter of 2009, 
to lease newly constructed laboratory and office facilities in Tarrytown, New York. Interest expense in 2008 related 
to $200.0 million of 5.5% Convertible Senior Subordinated Notes until they were retired. During the second and 
third quarters of 2008, we repurchased a total of $82.5 million in principal amount of these convertible notes for 
$83.3 million. In connection with these repurchases, we recognized a $0.9 million loss on early extinguishment 
of debt, representing the premium paid on the notes plus related unamortized debt issuance costs. The remaining 
$117.5 million of convertible notes were repaid in full upon their maturity in October 2008. 

Income Tax (Benefit) Expense 

In 2009, we recognized a $4.1 million income tax benefit, consisting primarily of (i) $2.7 million resulting from 
a provision in the Worker, Homeownership, and Business Assistance Act of2009 that allows us to claim a refund of 
U.S. federal alternative minimum tax that we paid in 2008, as described below, and (ii) $0.7 million resulting from a 
provision in the American Recovery and Reinvestment Act of 2009 that allows us to claim a refund for a portion of 
our unused pre-2006 research tax credits. 

In 2008, we implemented a tax planning strategy which resulted in the utilization of certain net operating loss 
carry-forwards that would otherwise have expired over the next several years, to offset income for tax purposes. As 
a result, we incurred and paid income tax expense of $3.1 million, which relates to U.S. federal and New York State 
alternative minimum taxes and included $0.2 million of interest and penalties. This expense was partly offset by a 
$0.7 million income tax benefit, resulting from a provision in the Housing Assistance Tax Act of 2008 that allowed 
us to claim a refund for a portion of our unused pre-2006 research tax credits. 
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Years Ended December 31, 2008 and 2007 

Net Loss 

Regeneron reported a net loss of $79.1 million, or $1.00 per share (basic and diluted), for the year ended 
December 31, 2008, compared to a net loss of $106.5 million, or $1.61 per share (basic and diluted) for 2007. The 
decrease in net loss was principally due to revenues earned in 2008 in connection with our November 2007 antibody 
collaboration with sanofi-aventis, partly offset by higher research and development expenses. 

Revenues 

Revenues in 2008 and 2007 consist of the following: 

(b1 millions) 

Collaboration revenue 
Sanofi-aventis .......................... . 
Bayer HealthCare ........................ . 

Total collaboration revenue . . . . . . . . . . . . . . 
Technology licensing revenue .................. . 
Net product sales ............................ . 
Contract research and other revenue ............ . 

Total revenue ........................ . 

Sanofi-Aventis Collaboration Revenue 

2008 

$154.0 
31.2 

185.2 
40.0 

6.3 
7.0 

$238.5 

2007 

$ 51.7 
35.9 
87.6 
28.4 

9.0 
$125.0 

The collaboration revenue we earn from sanofi-aventis, as detailed below, consists primarily ofreimbursement 
for research and development expenses and recognition of revenue related to non-refundable up-front payments of 
$105.0 million related to the aflibercept collaboration and $85.0 million related to the antibody collaboration. 

Sanofi-aventis Collaboration Revenue 

(In millions) 

Aflibercept 
Regeneron expense reimbursement .............................................. . 
Recognition of deferred revenue related to up-front payments ......................... . 

Total aflibercept . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ........... . 
Antibody: 

Regeneron expense reimbursement .............................................. . 
Recognition of deferred revenue related to up-front payment ......................... . 
Recognition of revenue related to Ve loci Gene® agreement. ........................... . 

Toi.al antibody ........................................................... . 
Total sanofi-aventis collaboration revenue ........................................... . 

Years ended 
December 31, 

2008 2007 

$ 35.6 $38.3 
8.8 8.8 

44.4 47.1 

97.9 3.7 
10.5 0.9 

1.2 
109.6 4.6 ---

$154.0 $51.7 

Sanofi-aventis' reimbursement of Regeneron's aflibercept expenses decreased in 2008 compared to 2007, 
primarily due to lower costs related to manufacturing aflibercept clinical supplies. Recognition of deferred revenue 
relates to sanofi-aventis' up-front aflibercept payments. As of December 31, 2008, $52.4 million of the original 
$105.0 million of up-front payments related to aflibercept was deferred and will be recognized as revenue in future 
periods. 

In 2008, sanofi-aventis' reimbursement of Regeneron's antibody expenses consisted of $72.2 million under 
the discovery agreement and $25.7 million of development costs, related primarily to REGN88, under the license 
agreement, compared to $3.0 million and $0.7 million, respectively, in 2007. Recognition of deferred revenue under 
the antibody collaboration related to sanofi-aventis' $85.0 million up-front payment. As of December 31, 2008, $73.6 
million of this up-front payment was deferred and will be recognized as revenue in future periods. 
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In August 2008, we entered into a separate VelaciGene® agreement with sanofi-aventis. In 2008, we recognized 
$1.2 million in revenue related to this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earn from Bayer HealthCare, as detailed below, consists of cost sharing of 
Regeneron VEGF Trap-Eye development expenses and recognition of revenue related to a non-refundable $75.0 
million up-front payment and a $20.0 million milestone payment received in August 2007 (which, for the purpose of 
revenue recognition, was not considered substantive). 

Bayer HealthCare Collaboration Revenue 

(In millions) 

Cost-sharing ofRegeneron VEGF Trap-Eye development expenses ....................... . 
Recognition of deferred revenue related to up-front and milestone payments ................ . 

Total Bayer HealthCare collaboration revenue ...................................... . 

Years ended 
December 31, 

2008 2007 

$18.8 $20.0 
12.4 15.9 

$31.2 $35.9 

For the period from the collaboration's inception in October 2006 through September 30, 2007, all up-front 
licensing, milestone, and cost-sharing payments received or receivable from Bayer HealthCare had been fully 
deferred and included in deferred revenue. In the fourth quarter of 2007, we and Bayer HealthCare approved a global 
development plan for VEGF Trap-Eye in wet AMD. The plan included estimated development steps, timelines, 
and costs, as well as the projected responsibilities of each of the companies. In addition, in the fourth quarter of 
2007, we and Bayer HealthCare reaffirmed the companies' commitment to a DME development program and had 
initial estimates of development costs for VEGF Trap-Eye in DME. As a result, effective in the fourth quarter of 
2007, the Company determined the appropriate accounting policy for payments from Bayer HealthCare. The $75.0 
million up-front licensing and $20.0 million milestone payments from Bayer HealthCare are being recognized as 
collaboration revenue over the related estimated performance period. In periods when we recognize VEGF Trap-Eye 
development expenses that we incur under the collaboration, we also recognize, as collaboration revenue, the portion 
of those VEGF Trap-Eye development expenses that is reimbursable from Bayer HealthCare. In periods when Bayer 
HealthCare incurs agreed upon VEGF Trap-Eye development expenses that benefit the collaboration and Regeneron, 
we also recognize, as additional research and development expense, the portion of Bayer HealthCare's VEGF 
Trap-Eye development expenses that we are obligated to reimburse. In the fourth quarter of 2007, we commenced 
recognizing previously deferred payments from Bayer HealthCare and cost-sharing of our and Bayer HealthCare's 
2007 VEGF Trap-Eye development expenses through a cumulative catch-up. 

Cost-sharing of our VEGF Trap-Eye development expenses with Bayer HealthCare decreased in 2008 compared 
to 2007. Under the terms of the collaboration, in 2008, the first $70.0 million of agreed-upon VEGF Trap-Eye 
development expenses incurred by Regeneron and Bayer HealthCare under a global development plan were shared 
equally, and we were solely responsible for up to the next $30.0 million. Since both we and Bayer HealthCare incurred 
higher VEGF Trap-Eye development expenses in 2008 compared to 2007, during the fourth quarter of 2008, we were 
solely responsible for most of the collaboration's VEGF Trap-Eye development expenses, which partly contributed 
to the revenue decrease in 2008 compared to 2007. In addition, the decrease was due in part to the cumulative catch
up recognized in 2007 from the inception of the collaboration in October 2006, as described above. Recognition of 
deferred revenue related to Bayer HealthCare's $75.0 million up-front and $20.0 million milestone payments also 
decreased in 2008 from 2007 as a result of the cumulative catch-up. As of December 31, 2008, $66.7 million of the 
up-front licensing and milestone payments was deferred and will be recognized as revenue in future periods. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreements with AstraZeneca and Astellas, each of the 
$20.0 million annual, non-refundable payments are deferred upon receipt and recognized as revenue ratably over 
approximately the ensuing year of each agreement. In 2008 and 2007, we recognized $40.0 million and $28.4 million, 
respectively, of technology licensing revenue related to these agreements. 
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Net Product Sales 

In 2008, we recognized as revenue $6.3 million of ARCALYST® (rilonacept) net product sales for which both 
the right ofreturn no longer exists and rebates can be reasonably estimated. At December 31, 2008, deferred revenue 
related to ARCALYST net product sales totaled $4.0 million. 

Contract Research and Other Revenue 

Contract research and other revenue in 2008 and 2007 included $4.9 million and $5.5 million, respectively, 
recognized in connection with our five-year grant from the NIH, which we were awarded in September 2006 as part 
of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $324.7 million in 2008 from $240.4 million in 2007. Our average headcount 
in 2008 increased to 810 from 627 in 2007 principally as a result of our expanding research and development activities 
which are primarily attributable to our antibody collaboration with sanofi-aventis. 

Operating expenses in 2008 and 2007 include a total of$32.5 million and $28.l million, respectively, ofNon
cash Compensation Expense, as detailed below: 

Expenses 

(In millions) 

Research and development ........................ . 
Selling, general, and administrative ................. . 
Cost of goods sold ............................... . 

Total operating expenses ....................... . 

Expenses 

(In millions) 

Research and development ........................ . 
Selling, general, and administrative ................. . 

Total operating expenses ....................... . 

For the year ended December 31, 2008 
Expenses before 

inclusion of Non-cash Non-cash 
Compensation Compensation Expenses as 

Expense Expense Reported 

$255.9 $19.0 $274.9 
35.4 13.5 48.9 
0.9 0.9 ---

$292.2 $32.5 324.7 

For the year ended December 31, 2007 

Expenses before 
inclusion of Non-cash 

Compensation 
Expense 

$186.3 
26.0 

$212.3 

Non-cash 
Compensation 

Expense 

$16.2 
11.9 

$28.1 

Expenses as 
Reported 

$202.5 
37.9 

$240.4 

The increase in total Non-cash Compensation Expense in 2008 was partly attributable to the higher fair market 
value of our Common Stock on the date of our annual employee option grants made in December 2007 in comparison 
to the fair market value of annual employee option grants made in recent years prior to 2006. In addition, Non-cash 
Compensation Expense in 2008 and 2007 included $2.2 million and $0.1 million, respectively, in connection with a 
December 2007 Restricted Stock award. 
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Research and Development Expenses 

Research and development expenses increased to $274.9 million in 2008 from $202.5 million in 2007. The 
following table summarizes the major categories of our research and development expenses in 2008 and 2007: 

Research and Development Expenses 
(In millions) 

Payroll and benefits(!) ................................................ . 
Clinical trial expenses . . . . . . . . ....................................... . 
Clinical manufacturing costs<2

) •••••••••••••••••••••••••••••••••••••••••• 

Research and preclinical development costs .............................. . 
Occupancy and other operating costs .................................... . 
Cost-sharing of Bayer HealthCare VEGF Trap-Eye development expenses(3l .... . 

Total research and development ..................................... . 

Year ended 
December 31, 

2008 2007 

$ 81.7 $ 60.6 
49.3 37.6 
53.8 47.0 
29.6 23.2 
30.5 23.5 
30.0 10.6 --- ---

$274.9 $202.5 

Increase 

$21.1 
11.7 
6.8 
6.4 
7.0 

19.4 --
$72.4 

(ll Includes $16.7 million and $l3.2 million of Non-cash Compensation Expense in 2008 and 2007, respectively. 

(Zl Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, 
including related payroll and benefits, Non-cash Compensation Expense, manufacturing materials and supplies, 
depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $2.3 million and $3.0 
million of Non-cash Compensation Expense in 2008 and 2007, respectively. 

(
3J Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs VEGF Trap-Eye 

development expenses, we also recognize, as additional research and development expense, the portion of Bayer 
HealthCare's VEGF Trap-Eye development expenses that we are obligated to reimburse. In the fourth quarter 
of 2007, we commenced recognizing cost-sharing of our and Bayer Healthcare's VEGF Trap-Eye development 
expenses. Bayer HealthCare provides us with estimated VEGF Trap-Eye development expenses for the most 
recent fiscal quarter. Bayer HealthCare's estimate is reconciled to its actual expenses for such quarter in the 
subsequent fiscal quarter and our portion of its VEGF Trap-Eye development expenses that we are obligated to 
reimburse is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. 
Clinical trial expenses increased due primarily to higher costs related to our clinical development programs for 
(i) VEGF Trap-Eye, which includes our VIEW 1 trial in wet AMD, (ii) rilonacept, which includes our Phase 2 
gout flare prevention clinical study, and (iii) monoclonal antibodies, which includes REGN88 as well as clinical
related preparatory activities for REGN421. Clinical manufacturing costs increased due primarily to higher expenses 
related to VEGF Trap-Eye and monoclonal antibodies, including REGN88. These increases were partially offset by 
a reduction in manufacturing costs associated with rilonacept and aflibercept. Research and preclinical development 
costs increased primarily due to higher costs associated with our antibody programs. Occupancy and other operating 
costs increased principally in connection with our higher headcount and expanded research and development 
activities. Cost-sharing of Bayer HealthCare's VEGF Trap-Eye development expenses increased primarily due to 
higher costs in connection with the VIEW 2 trial in wet AMD, which Bayer HealthCare initiated in 2008. 
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We prepare estimates of research and development costs for projects in clinical development, which include direct 
costs and allocations of certain costs such as indirect labor, Non-cash Compensation Expense, and manufacturing 
and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, 
the portion of Bayer HealthCare's VEGF Trap-Eye development expenses that we are obligated to reimburse. Our 
estimates of research and development costs for clinical development programs are shown below: 

Project Costs 

(in millions) 

Rilonacept . . . . . . . .............................. . 
Aflibercept .................................... . 
VEGF Trap-Eye ................................. . 
REGN88 ....................................... . 
Other research programs & unallocated costs ......... . 

Total research and development expenses .......... . 

Year ended 
December 31, 

2008 2007 

$ 39.2 $ 38.1 
32.1 33.7 
82.7 53.7 
21.4 13.6 
99.5 63.4 --- ---

$274.9 $202.5 

Increase 
(Decrease) 

$ 1.1 
(1.6) 
29.0 

7.8 
36.1 --

$72.4 

For the reasons described above in Results of Operations for the years ended December 31, 2009 and 2008, 
under the caption "Research and Development Expenses", and due to the variability in the costs necessary to develop 
a product and the uncertainties related to future indications to be studied, the estimated cost and scope of the projects, 
and our ultimate ability to obtain governmental approval for commercialization, accurate and meaningful estimates 
of the total cost to bring our product candidates to market are not available. Similarly, we are currently unable to 
reasonably estimate if our product candidates will generate material product revenues and net cash inflows. In the 
first quarter of 2008, we received FDA approval for ARCALYST® (rilonacept) for the treatment of CAPS, a group 
of rare, inherited auto-inflammatory diseases. These rare diseases affect a very small group of people. We shipped 
$10.7 million of ARCALYST to our U.S. distributors in 2008. 

Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $48.9 million in 2008 from $37.9 million in 2007. In 
2008, we incurred $5.2 million of selling expenses related to ARCALYST for the treatment of CAPS. General and 
administrative expenses increased in 2008 due to (i) higher compensation expense primarily resulting from increases 
in administrative headcount to support our expanded research and development activities, (ii) higher recruitment and 
related costs associated with expanding our headcount, (iii) higher fees for professional services related to various 
general corporate matters, and (iv) higher administrative facility-related costs. 

Cost of Goods Sold 

During 2008, we began recognizing revenue and cost of goods sold from net product sales of ARCALYST. 
We began capitalizing inventory costs associated with commercial supplies of ARCALYST subsequent to receipt 
of marketing approval from the FDA in February 2008. Costs for manufacturing supplies of ARCALYST prior to 
receipt of FDA approval were recognized as research and development expenses in the period that the costs were 
incurred. Therefore, these costs are not being included in cost of goods sold when revenue is recognized from the sale 
of those supplies of ARCALYST. Cost of goods sold in 2008 was $0.9 million and consisted primarily of royalties and 
other period costs related to ARCALYST commercial supplies. 

Other Income and Expense 

Investment income decreased to $18.2 million in 2008 from $20.9 million in 2007, due primarily to lower yields 
on our cash and marketable securities. In addition, in 2008 and 2007, deterioration in the credit quality of specific 
marketable securities in our investment portfolio subjected us to the risk of not being able to recover these securities' 
carrying values. As a result, in 2008 and 2007, we recognized charges of $2.5 million and $5.9 million, respectively, 
related to these securities, which we considered to be other than temporarily impaired. In 2008, these charges were 
partially offset by realized gains of $1.2 million on sales of marketable securities during the year. 
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Interest expense of $7.8 million and $12.0 million in 2008 and 2007, respectively, was attributable to our 5.5% 
Convertible Senior Subordinated Notes due October 17, 2008. During the second and third quarters of 2008, we 
repurchased a total of $82.5 million in principal amount of these convertible notes for $83.3 million. In connection 
with these repurchases, we recognized a $0.9 million loss on early extinguishment of debt, representing the premium 
paid on the notes plus related unamortized debt issuance costs. The remaining $117.5 million of convertible notes 
were repaid in full upon their maturity in October 2008. 

Income Tax Expense 

In the third quarter of 2008, we implemented a tax planning strategy which resulted in the utilization of certain 
net operating loss carry-forwards, that would otherwise have expired over the next several years, to offset income 
for tax purposes. As a result, we incurred and paid income tax expense of $3.1 million, which relates to U.S. federal 
and New York State alternative minimum taxes and included $0.2 million of interest and penalties. This expense was 
partially offset by a $0.7 million income tax benefit, resulting from a provision in the Housing Assistance Tax Act of 
2008 that allowed us to claim a refund for a portion of our unused pre-2006 research tax credits. 

Revision of Previously Issued Financial Statements 

The application ofFASB authoritative guidance, under certain conditions, can result in the capitalization on a 
lessee's books of a lessor's costs of constructing facilities to be leased to the lessee. In mid-2009, we became aware 
that certain of these conditions were applicable to our December 2006 lease, as amended, of new laboratory and 
office facilities in Tarrytown, New York. As a result, we are deemed, in substance, to be the owner of the landlord's 
buildings, and the landlord's costs of constructing these new facilities were required to be capitalized on our books as 
a non-cash transaction, offset by a corresponding lease obligation on our balance sheet. In addition, the land element 
of the lease should have been accounted for as an operating lease; therefore, adjustments to non-cash rent expense 
previously recognized in connection with these new facilities were also required. Lease payments on these facilities 
commenced in August 2009. 

We revised our previously issued financial statements to capitalize the landlord's costs of constructing the 
new Tarrytown facilities which we are leasing and to adjust our previously recognized rent expense in connection 
with these facilities, as described above. These revisions primarily resulted in an increase to property, plant, and 
equipment and a corresponding increase in facility lease obligation (a long-term liability) at each balance sheet date. 
We also revised our statements of operations and statements of cash flows to reflect rent expense in connection with 
only the land element of our lease, with a corresponding adjustment to other long-term liabilities. 

As previously disclosed in our Quarterly Reports on Form 10-Q for the quarters ended June 30 and September 30, 
2009, the above described revisions consisted entirely of non-cash adjustments. They had no impact on our business 
operations, existing capital resources, or our ability to fund our operating needs, including the preclinical and clinical 
development of our product candidates. The revisions also had no impact on our previously reported net increases or 
decreases in cash and cash equivalents in any period and, except for the quarter ended March 31, 2009, had no impact 
on our previously reported net cash flows from operating activities, investing activities, and financing activities. In 
addition, these revisions had no impact on our previously reported current assets, cmTent liabilities, and operating 
revenues. We have not amended previously issued financial statements because, after considering both qualitative 
and quantitative factors, we determined that the judgment of a reasonable person relying on our previously issued 
financial statements would not have been changed or influenced by these revisions. 
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For comparative purposes, the impact of the above described revisions to our balance sheet as of December 31, 2008 
is as follows: 

Balance Sheet Impact at December 31, 2008 
(In millions) 

As originally reported 

Property, plant, and equipment, net ............. . 
Total assets ................................ . 

Other long-term liabilities .................... . 
Total liabilities ............................. . 

Accumulated deficit ......................... . 
Total stockholders' equity .................... . 
Total liabilities and stockholders' equity ......... . 

As revised 

Property, plant, and equipment, net ............. . 
Total assets ................................ . 

Facility lease obligation ...................... . 
Other long-term liabilities .................... . 
Total liabilities ............................. . 

Accumulated deficit ......................... . 
Total stockholders' equity .................... . 
Total liabilities and stockholders' equity ......... . 

December 31, 
2008 

$ 87.9 
670.0 

5.1 
251.2 

(875.9) 
418.8 
670.0 

$ 142.0 
724.2 

54.2 
2.4 

302.7 

(873.3) 
421.5 
724.2 

For comparative purposes, the impact of the above described revisions to our statements of operations for the 
period(s) set forth below is as follows: 

Statements of Operations Impact for the years ended December 31, 2008 and 2007 
(In millions, except per share data) 

December 31, 
2008 2007 

As originally reported 

Research and development expenses ...................... . $278.0 $ 201.6 
Selling, general, and administrative expenses ............... . 49.3 37.9 
Total expenses ........................................ . 328,3 239.5 
Net loss ............................................. . (82.7) (105.6) 
Net loss per share, basic and diluted ...................... . $ (1.05) $ (1.59) 

As revised 

Research and development expenses ...................... . $274.9 $ 202.5 
Selling, general, and administrative expenses ............... . 48.9 37.9 
Total expenses ........................................ . 324.7 240.4 
Net loss ............................................. . (79.1) (106.5) 
Net loss per share, basic and diluted ...................... . $ (1.00) $ (1.61) 

These revised amounts are reflected in this Annual Report on Form 10-K for the year ended December 31, 2009. 
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Liquidity and Capital Resources 

Since our inception in 1988, we have financed our operations primarily through offerings of our equity 
securities, a private placement of convertible debt (which was repaid in 2008), purchases of our equity securities 
by our collaborators, including sanofi-aventis, revenue earned under our past and present research and development 
agreements, including our agreements with sanofi-aventis and Bayer HealthCare, our past contract manufacturing 
agreements, and our technology licensing agreements, ARCALYST® (rilonacept) product revenue, and investment 
mcome. 

Sources and Uses of Cash for the Years Ended December 31, 2009, 2008, and 2007 

At December 31, 2009, we had $390.0 million in cash, cash equivalents, restricted cash, and marketable securities 
compared with $527.5 million at December 31, 2008 and $846.3 million at December 31, 2007. Under the terms of 
our non-exclusive license agreements with AstraZeneca and Astellas, each company made $20.0 million annual, 
non-refundable payments to us in each of 2009, 2008, and 2007. In July 2009 and August 2007, we received $20.0 
million milestone payments from Bayer HealthCare in connection with the dosing of the first patient in a Phase 3 trial 
ofVEGF Trap-Eye in CRVO and wet AMD, respectively. In December 2007, we received an $85.0 million upfront 
payment in connection with our original antibody collaboration agreement with sanofi-aventis. Sanofi-aventis also 
purchased 12 million newly issued, unregistered shares of our Common Stock in December 2007 for gross proceeds 
to us of$312.0 million. 

Cash (Used in) Provided by Operations 

Net cash used in operations was $72.2 million in 2009 and $89.l million in 2008, and net cash provided by 
operations was $27.4 million in 2007. Our net losses of $67.8 million in 2009, $79.1 million in 2008, and $106.5 
million in 2007 included $31.3 million, $32.5 million, and $28.l million, respectively, of Non-cash Compensation 
Expense. Our net losses also included depreciation and amortization of $14.2 million, $11.3 million, and $11.5 million 
in 2009, 2008, and 2007, respectively. 

At December 31, 2009, accounts receivable increased by $30.4 million, compared to end-of-year 2008, 
primarily due to a higher receivable balance related to our antibody collaboration with sanofi-aventis. Our deferred 
revenue balances at December 31, 2009 decreased by $27.5 million, compared to end-of-year 2008, primarily due to 
the amortization of previously received deferred payments under our collaborations with sanofi-aventis and Bayer 
HealthCare. Accounts payable, accrued expenses, and other liabilities increased $13.0 million at December 31, 2009, 
compared to end-ot:.year 2008, primarily in connection with our expanded levels of activities and expenditures, 
including higher liabilities for clinical-related expenses, which were partially offset by an $8.6 million decrease in 
the cost-sharing payment due to Bayer HealthCare in connection with our VEGF Trap-Eye collaboration. 

At December 31, 2008, accounts receivable increased by $16.9 million, compared to end-of-year 2007, primarily 
due to a higher receivable balance related to our antibody collaboration with sanofi-aventis. Our deferred revenue 
balances at December 31, 2008 decreased by $26.8 million, compared to end-of-year 2007, primarily due to the 
amortization of previously received deferred payments under our collaborations with sanofi-aventis and Bayer 
HealthCare. This decrease was partially offset by the deferral of $4.0 million of ARCALYST® (rilonacept) net product 
sales at December 31, 2008. 

At December 31, 2007, accounts receivable increased by $10.8 million, compared to end-of-year 2006, due to 
higher receivable balances related to our collaborations with sanofi-aventis and Bayer HealthCare. Also, prepaid 
expenses and other assets increased $9.6 million at December 31, 2007, compared to end-of-year 2006, due primarily 
to higher prepaid clinical trial costs. Our deferred revenue balances at December 31, 2007 increased by $89.8 million, 
compared to end-of-year 2006, due primarily to (i) the $85.0 million up-front payment received from sanofi-aventis, 
(ii) the $20.0 million milestone payment from Bayer HealthCare which was not considered to be substantive for 
revenue recognition purposes and, therefore, fully deferred, and (iii) the two $20.0 million licensing payments 
received from each of AstraZeneca and Astellas, all as described above, partly offset by 2007 revenue recognition, 
principally from amortization of these deferred payments and prior year deferred payments from sanofi-aventis and 
Bayer HealthCare. Accounts payable, accrued expenses, and other liabilities increased $19.1 million at December 31, 
2007, compared to end-of-year 2006, primarily due to a $4.9 million cost-sharing payment due to Bayer HealthCare 
in connection with the companies' VEGF Trap-Eye collaboration and higher accruals in 2007 for payroll costs and 
clinical-related expenses. 
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The majority of our cash expenditures in 2009, 2008, and 2007 were to fund research and development, primarily 
related to our clinical programs and our preclinical human monoclonal antibody programs. In 2008 and 2007, we 
made interest payments totaling $9.3 million and $11.0 million, respectively, on our convertible senior subordinated 
notes. The convertible notes were repaid in full in 2008. 

Cash Provided by (Used in) Investing Activities 

Net cash provided by investing activities was $146 thousand in 2009 and $30.8 million in 2008, and net cash 
used in investing activities was $85.7 million in 2007. In 2009 and 2008, sales or maturities of marketable securities 
exceeded purchases by $97.4 million and $65.7 million, respectively, whereas in 2007, purchases of marketable 
securities exceeded sales or maturities by $67.3 million. Capital expenditures in 2009 and 2008 included costs in 
connection with expanding our manufacturing capacity at our Rensselaer, New York facilities and tenant improvements 
and related costs in connection with our December 2006 Tarrytown, New York lease, as described below. Capital 
expenditures in 2007 included the purchase of land and a building in Rensselaer for $9.0 million. 

Cash Provided by (Used in) Financing Activities 

Net cash provided by financing activities was $31.4 million in 2009 and $319.4 million in 2007, respectively, and 
net cash used in financing activities was $192.9 million in 2008. In 2009, we received a $23.6 million reimbursement 
of tenant improvements from our landlord in connection with our new Tarrytown facilities, which we are deemed 
to own in accordance with FASB authoritative guidance. In the second and third quarters of 2008, we repurchased 
$82.5 million in principal amount of our convertible senior subordinated notes for $83.3 million. The remaining 
$117.5 million of convertible notes were repaid in full upon their maturity in October 2008. In 2007, sanofi-aventis 
purchased 12 million newly issued, unregistered shares of our Common Stock for gross proceeds to us of $312.0 
million. In addition, proceeds from issuances of Common Stock in connection with exercises of employee stock 
options were $8.6 million in 2009, $7.9 million in 2008, and $7.6 million in 2007. 

Fair Value of Marketable Securities 

At December 31, 2009 and 2008, we held marketable securities whose aggregate fair value totaled $181.3 
million and $278.0 million, respectively. The composition of our portfolio of marketable securities on these dates 
was as follows: 

2009 2008 

Investment type Fair Value Percent Fair Value Percent 

U.S. Treasury securities .................................... . $ 80.4 44% $113.9 41% 
U.S. government agency securities .......................... . 29.6 16% 58.3 21% 
U.S. government-guaranteed corporate bonds .................. . 48.7 27% 29.8 11% 
U.S. government guaranteed collatera1ized mortgage obligations ... . 3.7 2% 17.4 6% 
Corporate bonds .......................................... . 10.3 6% 37.1 13% 
Mortgage-backed securities ................................. . 3.2 2% 10.0 4% 
Other asset-backed securities ............................... . 7.8 3% 
Other .................................................. . 5.4 3% 3.7 1% --- - --- --

Total marketable securities .............................. . $181.3 100% $278.0 100% 

In addition, at December 31, 2009 and 2008, we had $208.7 million and $249.5 million, respectively, ofcash, cash 
equivalents, and restricted cash, primarily held in money market funds that invest in U.S. government securities. 

During 2009, as marketable securities in our portfolio matured or paid down, we purchased primarily U.S. 
Treasury securities, U.S. government agency obligations, and U.S. government-guaranteed debt. This shift toward 
higher quality securities, which we initiated in 2008, reduced the risk profile, as well as the overall yield, of our 
portfolio during 2009. 

In particular, we reduced the proportion of mortgage-backed securities in, and eliminated other asset-backed 
securities from, the portfolio since they had deteriorated in credit quality and declined in value due to higher 
delinquency rates on the underlying collateral supporting these securities. The mortgage-backed securities that we 
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held at December 31, 2009 are backed by prime and sub-prime residential mortgages and home equity loans. The 
estimated fair value of our mortgage-backed securities generally ranged from 77% to 99% of par value at December 31, 
2009. Our mortgage-backed securities are all senior tranches that are paid-down before other subordinated tranches 
as the loans in the underlying collateral are repaid. Through December 31, 2009, we continued to receive monthly 
payments of principal and interest on our mortgage-backed securities holdings. If the monthly principal and interest 
payments continue at approximately the current rate, we anticipate that all of the mortgage-backed securities in our 
portfolio will be repaid within the next two years, and most would be repaid in 2010. However, higher delinquency 
rates in the underlying collateral supporting mortgage-backed securities in our investment portfolio could result in 
future impairment charges related to these securities, which could be material. 

We classify our investments using a three-tier fair value hierarchy, which prioritizes the inputs used in measuring 
fair value. The three tiers are Level 1, defined as observable inputs such as quoted prices in active markets; Level 2, 
defined as inputs other than quoted prices in active markets that are either directly or indirectly observable; and Level 
3, defined as unobservable inputs in which little or no market data exists, therefore requiring an entity to develop its 
own assumptions. 

Changes in Level 3 marketable securities during the year ended December 31, 2009 and 2008 were as follows: 

(In millions) 

Balance January 1 . .......................... . 
Settlements ................................ . 
Realized gain .............................. . 
Impairments ............................... . 
Balance December 31 ........................ . 

Level 3 
Marketable 
Securities 

2009 

$ 0.1 
2008 

$ 7.9 
(8.2) 
1.1 

(0.7) 
$ 0.1 

During the years ended December 31, 2009 and 2008, there were no transfers of marketable securities between 
Level 2 and Level 3 classifications. 

Our methods for valuing our marketable securities are described in Note 2 to our financial statements included 
in this Annual Report on Form 10-K. With respect to valuations for pricing our Level 2 marketable securities, 
we consider quantitative and qualitative factors such as financial conditions and near term prospects of the issuer, 
recommendations of investment advisors, and forecasts of economic, market, or industry trends. For valuations that 
we determine for our Level 3 marketable securities, we regularly monitor these securities and adjust their valuations 
as deemed appropriate based on the facts and circumstances. 

Collaborations with the sanofl-aventis Group 

Aflibercept 

In September 2003, we entered into a collaboration agreement with Aventis Pharmaceuticals Inc. (predecessor 
to sanofi-aventis U.S.) to collaborate on the development and commercialization of aflibercept in all countries other 
than Japan, where we retained the exclusive right to develop and commercialize aflibercept. Sanofi-aventis made a 
non-refundable up-front payment of $80.0 million and purchased 2,799,552 newly issued unregistered shares of our 
Common Stock for $45.0 million. 

In January 2005, we and sanofi-aventis amended the collaboration agreement to exclude, from the scope of the 
collaboration, the development and commercialization of aflibercept for intraocular delivery to the eye. In connection 
with this amendment, sanofi-aventis made a $25.0 million non-refundable payment to us. 

In December 2005, we and sanofi-aventis amended our collaboration agreement to expand the territory in 
which the companies are collaborating on the development of aflibercept to include Japan. In connection with 
this amendment, sanofi-aventis agreed to make a $25.0 million non-refundable up-front payment to us, which was 
received in January 2006. Under the collaboration agreement, as amended, we and sanofi-aventis will share co
promotion rights and profits on sales, if any, of aflibercept outside of Japan for disease indications included in our 
collaboration. In Japan, we are entitled to a royalty of approximately 35% on annual sales of aflibercept. We may 
also receive up to $400 million in milestone payments upon receipt of specified marketing approvals, including up to 
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$360 million in milestone payments related to the receipt of marketing approvals for up to eight aflibercept oncology 
and other indications in the United States or the European Union and up to $40 million related to the receipt of 
marketing approvals for up to five aflibercept oncology indications in Japan. 

We have agreed to manufacture clinical supplies of aflibercept at our plant in Rensselaer, New York. Sanofi
aventis has agreed to be responsible for providing commercial scale manufacturing capacity for aflibercept. 

Under the collaboration agreement, as amended, agreed upon worldwide aflibercept development expenses 
incurred by both companies during the term of the agreement, including costs associated with the manufacture of 
clinical drug supply, will be funded by sanofi-aventis. If the collaboration becomes profitable, we will be obligated 
to reimburse sanofi-aventis for 50% of these development expenses, including 50% of the $25.0 million payment 
received in connection with the January 2005 amendment to our collaboration agreement, in accordance with a 
formula based on the amount of development expenses and our share of the collaboration profits and Japan royalties, 
or at a faster rate at our option. In addition, if the first commercial sale of an aflibercept product for intraocular 
delivery to the eye predates the first commercial sale of an aflibercept product under the collaboration by two years, 
we will begin reimbursing sanofi-aventis for up to $7.5 million of aflibercept development expenses in accordance 
with a formula until the first commercial aflibercept sale under the collaboration occurs. Since inception of the 
collaboration agreement through December 31, 2009, we and sanofi-aventis have incurred $598.4 million in agreed 
upon development expenses related to aflibercept. Currently, multiple clinical studies to evaluate aflibercept as both 
a single agent and in combination with other therapies in various cancer indications are ongoing. 

Sanofi-aventis funded $26.6 million, $35.6 million, and $38.3 million, respectively, of our aflibercept 
development costs in 2009, 2008, and 2007, of which $3.6 million, $6.3 million, and $10.5 million, respectively, 
were included in accounts receivable as of December 31, 2009, 2008, and 2007. In addition, the up-front payments 
from sanofi-aventis of$80.0 million in September 2003 and $25.0 million in January 2006 were recorded to deferred 
revenue and are being recognized as contract research and development revenue over the period during which we 
expect to perform services. In 2009, 2008, and 2007, we recognized $9.9 million, $8.8 million, and $8.8 million of 
revenue, respectively, related to these up-front payments. 

Sanofi-aventis has the right to terminate the agreement without cause with at least twelve months advance 
notice. Upon termination of the agreement for any reason, any remaining obligation to reimburse sanofi-aventis for 
50% of aflibercept development expenses will terminate and we will retain all rights to aflibercept. 

Antibodies 

In November 2007, we and sanofi-aventis entered into a global, strategic collaboration to discover, develop, 
and commercialize fully human monoclonal antibodies. The collaboration is governed by a Discovery and 
Preclinical Development Agreement and a License and Collaboration Agreement. We received a non-refundable 
up-front payment of $85.0 million from sanofi-aventis under the discovery agreement. In addition, sanofi-aventis 
is funding research at Regeneron to identify and validate potential drug discovery targets and develop fully human 
monoclonal antibodies against these targets. Sanofi-aventis funded approximately $175 million of research from 
the collaboration's inception through December 31, 2009. In November 2009, we and sanofi-aventis amended these 
collaboration agreements to expand and extend our antibody collaboration. Sanofi-aventis will now fund up to $160 
million per year of our antibody discovery activities in 2010 through 2017, subject to a one-time option for sanofi
aventis to adjust the maximum reimbursement amount down to $120 million per year commencing in 2014 if over 
the prior two years certain specified criteria are not satisfied. The discovery agreement will expire on December 31, 
2017; however, sanofi-aventis has an option to extend the agreement for up to an additional three years for further 
antibody development and preclinical activities. 

For each drug candidate identified under the discovery agreement, sanofi-aventis has the option to license 
rights to the candidate lmder the license agreement. If it elects to do so, sanofi-aventis will co-develop the drug 
candidate with us through product approval. Under the license agreement, agreed upon worldwide development 
expenses incurred by both companies during the term of the agreement will be funded by sanofi-aventis, except 
that following receipt of the first positive Phase 3 trial results for a co-developed drug candidate, subsequent Phase 
3 trial-related costs for that drug candidate (called Shared Phase 3 Trial Costs) will be shared 80% by sanofi-aventis 
and 20% by us. If the collaboration becomes profitable, we will be obligated to reimburse sanofi-aventis for 50% of 
development expenses that were fully funded by sanofi-aventis (or half of $140.2 million as of December 31, 2009) 
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and 30% of Shared Phase 3 Trial Costs, in accordance with a defined formula based on the amounts of these expenses 
and our share of the collaboration profits from commercialization of collaboration products. However, we are not 
required to apply more than 10% of our share of the profits from collaboration products in any calendar quarter 
towards reimbursing sanofi-aventis for these development. costs. If sanofi-aventis does not exercise its option to 
license rights to a particular drug candidate under the license agreement, we will retain the exclusive right to develop 
and commercialize such drug candidate, and sanofi-aventis will receive a royalty on sales, if any. 

Sanofi-aventis will lead commercialization activities for products developed under the license agreement, 
subject to our right to co-promote such products. The parties will equally share profits and losses from sales within 
the United States. The parties will share profits outside the United States on a sliding scale based on sales starting 
at 65% (sanofi-aventis)/35% (us) and ending at 55% (sanofi-aventis)/45% (us), and losses outside the United States 
at 55% (sanofi-aventis)/45% (us). In addition to profit sharing, we are entitled to receive up to $250 million in sales 
milestone payments, with milestone payments commencing only if and after aggregate annual sales outside the 
United States exceed $1.0 billion on a rolling 12-month basis. 

We are obligated to use commercially reasonable efforts to supply clinical requirements of each drug candidate 
under the collaboration until commercial supplies of that drug candidate are being manufactured. In connection 
with the November 2009 amendment of the collaboration's discovery agreement, sanofi-aventis will fund up to $30 
million of agreed-upon costs incurred by us to expand our manufacturing capacity at our Rensselaer, New York 
facilities, of which $0.5 million were included in accounts receivable at December 31, 2009. 

In 2009, 2008, and 2007, sanofi-aventis funded $99.8 million, $72.2 million, and $3.0 million, respectively, 
of our expenses under the collaboration's discovery agreement and $98.3 million, $25.7 million, and $0.7 million, 
respectively, of our development costs under the license agreement. Of these amounts, $57.9 million and $25.5 million 
were included in accounts receivable as of December 31, 2009 and 2008, respectively. The $85.0 million up-front 
payment received from sanofi-aventis in December 2007 was recorded to deferred revenue and is being recognized 
as collaboration revenue over the period during which we expect to perform services. In 2009, 2008, and 2007, we 
recognized $9.9 million, $10.5 million, and $0.9 million of revenue, respectively, related to this up-front payment. In 
addition, reimbursements by sanofi-aventis of our costs to expand our manufacturing capacity will be recorded to 
deferred revenue and recognized prospectively as collaboration revenue over the same period applicable to recognition 
of the $85.0 million up-front payment, as described above. 

In connection with the antibody collaboration, in August 2008, we entered into a separate agreement with 
sanofi-aventis to use our proprietary VelociGene® technology platform to supply sanofi-aventis with genetically 
modified mammalian models of gene function and disease. The agreement provides for minimum annual order 
quantities for the term of the agreement, which extends through December 2012, for which we expect to receive 
payments totaling a minimum of$21.5 million, of which $5.l million had been received as of December 31, 2009. 

With respect to each antibody product which enters development under the license agreement, sanofi-aventis 
or we may, by giving twelve months notice, opt-out of further development and/or commercialization of the product, 
in which event the other party retains exclusive rights to continue the development and/or commercialization of 
the product. We may also opt-out of the further development of an antibody product if we give notice to sanofi
aventis within thirty days of the date that sanofi-aventis elects to jointly develop such antibody product under the 
license agreement. Each of the discovery agreement and the license agreement contains other termination provisions, 
including for material breach by the other party. Prior to December 31, 2017, sanofi-aventis has the right to terminate 
the discovery agreement without cause with at least three months advance written notice; however, except under 
defined circumstances, sanofi-aventis would be obligated to immediately pay to us the full amount ofunpaid research 
funding during the remaining term of the research agreement through December 31, 2017. Upon termination of the 
collaboration in its entirety, our obligation to reimburse sanofi-aventis for development costs out of any future profits 
from collaboration products will terminate. 

In December 2007, we sold sanofi-aventis 12 million newly issued, unregistered shares of Common Stock at 
an aggregate cash price of $312.0 million, or $26.00 per share of Common Stock. As a condition to the closing of 
this transaction, sanofi-aventis entered into an investor agreement with us. This agreement, which was amended in 
November 2009, contains certain demand rights, "stand-still provisions", and other restrictions, which are more fully 
described in Note 12 to our Financial Statements. 

58 

APOTEX V. REGENERON IPR2022-01524 
REGENERON EXHIBIT 2008 PAGE 6231



Collaboration with Bayer HealthCare 

In October 2006, we entered into a license and collaboration agreement with Bayer HealthCare to globally 
develop, and commercialize outside the United States, VEGF Trap-Eye. Under the terms of the agreement, 
Bayer HealthCare made a non-refundable up-front payment to us of $75.0 million. In August 2007, we received a 
$20.0 million milestone payment (which, for the purpose of revenue recognition, was not considered substantive) 
from Bayer HealthCare following dosing of the first patient in the Phase 3 study ofVEGF Trap-Eye in wet AMD. In 
July 2009, we received a $20.0 minion substantive performance milestone payment from Bayer HealthCare following 
dosing of the first patient in a Phase 3 study ofVEGF Trap-Eye in CRVO. We are eligible to receive up to $70 million 
in additional development and regulatory milestones related to the VEGF Trap-Eye program. We are also eligible to 
receive up to an additional $135 million in sales milestones if total annual sales ofVEGF Trap-Eye outside the United 
States achieve certain specified levels starting at $200 million. 

We will share equally with Bayer HealthCare in any future profits arising from the commercialization of 
VEGF Trap-Eye outside the United States. IfVEGF Trap-Eye is granted marketing authorization in a major market 
country outside the United States and the collaboration becomes profitable, we will be obligated to reimburse Bayer 
HealthCare out of our share of the collaboration profits for 50% of the agreed upon development expenses that Bayer 
HealthCare has incurred (or half of $138.4 million at December 31, 2009) in accordance with a formula based on 
the amount of development expenses that Bayer HealthCare has incurred and our share of the collaboration profits, 
or at a faster rate at our option. Within the United States, we are responsible for any future commercialization of 
VEGF Trap-Eye and retain exclusive rights to any future profits from such commercialization in the United States. 
To date, we and Bayer HealthCare have initiated Phase 3 programs ofVEGF Trap-Eye in wet AMD and CRVO and 
a Phase 2 clinical study in DME. We are also obligated to use commercially reasonable efforts to supply clinical and 
commercial product requirements. 

The $75.0 million up-front payment and the $20.0 million milestone payment received in August 2007 from 
Bayer HealthCare were recorded to deferred revenue. In 2009, 2008, and 2007, we recognized $9.9 million, $12.4 
million, and $15.9 million, respectively, ofrevenue related to these deferred payments. The $20.0 million substantive 
performance milestone payment received from Bayer HealthCare in July 2009 was recognized as revenue in 2009. 

Under the terms of the agreement, in 2009 and thereafter, all agreed upon VEGF Trap-Eye development expenses 
incurred by both companies under a global development plan will be shared equally. In 2009, this resulted in a net 
payment by us of$0.3 million to Bayer HealthCare. In 2008, the first $70.0 million ofVEGF Trap-Eye development 
expenses were shared equally and we were solely responsible for up to the next $30.0 million, which resulted in a net 
payment byus of$11.3 million to Bayer HealthCare. In 2007, the first $50.0 million ofVEGF Trap-Eye development 
expenses were shared equally and we were solely responsible for up to the next $40.0 million, which resulted in a 
net reimbursement of $9.4 million from Bayer HealthCare to us. At December 31, 2009 and 2008, accrued expenses 
included $1.2 million and $9.8 million, respectively, due to Bayer HealthCare. 

Bayer HealthCare has the right to terminate the agreement without cause with at least six months or twelve 
months advance notice depending on defined circumstances at the time of termination. In the event of termination of 
the agreement for any reason, we retain all rights to VEGF Trap-Eye. 

License Agreements with AstraZeneca and Astellas 

Under these non-exclusive license agreements, AstraZeneca and Astellas each made $20.0 million annual, 
non-refundable payments to us in each of 2009, 2008, and 2007. AstraZeneca and Astellas are each required to make 
up to three additional annual payments of $20.0 million, subject to each licensee's ability to terminate its license 
agreement with us afaer making the next annual payment in 2010. 

National Institutes of Health Grant 

Under our five-year grant from the NIH, as amended, we are entitled to receive a minimum of $25.3 million 
over the five-year period beginning in September 2006, subject to compliance with the grant's terms and annual 
funding approvals, including $1.5 million to optimize our existing C57BL/6 ES cell line and its proprietary growth 
medium. In 2009, 2008, and 2007, we recognized $5.5 million, $4.9 million, and $5.5 million, respectively, of 
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revenue related to the NIH Grant, of which $1.2 million and $1.3 million, respectively, was receivable at the end of 
2009 and 2008. In 2010, we expect to receive funding of approximately $5.5 million for reimbursement ofRegeneron 
expenses related to the NIH Grant. 

License Agreement with Cellectis 

In July 2008, we and Cellectis S.A. entered into an Amended and Restated Non-Exclusive License Agreement. 
The amended license agreement resolved a dispute between the parties related to the interpretation of a license 
agreement entered into by the parties in December 2003 pursuant to which we licensed certain patents and patent 
applications relating to a process for the specific replacement of a copy of a gene in the receiver genome by homologous 
recombination. Pursuant to the amended license agreement, in July 2008, we made a non-refundable $12.5 million 
payment to Cellectis and agreed to pay Cellectis a low single-digit royalty based on revenue received by us from any 
future licenses or sales of our VelociGene® or Veloclmmune® products and services. No royalties are payable with 
respect to our Veloclmmune license agreements with AstraZeneca and Astellas or our antibody collaboration with 
sanofi-aventis. In addition, no royalties are payable on any revenue from commercial sales of antibodies from our 
Veloclrnmune technology. 

We are amortizing our $12.5 million payment to Cellectis in proportion to past and anticipated future revenues 
under our license agreements with AstraZeneca and Astellas and our antibody discovery agreement with sanofi
aventis (as amended in November 2009). In 2009 and 2008, we recognized $2.3 million and $2.7 million, respectively, 
of expense related to the Cellectis agreement. 

In July 2008, we and Cellectis also entered into a Subscription Agreement pursuant to which we purchased 
368,301 ordinary shares of Cellectis in November 2008 at a price of EUR 8.63 per share (which was equivalent to 
$10.98 at the EUR exchange rate on the date of purchase). 

Lease - Tarrytown, New York Facilities: 

We lease approximately 537,100 square feet oflaboratory and office space at facilities in Tarrytown, New York, 
under a December 2006 lease agreement, as amended. These facilities include approximately 230,000 square feet 
of newly constructed space in two new buildings (Buildings A and B) that were completed during the third quarter 
of 2009 and, under a December 2009 amendment to the lease, approximately 130,900 square feet of additional 
new space that is under construction in a third new building (Building C), which is expected to be completed in 
mid-2011. The lease will expire in June 2024 and contains three renewal options to extend the term of the lease 
by five years each, as well as early termination options on approximately 290,400 square feet of space. The lease 
provides for monthly payments over its term and additional charges for utilities, taxes, and operating expenses. 
Certain premises under the lease are accounted for as operating leases. However, for the newly constructed space 
that we are leasing, we are deemed, in substance, to be the owner of the landlord's buildings in accordance with 
the application ofFASB authoritative guidance (as described above under "Revision of Previously Issued Financial 
Statements"), and the landlord's costs of constructing these new facilities are required to be capitalized on our 
books as a non-cash transaction, offset by a corresponding lease obligation on our balance sheet. 

In connection with the lease, in December 2006, we issued a letter of credit in the amount of$1.6 million to our 
landlord, which is collateralized by a $1.6 million bank certificate of deposit. 

In connection with Buildings A and B, we capitalized our landlord's costs of constructing these new facilities, 
which totaled $58.2 million as of December 31, 2009, and recognized a corresponding facility lease obligation of 
$58.2 million. We also recognized, as an additional facility lease obligation, reimbursements totaling $23.6 million 
from our landlord during 2009 for tenant improvement costs that we incurred since, under FASB authoritative 
guidance, these reimbursements from our landlord are deemed to be a financing obligation. Monthly lease payments 
on these facilities are allocated between the land element of the lease (which is accounted for as an operating lease) and 
the facility lease obligation, based on the estimated relative fair values of the land and buildings. The imputed interest 
rate applicable to the facility lease obligation is approximately 11%. At December 31, 2009 and 2008, the facility 
lease obligation balance in connection with these new facilities was $81.0 million and $54.2 million, respectively. 

60 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 6233



In addition, as described above, we amended our lease in December 2009 to include additional new laboratory 
and office space in Building C that is under construction. As of December 31, 2009, we capitalized $27.8 million of 
our landlord's costs of constructing these new facilities, and recognized a corresponding facility lease obligation of 
$27.8 million. Monthly lease payments on these facilities will commence in January 2011 and additional charges for 
utilities, taxes, and operating expenses commenced in January 2010. Rent expense in connection with the land 
element of these additional facilities, which is accounted for as an operating lease, commenced in December 2009 
and is recorded as a deferred liability until lease payments commence in January 2011. In addition, interest expense 
is imputed at a rate of approximately 9%, and is capitalized and deferred in connection with this facility lease 
obligation. At December 31, 2009, the facility lease obligation balance in connection with these additional new 
facilities was $28.0 million. 

Capital Expenditures 

Our cash expenditures for property, plant, and equipment totaled $97.3 million in 2009, $34.9 million in 2008, 
and $18.4 million in 2007. As described above, $23.6 million of tenant improvement costs we incurred in Tarrytown 
were reimbursed by our landlord in 2009. We expect to incur capital expenditures of approximately $80 to $110 
million in 2010 and approximately $40 to $60 million in 2011, primarily in connection with expanding our Rensselaer, 
New York manufacturing facilities and tenant improvements at our newly leased Tarrytown facilities in Building 
C. In February 2010, we received $47.5 million from our landlord in connection with tenant improvement costs in 
Tarrytown. We also expect to be reimbursed for a portion of the capital expenditures for our Rensselaer facilities by 
sanofi-aventis, with the remaining amount to be funded by our existing capital resources. 

Funding Requirements 

Our total expenses for research and development from inception through December 31, 2009 have been 
approximately $2.0 billion. We have entered into various agreements related to our activities to develop and 
commercialize product candidates and utilize our technology platforms, including collaboration agreements, such 
as those with sanofi-aventis and Bayer HealthCare, and agreements to use our Velocigene® technology platform. We 
incurred expenses associated with these agreements, which include reimbursable and non-reimbursable amounts, 
an allocable portion of general and administrative costs, and cost sharing of a collaborator's development expenses, 
where applicable, of $333.7 million, $230.6 million, and $108.2 million in 2009, 2008, and 2007, respectively. 

We expect to continue to incur substantial funding requirements primarily for research and development activities 
(including preclinical and clinical testing). Before taking into account reimbursements from our collaborators, 
and exclusive of anticipated funding for capital expenditures as described above, we currently anticipate that 
approximately 65-75% of our expenditures for 2010 will be directed toward the preclinical and clinical development 
of product candidates, including rilonacept, aflibercept, VEGF Trap-Eye, and clinical stage monoclonal antibodies; 
approximately 15-25% of our expenditures for 2010 will be applied to our basic research and early preclinical 
activities; and the remainder of our expenditures for 2010 will be used for the continued development of our novel 
technology platforms and general corporate purposes. While we expect that funding requirements for our research 
and development activities will continue to increase in 2010, we also expect that a greater proportion of our research 
and development expenditures will be reimbursed by our collaborators, especially in connection with our amended 
and expanded antibody collaboration with sanofi-aventis. 

In connection with our funding requirements, the following table summarizes our contractual obligations as 
of December 31, 2009. These obligations and commitments assume non-termination of agreements and represent 
expected payments based on current operating forecasts, which are subject to change: 

Payments Due by Period 

Less than Greater than 
Total one year l to 3 years 3 to 5 years 5 years 

(In millions) 

Operating leases(!l .......................... $ 96.2 $ 6.3 $11.6 $12.4 $ 65.9 
Purchase obligations(2l ...................... 150.6 112.5 38.1 
Other long-term liabilities(3) •••••••••••••••••• 205.4 8.2 22.4 26.6 148.2 
Total contractual obligations ................. $452.2 $127.0 $72.1 $39.0 $214.1 
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<1J Excludes future contingent costs for utilities, real estate taxes, and operating expenses included in our rent. In 
2009, these costs were $8.4 million. See Note l l(a) to our Financial Statements. 

<2J Purchase obligations primarily relate to (i) research and development commitments, including those related to 
clinical trials, (ii) capital expenditures for equipment acquisitions, and (iii) license payments. Our obligation to 
pay certain of these amounts may increase or be reduced based on certain future events. Open purchase orders 
for the acquisition of goods and services in the ordinary course of business are excluded from the table above. 

<3J Represents payments with respect to facility lease obligations in connection with our lease of facilities in 
Tarrytown, New York, as described above. See Note ll(a) to our Financial Statements. 

As described above, in February 2010, we received $47.5 million from our landlord in connection with tenant 
improvement costs in Tarrytown. As a result, total contractual obligations, as detailed in the table above, will 
increase (i) from 127.0 million to $130.9 million for the year ending December 31, 2010, (ii) from $72.l million to 
$80.0 million for the two-year period beginning January 1, 2011, (iii) from $39.0 million to $47.0 million for the two
year period beginning January 1, 2013, and (iv) from $214.1 million to $251.6 million for the fiscal years beginning 
January 1, 2015 and thereafter. 

Under our collaboration with Bayer HealthCare, over the next several years we and Bayer HealthCare will share 
agreed upon VEGF Trap-Eye development expenses incurred by both companies, under a global development plan, 
as described above. In addition, under our collaboration agreements with sanofi-aventis and Bayer HealthCare, if the 
applicable collaboration becomes profitable, we have contingent contractual obligations to reimburse sanofi-aventis 
and Bayer HealthCare for a defined percentage (generally 50%) of agreed-upon development expenses incurred 
by sanofi-aventis and Bayer HealthCare, respectively. Profitability under each collaboration will be measured 
by calculating net sales less agreed-upon expenses. These reimbursements would be deducted from our share of 
the collaboration profits (and, for our aflibercept collaboration with sanofi-aventis, royalties on product sales in 
Japan) otherwise payable to us unless we agree to reimburse these expenses at a faster rate at our option. Given the 
uncertainties related to drug development (including the development of aflibercept and co-developed antibody 
candidates in collaboration with sanofi-aventis and VEGF Trap-Eye in collaboration with Bayer HealthCare) such 
as the variability in the length of time necessary to develop a product candidate and the ultimate ability to obtain 
governmental approval for commercialization, we are currently unable to reliably estimate if our collaborations with 
sanofi-aventis and Bayer HealthCare will become profitable. 

The amount we need to fund operations will depend on various factors, including the status of competitive 
products, the success of our research and development programs, the potential future need to expand our professional 
and support staff and facilities, the status of patents and other intellectual property rights, the delay or failure of a 
clinical trial of any of our potential drug candidates, and the continuation, extent, and success of our collaborations 
with sanofi-aventis and Bayer HealthCare. Clinical trial costs are dependent, among other things, on the size and 
duration of trials, fees charged for services provided by clinical trial investigators and other third parties, the costs 
for manufacturing the product candidate for use in the trials, and for supplies, laboratory tests, and other expenses. 
The amount of funding that will be required for our clinical programs depends upon the results of our research and 
preclinical programs and early-stage clinical trials, regulatory requirements, the duration and results of clinical trials 
underway and of additional clinical trials that we decide to initiate, and the various factors that affect the cost of each 
trial as described above. Currently, we are required to remit royalties on product sales of ARCALYST® (rilonacept) 
for the treatment of CAPS. In the future, ifwe are able to successfully develop, market, and sell ARCALYST for other 
indications or certain of our product candidates, we may be required to pay royalties or otherwise share the profits 
generated on such sales in connection with our collaboration and licensing agreements. 

We expect that expenses related to the filing, prosecution, defense, and enforcement of patents and other 
intellectual property will continue to be substantial. 

We believe that our existing capital resources, including funding we are entitled to receive under our collaboration 
agreements, will enable us to meet operating needs through at least 2012. However, this is a forward-looking statement 
based on our current operating plan, and there may be a change in projected revenues or expenses that would lead 
to our capital being consumed significantly before such time. For example, if we choose to commercialize products 
that are not licensed to a third party, we could incur substantial pre-marketing and commercialization expenses that 
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could lead us to consume our cash at a faster rate. If there is insufficient capital to fund all of our planned operations 
and activities, we would expect to prioritize available capital to fund selected preclinical and clinical development 
programs or license selected products. 

Other than our operating leases and a $1.6 million letter of credit issued to our landlord in connection with 
our lease for facilities in Tarrytown, New York, as described above, we have no off-balance sheet arrangements. In 
addition, we do not guarantee the obligations of any other entity. As of December 31, 2009, we had no established 
banking arrangements through which we could obtain short-term financing or a line of credit. In the event we need 
additional financing for the operation of our business, we will consider collaborative arrangements and additional 
public or private financing, including additional equity financing. Factors influencing the availability of additional 
financing include our progress in product development, investor perception of our prospects, and the general condition 
of the financial markets. We may not be able to secure the necessary funding through new collaborative arrangements 
or additional public or private offerings. If we cannot raise adequate funds to satisfy our capital requirements, we 
may have to delay, scale-back, or eliminate certain of our research and development activities or future operations. 
This could materially harm our business. 

Future Impact of Recently Issued Accounting Standards 

In October 2009, the FASB amended its authoritative guidance on multiple-deliverable revenue arrangements. 
The amended guidance provides greater ability to separate and allocate arrangement consideration in a multiple
element revenue arrangement by requiring the use of estimated selling prices to allocate arrangement consideration, 
thereby eliminating the use of the residual method of allocation. The amended guidance also requires expanded 
qualitative and quantitative disclosures surrounding multiple-deliverable revenue arrangements. This guidance may 
be applied retrospectively or prospectively for new or materially modified arrangements. We are required to adopt 
this amended guidance effective for the fiscal year beginning January 1, 2011, although earlier adoption is permitted. 
We are currently evaluating the impact that this guidance will have on our financial statements. 

ITEM 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK 

Interest Rate Risk 

Our earnings and cash flows are subject to fluctuations due to changes in interest rates principally in connection 
with our investment of excess cash in direct obligations of the U.S. government and its agencies, other debt securities 
guaranteed by the U.S. government, and money market funds that invest in U.S. Government securities and, to a 
lesser extent, investment grade debt securities issued by corporations, bank deposits, and asset-backed securities. 
We do not believe we are materially exposed to changes in interest rates. Under our current policies, we do not use 
interest rate derivative instruments to manage exposure to interest rate changes. We estimate that a one percent 
unfavorable change in interest rates would have resulted in approximately a $0.6 million and $1.9 million decrease in 
the fair value of our investment portfolio at December 31, 2009 and 2008, respectively. 

Credit Quality Risk 

We have an investment policy that includes guidelines on acceptable investment securities, minimum credit 
quality, maturity parameters, and concentration and diversification. Nonetheless, deterioration of the credit quality 
of an investment security subsequent to purchase may subject us to the risk of not being able to recover the full 
principal value of the security. We have recognized other-than-temporary impairment charges related to certain 
marketable securities of $0. l million, $2.5 million, and $5.9 million in 2009, 2008, and 2007, respectively. 

The current economic environment and the deterioration in the credit quality of issuers of securities that we hold 
increase the risk of potential declines in the current market value of marketable securities in our investment portfolio. 
Such declines could result in charges against income in future periods for other-than-temporary impairments and the 
amounts could be material. 

ITEM 8. FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA 

The financial statements required by this Item are included on pages F-1 through F-35 of this report. The 
supplementary financial information required by this Item is included at page F-35 of this report. 
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ITEM 9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND 
FINANCIAL DISCLOSURE 

Not applicable. 

ITEM 9A. CONTROLS AND PROCEDURES 

Evaluation of Disclosure Controls and Procedures 

The Company's management, with the participation of our chief executive officer and chief financial officer, 
conducted an evaluation of the effectiveness of the Company's disclosure controls and procedures (as such term 
is defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934 (the "Exchange Act")) as of 
the end of the period covered by this Annual Report on Form 10-K. Based on this evaluation, our chief executive 
officer and chief financial officer each concluded that, as of the end of such period, our disclosure controls and 
procedures were effective in ensuring that information required to be disclosed by the Company in the reports that 
it files or submits under the Exchange Act is recorded, processed, summarized, and reported on a timely basis, and 
is accumulated and communicated to the Company's management, including the Company's chief executive officer 
and chief financial officer, as appropriate to allow timely decisions regarding required disclosure. 

Management Report on Internal Control over Financial Reporting 

Our management is responsible for establishing and maintaining adequate internal control over financial 
reporting, as such term is defined in Rules 13a-15(:t) and 15d-15(:t) under the Exchange Act. Our management 
conducted an evaluation of the effectiveness of our internal control over financial reporting using the framework in 
Internal Control- Integrated Framework issued by the Committee of Sponsoring Organizations of the Treadway 
Commission. Based on that evaluation our management has concluded that our internal control over financial 
reporting was effective as of December 31, 2009. The effectiveness of our internal control over financial reporting as 
of December 31, 2009 has been audited by PricewaterhouseCoopers LLP, an independent registered public accounting 
firm, as stated in their report which appears herein. 

Because of its inherent limitations, internal control over financial reporting may not prevent or detect 
misstatements. Also, projections of any evaluation of effectiveness to future periods are subject to the risk that 
controls may become inadequate because of changes in conditions, or that the degree of compliance with the policies 
or procedures may deteriorate. 

Changes in Internal Control over Financial Reporting 

There has been no change in our internal control over financial reporting (as such term is defined in Rules 
13a-15(f) and 15d-15{:t) under the Exchange Act) during the quarter ended December 31, 2009 that has materially 
affected, or is reasonably likely to materially affect, our internal control over financial reporting. 

Our management, including our chief executive officer and chief financial officer, does not expect that our 
disclosure controls and procedures or internal controls over financial reporting will prevent all errors and all fraud. 
A control system, no matter how well conceived and operated, can provide only reasonable, not absolute, assurance 
that the objectives of the system are met and cannot detect all deviations. Because of the inherent limitations in all 
control systems, no evaluation of controls can provide absolute assurance that all control issues and instances of fraud 
or deviations, if any, within the company have been detected. Projections of any evaluation of effectiveness to future 
periods are subject to the risks that controls may become inadequate because of changes in conditions, or that the 
degree of compliance with the policies or procedures may deteriorate. 

ITEM 9B. OTHER INI<'ORMATION 

None. 
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PART HI 

ITEM 10. DIRECTORS, EXECUTIVE O}'FICERS AND CORPORATE GOVERNANCE 

The information required by this item (other than the information set forth in the next paragraph in this Item 
10) will be included in our definitive proxy statement with respect to our 2010 Annual Meeting of Shareholders to be 
filed with the SEC, and is incorporated herein by reference. 

We have adopted a code of business conduct and ethics that applies to our officers, directors, and employees. The 
full text ofour code ofbusiness conduct and ethics can be found on the Company's website (http://www.regeneron.com) 
under the "Corporate Governance" heading on the "About Us" page. 

ITEM 11. EXECUTIVE COMPENSATION 

The information called for by this item will be included in our definitive proxy statement with respect to our 
2010 Annual Meeting of Shareholders to be filed with the SEC, and is incorporated herein by reference. 

ITEM 12. SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT 
AND RELATED STOCKHOLDER MATTERS 

The information called for by this item will be included in our definitive proxy statement with respect to our 
2010 Annual Meeting of Shareholders to be filed with the SEC, and is incorporated herein by reference. 

ITEM 13. CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS, AND DIRECTOR 
INDEPENDENCE 

The information required by this item will be included in our definitive proxy statement with respect to our 
20l0 Annual Meeting of Shareholders to be filed with the SEC, and is incorporated herein by reference. 

ITEM 14. PRINCIPAL ACCOUNTANT FEES AND SERVICES 

The information called for by this item will be included in our definitive proxy statement with respect to our 
2010 Annual Meeting of Shareholders to be filed with the SEC, and is incorporated herein by reference. 

PARTIV 

ITEM 15. EXHIBITS AND FINANCIAL STATEMENT SCHEDULES 

(a)l. Financial Statements 

The financials statements filed as part of this report are listed on the Index to Financial Statements on 
page F-1. 

2. Financial Statement Schedules 

All schedules for which provision is made in the applicable accounting regulations of the Securities 
and Exchange Commission are not required under the related instrnctions or are inapplicable and, 
therefore, have been omitted. 
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Exhibit 
Number 

3.1 
3.2 
10.1 + 
10.2 + 
10.2.l + 

10.2.2 + 

10.2.3 + 

10.2.4 + 

10.2.5 + 

10.2.6 + 

10.3 + 

10.4* + 

10.5 + 

10.6* 

10.7* 

l0.8* 

10.9* 

10.9.1* 

10.9.2 

10.9.3* 

10.9.4* 

10.10* 

10.11* 

10.12 

10.12.1* 

3. Exhibits 

(o) 
(a) 
(b) 
(p) 
(c) 

(c) 

(d) 

(d) 

(t) 

(t) 

(s) 

(e) 

(s) 

(f) 

(u) 

(u) 

(g) 

(e) 

(h) 

(i) 

(i) 

U) 

(k) 

(1) 

(n) 

Description 

- Restated Certificate ofincorporation. 
- By-Laws, as amended. 
- 1990 Amended and Restated Long-Term Incentive Plan. 
- Amended and Restated 2000 Long-Term Incentive Plan. 
- Form of option agreement and related notice of grant for use in connection with the grant of 

options to the Registrant's non-employee directors and named executive officers. 
- Form of option agreement and related notice of grant for use in connection with the grant of 

options to the Registrant's executive officers other than the named executive officers. 
- Form of restricted stock award agreement and related notice of grant for use in connection with 

the grant of restricted stock awards to the Registrant's executive officers. 
- Form of option agreement and related notice of grant for use in connection with the grant of 

stock options to certain of the Registrant's executive officers in connection with a January 2005 
Option Exchange Program. 

- Form of option agreement and related notice of grant for use in connection with the grant of time 
based vesting stock options to the Registrant's non-employee directors and executive officers. 

- Form of option agreement and related notice of grant for use in connection with the grant of 
performance based vesting stock options to the Registrant's executive officers. 

- Amended and Restated Employment Agreement, dated as of November 14, 2008, between the 
Registrant and Leonard S. Schleifer, M.D., Ph.D. 

- Employment Agreement, dated as of December 31, 1998, between the Registrant and P. Roy 
Vagelos, M.D. 

- Regeneron Pharmaceuticals, Inc. Change in Control Severance Plan, amended and restated 
effective as of November 14, 2008. 

- IL-1 License Agreement, dated June 26, 2002, by and among the Registrant, Immunex 
Corporation, and Amgen Inc. 

- IL-1 Antibody Termination Agreement by and between Novartis Pharma AG, Novartis 
Pharmaceuticals Corporation and the Registrant, dated as of June 8, 2009. 

- Trap-2 Termination Agreement by and between Novartis Pharma AG, Novartis Pharmaceuticals 
Corporation and the Registrant, dated as of June 8, 2009. 

- Collaboration Agreement, dated as ofSeptember 5, 2003, by and between Aventis Pharmaceuticals 
Inc. and the Registrant. 

- Amendment No. 1 to Collaboration Agreement, by and between Aventis Pharmaceuticals Inc. 
and the Registrant, effective as of December 31, 2004. 

- Amendment No. 2 to Collaboration Agreement, by and between Aventis Pharmaceuticals Inc. 
and the Registrant, effective as of January 7, 2005. 

- Amendment No. 3 to Collaboration Agreement, by and between Aventis Pharmaceuticals Inc. 
and the Registrant, effective as of December 21, 2005. 

- Amendment No. 4 to Collaboration Agreement, by and between sanofi-aventis U.S., LLC 
(successor in interest to Aventis Pharmaceuticals, Inc.) and the Registrant, eflective as of 
January 31, 2006. 

- License and Collaboration Agreement, dated as of October 18, 2006, by and between Bayer 
HealthCare LLC and the Registrant. 

- Non Exclusive License and Material Transfer Agreement, dated as of February 5, 2007, by and 
between AstraZeneca UK Limited and the Registrant. 

- Lease, dated as of December 21, 2006, by and between BMR-Landmark at Eastview LLC and 
the Registrant. 

- First Amendment to Lease, by and between BMR-Landmark at Eastview LLC and the Registrant, 
effective as of October 24, 2007. 
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10.12.2 (r) - Second Amendment to Lease, by and between BMR-Landmark at Eastview LLC and the 
Registrant, effective as of September 30, 2008. 

10.12.3 (t) - Third Amendment to lease, by and between BMR-Landmark at Eastview LLC and the 
Registrant, entered into as of April 29, 2009. 

10.12.4 (v) - Fourth Amendment to Lease, by and between BMR-Landmark at Eastview LLC and the 
Registrant, effective as of December 3, 2009. 

10.12.5 (w) - Fifth Amendment to Lease, by and between BMR-Landmark at Eastview LLC and the 
Registrant, entered into as of February 11, 2010. 

10.13* (m) - Non Exclusive License and Material Transfer Agreement, dated as of March 30, 2007, by and 
between Astellas Pharma Inc. and the Registrant. 

10.14* - Amended and Restated Discovery and Preclinical Development Agreement, dated as of 
November 10, 2009, by and between Aventis Pharmaceuticals Inc. and the Registrant. 

10.15* - Amended and Restated License and Collaboration Agreement, dated as of November 10, 
2009, by and among Aventis Pharmaceuticals Inc., sanofi-aventis Amerique Du Nord, and the 
Registrant. 

10.16 

10.17 

(o) 

(o) 

- Stock Purchase Agreement, dated as of November 28, 2007, by and among sanofi-aventis 
Amerique Du Nord, sanofi-aventis US LLC, and the Registrant. 

- Investor Agreement, dated as of December 20, 2007, by and among sanofi-aventis, sanofi
aventis US LLC, Aventis Pharmaceuticals Inc., sanofi-aventis Amerique du Nord, and the 
Registrant. 

10.17.l - First Amendment to the December 20, 2007 Investor Agreement, dated as of November 10, 
2009, by and among sanofi-aventis US LLC, Aventis Pharmaceuticals Inc., sanofi-aventis 
Amerique du Nord, and the Registrant. 

10.18* (q) - Amended and Restated Non-Exclusive License Agreement, dated as of July 1, 2008 by and 
between Cellectis, S.A. and the Registrant. 

23.1 - Consent of PricewaterhouseCoopers LLP, Independent Registered Public Accounting Firm. 
24.1 - Power of Attorney (included on the signature page of this Annual Report on Form 10-K) 
31.1 - Certification of CEO pursuant to Rule 13a-14(a) under the Securities Exchange Act of 1934. 
31.2 - Certification of CFO pursuant to Rule 13a-14(a) under the Securities Exchange Act of 1934. 
32 - Certification of CEO and CFO pursuant to 18 U.S.C. Section 1350. 

Description: 

(a) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed November 13, 
2007. 

(b) Incorporated by reference from the Company's registration statement on Form S-1 (file number 33-
39043). 

(c) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed December 16, 
2005. 

(d) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed December 13, 
2004. 

(e) Incorporated by reference from the Form 10-K for Regeneron Pharmaceuticals, Inc., for the year ended 
December 31, 2004, filed March 11, 2005. 

(f) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
June 30, 2002, filed August 13, 2002. 

(g) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
September 30, 2003, filed November 12, 2003. 

(h) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed January 11, 2005. 

(i) Incorporated by reference from the Form 10-K for Regeneron Pharmaceuticals, Inc., for the year ended 
December 31, 2005, filed February 28, 2006. 
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* 

+ 

U) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
September 30, 2006, filed November 6, 2006. 

(k) Incorporated by reference from the Form 10-K for Regeneron Pharmaceuticals, Inc., for the year ended 
December 31, 2006, filed March 12, 2007. 

(1) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed December 22, 
2006. 

(m) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
March 31, 2007, filed May 4, 2007. 

(n) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
September 30, 2007, filed November 7, 2007. 

(o) Incorporated by reference from the Form lO-K for Regeneron Pharmaceuticals, Inc., for the year ended 
December 31, 2007, filed February 27, 2008. 

(p) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed June 17, 2008. 

(q) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
June 30, 2008, filed August 1, 2008. 

(r) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
September 30, 2008, filed November 5, 2008. 

(s) Incorporated by reference from the Form 10-K for Regeneron Pharmaceuticals, Inc., for the year ended 
December 31, 2008, filed February 26, 2009. 

(t) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
March 31, 2009, filed April 30, 2009. 

(u) Incorporated by reference from the Form 10-Q for Regeneron Pharmaceuticals, Inc., for the quarter ended 
June 30, 2009, filed August 4, 2009. 

(v) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed December 8, 
2009. 

(w) Incorporated by reference from the Form 8-K for Regeneron Pharmaceuticals, Inc., filed February 16, 
2010. 

Portions of this document have been omitted and filed separately with the Commission pursuant to requests for 
confidential treatment pursuant to Rule 24b-2. 

Indicates a management contract or compensatory plan or arrangement. 
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SIGNATURES 

Pursuant to the requirements of Section 13 or 15(d) of the Securities Exchange Act of 1934, the registrant has 
duly caused this report to be signed on its behalf by the undersigned, thereunto duly authorized. 

Dated: Tarrytown, New York 
February 18, 2010 

REGENERON PHARMACEUTICALS, INC. 

BY: Isl LEONARD S. SCHLEIFER 

Leonard S. Schleifer, M.D., Ph.D. 
President and Chief Executive Officer 

POWER OF ATTORNEY 

KNOW ALL PERSONS BY THESE PRESENTS, that each person whose signature appears below constitutes 
and appoints Leonard S. Schleifer, President and Chief Executive Officer, and Murray A. Goldberg, Senior Vice 
President, Finance & Administration, Chief Financial Officer, Treasurer, and Assistant Secretary, and each of them, 
his true and lawful attorney-in-fact and agent, with the full power of substitution and resubstitution, for him and in 
his name, place, and stead, in any and all capacities therewith, to sign any and all amendments to this annual report 
on Form 10-K, and to file the same, with all exhibits thereto, and other documents in connection therewith, with the 
Securities and Exchange Commission, granting unto each said attorney-in-fact and agent full power and authority to 
do and perform each and every act and thing requisite and necessary to be done, as fully to all intents and purposes as 
such person might or could do in person, hereby ratifying and confirming all that each said attorney-in-fact and agent, 
or either of them, or their or his substitute or substitutes, may lawfully do or cause to be done by virtue hereof. 

Pursuant to the requirements of the Securities Exchange Act of 1934, this report has been signed below by the 
following persons on behalf of the registrant and in the capacities and on the dates indicated: 

Signature 

Isl LEONARD s. ScHLEIFER, 

Leonard S. Schleifer, M.D., Ph.D. 

Isl MURRAY A. GOLDBERG 

Murray A. Goldberg 

Isl DouGLAS S. McCoRKLE 

Douglas S. McCorkle 

Isl GEORGE D. YANCOPOULOS 

George D. Yancopoulos, M.D., Ph.D. 

Isl P. Roy VAGELOS 

P. Roy Vagelos, M.D. 

/s/ CHARLES A. BAKER 

Charles A. Baker 

/s/ MICHAEL S. BROWN 

Michael S. Brown, M.D. 

Isl ALFRED G. GILMAN 

Alfred G. Gilman, M.D., Ph.D. 

Isl JOSEPH L. GOLDSTEIN 

Joseph L. Goldstein, M.D. 

Isl ARTHUR F. RYAN 

Arthur F. Ryan 

Isl ERrc M. SHOOTER 

Eric M. Shooter, Ph.D. 

Isl GEORGE L. SrNG 

George L. Sing 

Title 

President, Chief Executive Officer, and 
Director (Principal Executive Officer) 

Senior Vice President, Finance & Administration, 
Chief Financial O.fjicer, Treasurer, and Assistant Secretary 
(Principal Financial Officer) 

Vice President, Controlle,~ and 
Assistant Treasurer (Principal Accounting Officer) 

Ex:ecutive Vice President; Chief Scient(fic Officer, 
President, Regeneron Research Laboratories, and Director 

Chairman of the Board 

Director 

Director 

Director 

Director 

Director 

Director 

Director 
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REPORT Oli' INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM 

To the Board of Directors and Stockholders of 
Regeneron Pharmaceuticals, Inc.: 

In our opinion, the accompanying balance sheets and the related statements of operations, stockholders' equity 
and cash flows present fairly, in all material respects, the financial position of Regeneron Pharmaceuticals, Inc. 
at December 31, 2009 and December 31, 2008, and the results of its operations and its cash flows for each of the 
three years in the period ended December 31, 2009 in conformity with accounting principles generally accepted 
in the United States of America. Also in our opinion, the Company maintained, in all material respects, effective 
internal control over financial reporting as of December 31, 2009, based on criteria established in Internal Control 
- Integrated Framework issued by the Committee of Sponsoring Organizations of the Treadway Commission 
(COSO). The Company's management is responsible for these financial statements, for maintaining effective 
internal control over financial reporting and for its assessment of the effectiveness of internal control over financial 
reporting, included in Management's Report on Internal Control over Financial Reporting appearing under Item 9A. 
Our responsibility is to express opinions on these financial statements and on the Company's internal control over 
financial reporting based on our integrated audits. We conducted our audits in accordance with the standards of the 
Public Company Accounting Oversight Board (United States). Those standards require that we plan and perform the 
audits to obtain reasonable assurance about whether the financial statements are free of material misstatement and 
whether effective internal control over financial reporting was maintained in all material respects. Our audits of the 
financial statements included examining, on a test basis, evidence supporting the amounts and disclosures in the 
financial statements, assessing the accounting principles used and significant estimates made by management, and 
evaluating the overall financial statement presentation. Our audit of internal control over financial reporting included 
obtaining an understanding of internal control over financial reporting, assessing the risk that a material weakness 
exists, and testing and evaluating the design and operating effectiveness of internal control based on the assessed 
risk. Our audits also included performing such other procedures as we considered necessary in the circumstances. 
We believe that our audits provide a reasonable basis for our opinions. 

A company's internal control over financial reporting is a process designed to provide reasonable assurance 
regarding the reliability of financial reporting and the preparation of financial statements for external purposes in 
accordance with generally accepted accounting principles. A company's internal control over financial reporting 
includes those policies and procedures that (i) pertain to the maintenance of records that, in reasonable detail, 
accurately and fairly reflect the transactions and dispositions of the assets of the company; (ii) provide reasonable 
assurance that transactions are recorded as necessary to permit preparation of financial statements in accordance 
with generally accepted accounting principles, and that receipts and expenditures of the company are being made 
only in accordance with authorizations of management and directors of the company; and (iii) provide reasonable 
assurance regarding prevention or timely detection of unauthorized acquisition, use, or disposition of the company's 
assets that could have a material effect on the financial statements. 

Because of its inherent limitations, internal control over financial reporting may not prevent or detect 
misstatements. Also, projections of any evaluation of effectiveness to future periods are subject to the risk that 
controls may become inadequate because of changes in conditions, or that the degree of compliance with the policies 
or procedures may deteriorate. 

New York, New York 
February 18, 2010 
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PricewaterhouseCoopers LLP 
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Current assets 

REGENERON PHARMACEUTICALS, INC. 
BALANCE SHEETS 

December 31, 2009 and 2008 
(In thousands, except share data) 

ASSETS 

Cash and cash equivalents ........................................... 
Marketable securities ............................................... 
Accounts receivable from the sanofi-aventis Group ....................... 
Accounts receivable - other .......................................... 
Prepaid expenses and other current assets ••••••••••••••• ■ •••••••••••••• 

Total current assets .............................................. 

Restricted cash ....................................................... 
Marketable securities .................................................. 
Property, plant, and equipment, at cost, net of accumulated 

depreciation and amortization ........................................ 
Other assets ......................................................... 

Total assets .................................................... 

LIABILITIES and STOCKHOLDERS' EQUITY 
Current liabilities 

Accounts payable and accrued expenses ................................ 
Deferred revenue from sanofi-aventis, current portion ..................... 
Deferred revenue - other, current portion ............................... 

Total current liabilities ........................................... 

Deferred revenue from sanofi-aventis ..................................... 
Deferred revenue - other ............................................... 
.Facility lease obligations ............................................... 
Other long term liabilities .............................................. 

Total liabilities . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..................... 

Commitments and contingencies 
Stockholders' equity 

Preferred stock, $.01 par value; 30,000,000 shares authorized; issued 
and outstanding - none 

Class A Stock, convertible, $.001 par value: 40,000,000 shares authorized; 
shares issued and outstanding - 2,244,698 in 2009 and 2,248,698 in 2008 ... 

Common Stock, $.001 par value; 160,000,000 shares authorized; shares issued 
and outstanding - 78,860,862 in 2009 and 77,642,203 in 2008 ............ 

Additional paid-in capital • ■ •• ■ •••••••••••••• ■ ••••••••• ■ •••• ■ •••••••• 

Accumulated deficit ................................................ 
Accumulated other comprehensive income (loss) ......................... 

Total stockholders' equity ........................................ 
Total liabilities and stockholders' equity ............................. 

2009 

$ 207,075 
134,255 
62,703 

2,865 
18,610 

425,508 

1,600 
47,080 

259,676 
7,338 

$ 7412202 

$ 49,031 
17,523 
27,021 
93,575 

90,933 
46,951 

109,022 
3,959 

344,440 

2 

79 
1,336,732 
(941,095) 

1,044 
396,762 

$ 7412202 

The accompanying notes are an integral part of the financial statements. 

F-3 

2008 
(Revised-

seeNotell) 

$ 247,796 
226,954 

33,302 
1,910 

11,480 
521,442 

1,650 
51,061 

142,035 
8,032 

$ 7242220 

$ 36,168 
21,390 
26,114 
83,672 

105,586 
56,835 
54,182 
2,431 

302,706 

2 

78 
1,294,813 
(873,265) 

(114) 
421,514 

$ 7242220 
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REGENERON PHARMACEUTICALS, INC. 
STATEMENTS OF OPERATIONS 

For the Years Ended December 31, 2009, 2008, and 2007 
(In thousands except share data) 

2009 2008 

Revenues 
Sanofi-aventis collaboration revenue ........................ . $247,140 
Other collaboration revenue ............................... . 67,317 
Technology licensing . . . . . . . . . . . . . . . . . . . . . . . . . . .......... . 40,013 
Net product sales ....................................... . 18,364 
Contract research and other ............................... . 6,434 

379,268 

Expenses 
Research and development ................................ . 398,762 
Selling, general, and admistrative . . . . . . . . . . . . . . . . .......... . 52,923 
Cost of goods sold . . . . . . . . . . . . . . . . . . . . . . . . . . . . .......... . 1,686 

453,371 

Loss from operations . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .......... . (74,103) 

Other income (expense) 
Investment income ...................................... . 4,488 
Interest expense ........................................ . (2,337) 
Loss on early extinguishment of debt ....................... . 

2,151 

Net loss before income tax expense ........................... . (71,952) 

Income tax (benefit) expense ................................ . (4,122) 

Net loss .................................................. . $ (67,830) 

Net loss per share, basic and diluted ........................... . $ (0.85) 

Weighted average shares outstanding, basic and diluted ........... . 79,782 

(Revised
seeNote 11) 

$153,972 
31,166 
40,000 

6,249 
7,070 

238,457 

274,903 
48,880 

923 
324,706 

(86,249) 

18,161 
(7,752) 

(938) 
9,471 

(76,778) 

2,351 

$ (792129) 

$ (1.00) 

78,827 

The accompanying notes are an integral part of the financial statements. 
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2007 
(Revised-

see Note.I.I) 

$ 51,687 
35,961 
28,421 

8,955 
125,024 

202,468 
37,929 

240,397 

(115,373) 

20,897 
(12,043) 

8,854 

(106,519) 

$(1062519) 

$ (1.61) 

66,334 
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REGENERON PHARMACEUTICALS, INC. 
STATEMENTS OF STOCKHOLDERS' EQUITY 

For the Years Ended December 31, 2009, 2008, and 2007 
(In thousands)_ 

Accumulated 
Additional Other Total 

Class A Stock Common Stock Paid-in Accumulated Comprehensive Stockholders' Comprehensive 
Shares Amount Shares Amount Capital Deficit Income (Loss) Equity Loss --- ---- --- ---

Balance, December 31, 2006 .......................................... 2,270 $2 63,131 $63 $ 904,407 $(687,617) $ (231) $ 216,624 

Issuance of Common Stock in connection with 
exercise of stock options, net of shares tendered ........................ 886 1 7,618 7,619 

Issuance of Common Stock to sanofi-aventis .............................. 12,000 12 311,988 312,000 

Cost associated with issuance of equity securities to sanofi-aventis ............ (219) (219) 

Issuance of Common Stock in connection with 
Company 40l(k) Savings Plan contribution ............................ 65 1,367 1,367 

Issuance of restricted Common Stock under 

Long- Term Incentive Plan ......................................... 500 1 {1) 

Conversion of Class A Stock to Common Stock ............................ (10) 10 

Stock-based compensation expense ...................................... 28,075 28,075 

Net loss, 2007 ....................................................... (106,519) (106,519) $(106,519) 

Change in net unrealized gain (loss) on marketable securities ................ 401 401 401 

1-rj Balance, December 31, 2007 (Revised- see Note 11) ....................... 2,260 2 76,592 77 1,253,235 (794,136) 170 459,348 $(106,118) I u, 

Issuance of Common Stock in connection with 
exercise of stock options, net of shares tendered ........................ 980 1 7,948 7,949 

Issuance of Common Stock in connection with 

Company 401(k) Savings Plan contribution ............................ 59 1,107 1,107 

Conversion of Class A Stock to Common Stock ............................ (11) 11 

Stock-based compensation expense ...................................... 32,523 32,523 

Net loss, 2008 ....................................................... (79,129) (79,129) $ (79,129) 

Change in net unrealized gain (loss) on marketable securities ................ (284) (284) (284) 
-- --- ----

Balance, December 31, 2008 (Revised - see Note 11) . ...................... 2,249 2 77,642 78 1,294,813 (873,265) (114) 421,514 $ (79,413) 

Issuance of Common Stock in connection with 
exercise of stock options, net of shares tendered ........................ 1,134 1 9,269 9,270 

Issuance of Common Stock in connection with 
Company 401(k) Savings Plan contribution ............................ 81 1,391 l,391 

Conversion of Class A Stock to Common Stock ............................ (4) 4 

Stock-based compensation expense ...................................... 31,259 31,259 

Net loss, 2009 ....................................................... (67,830) (67,830) $ (67,830) 

Change in net unrealized gain (loss) on marketable securities, 
net of tax effect of $0.7 million ...................................... 1,158 1,158 1,158 -- --- ----

Balance, December 31, 2009 .......................................... 2,245 $2 78,861 $79 $1,336,732 $(941,095) $1,044 $ 396,762 $ (66,672) 

The accompanying notes are an integral part of the financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
STATEMENTS OF CASH FLOWS 

For the Years Ended December 31, 2009, 2008, and 2007 

2009 2008 2007 

(In thousands) 

Cash flows from operating activities 
Net loss ................................................ . $ (67,830) $ (79,129) $(106,519) 
Adjustments to reconcile net loss to net cash (used in) 

provided by operating activities .......................... . 
Depreciation and amortization ........................... . 14,247 11,287 11,487 
Non-cash compensation expense ......................... . 31,259 32,523 28,075 
Other non-cash expenses ............................... . (382) 
Loss on early extinguishment of debt ..................... . 938 
Net realized (gain) loss on marketable securities ............ . (56) 1,310 5,943 
Changes in assets and liabilities 

Increase in accounts receivable ....................... . (30,356) (16,892) (10,827) 
Increase in prepaid expenses and other assets ............ . (4,574) (6,560) (9,649) 
(Decrease) increase in deferred revenue ................. . (27,497) (26,834) 89,764 
Increase (decrease) in accounts payable, accrued expenses, 

and other liabilities . . . . . . . . . . . . . . . . . . . ........... . 12,959 (5,729) 19,098 
Total adjustments ............................. . (4,400) (9,957) 133,891 
Net cash (used in) provided by operating activities .. . (72,230) (89,086) 27,372 

Cash flows from investing activities 
Purchases of marketable securities .......................... . (199,997) (581,139) (594,446) 
Sales or maturities of marketable securities ................... . 297,411 646,861 527,169 
Capital expenditures . . . . . . . . . . . . . . . . . . . . . . . . . . ........... . (97,318) (34,857) (18,446) 
Decrease (increase) in restricted cash ........................ . 50 (50) 

Net cash provided by (used in) investing activities ... . 146 30,815 (85,723) 

Cash flows from financing activities 
Repurchases or repayment of notes payable ................... . (200,807) 
Proceeds in connection with facility lease obligation ............ . 23,640 
Payments in connection with facility lease obligation ........... . (875) 
Net proceeds from the issuance of Common Stock .............. . 8,598 7,949 319,400 

Net cash provided by (used in) financing activities .. . 31,363 (192,858) 319,400 

Net (decrease) increase in cash and cash equivalents ............... . (40,721) (251,129) 261,049 

Cash and cash equivalents at beginning of period ................. . 247,796 498,925 237,876 

Cash and cash equivalents at end of period ....................... . $ 207,075 $ 247,796 $ 498,925 

Supplemental disclosure of cash flow information 
Cash paid for interest ..................................... . $ 2,525 $ 9,348 $ 11,000 
Cash paid for income taxes ................................ . $ 3,079 

The accompanying notes are an integralpart of the.financial statements. 
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REGENERON PHARMACEUTICALS, INC. 
NOTES TO FINANCIAL STATEMENTS 

For the years ended December 31, 2009, 2008, and 2007 
(Unless otherwise noted, dollars in thousands, except per share data) 

1. Organization and Business 

Regeneron Pharmaceuticals, Inc. (the "Company" or "Regeneron") was incorporated in January 1988 in the 
State of New York. The Company is engaged in the research, development, and commercialization of therapeutics 
to treat human disorders and conditions. In 2008, the Company received marketing approval from the U.S. Food 
and Drug Administration ("FDA'') for the Company's first commercial drug product, ARCALYST® (rilonacept) 
Injection for Subcutaneous Use for the treatment of Cryopyrin-Associated Periodic Syndromes ("CAPS"). The 
Company's facilities are primarily located in New York. The Company's business is subject to certain risks including, 
but not limited to, uncertainties relating to conducting pharmaceutical research, obtaining regulatory approvals, 
commercializing products, and obtaining and enforcing patents. 

2. Summary of Significant Accounting Policies 

Cash and Cash Equivalents 

For purposes of the statement of cash flows and the balance sheet, the Company considers all highly liquid debt 
instruments with a maturity of three months or less when purchased to be cash equivalents. The carrying amount 
reported in the balance sheet for cash and cash equivalents approximates its fair value . 

. ~arketable Securities 

The Company has an investment policy that includes guidelines on acceptable investment securities, minimum 
credit quality, maturity parameters, and concentration and diversification. The Company has invested its excess cash 
primarily in direct obligations of the U.S. government and its agencies, other debt securities guaranteed by the U.S. 
government, and money market funds that invest in U.S. Government securities, and, to a lesser extent, investment 
grade debt securities issued by corporations, bank deposits, and asset-backed securities. The Company considers 
its marketable securities to be "available-for-sale," as defined by authoritative guidance issued by the Financial 
Accounting Standards Board ("FA.SB"). These assets are carried at fair value and the unrealized gains and losses 
are included in other accumulated comprehensive income (loss) as a separate component of stockholders' equity. 
If the decline in the value of a marketable security in the Company's investment portfolio is deemed to be other
than-temporary, the Company writes down the security to its current fair value and recognizes a loss that may be 
charged against income. As described under "Use of Estimates" below, on a quarterly basis, the Company reviews 
its portfolio of marketable securities, using both quantitative and qualitative factors, to determine if declines in fair 
value below cost are other-than-temporary. 

Capitalization of Inventory Costs 

The Company does not capitalize inventory costs associated with commercial supplies of drug product until it 
has received marketing approval from the FDA. Prior to receipt of FDA approval, costs for manufacturing supplies 
of drug product are recognized as research and development expenses in the period that the costs were incurred. 
Therefore, these pre-approval manufacturing costs are not included in cost of goods sold when revenue is recognized 
from the sale of those supplies of drug product. 

Property, Plant, and Equipment 

Property, plant, and equipment are stated at cost, net of accumulated depreciation. Depreciation is provided on 
a straight-line basis over the estimated useful lives of the assets. Expenditures for maintenance and repairs which 
do not materially extend the useful lives of the assets are charged to expense as incurred. The cost and accumulated 
depreciation or amortization of assets retired or sold are removed from the respective accounts, and any gain or loss 
is recognized in operations. The estimated useful lives of property, plant, and equipment are as follows: 

Building and improvements 
Laboratory and other equipment 
Furniture and fixtures 
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3-10 years 
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REGENERON PHARMACEUTICALS, INC. 
NOTES TO FINANCIAL STATEMENTS (Continued) 
For the years ended December 31, 2009, 2008, and 2007 

(Unless otherwise noted, dollars in thousands, except per share data) 

Leasehold improvements are amortized over the shorter of the estimated useful lives of the assets or the lease 
term, without assuming renewal features, if any, are exercised. Costs of construction of certain long-lived assets 
include capitalized interest which is amortized over the estimated useful life of the related asset. 

Accounting for the Impairment of Long-Lived Assets 

The Company periodically assesses the recoverability of long-lived assets, such as property, plant, and 
equipment, and evaluates such assets for impairment whenever events or changes in circumstances indicate that 
the carrying amount of an asset may not be recoverable. Asset impairment is determined to exist if estimated 
future undiscounted cash flows are less than the carrying amount. For all periods presented, no impairment losses 
were recorded. 

Patents 

As a result of the Company's research and development efforts, the Company has obtained, applied for, or is 
applying for, a number of patents to protect proprietary technology and inventions. All costs associated with patents 
for product candidates under development are expensed as incurred. Patent costs related to commercial products are 
capitalized and amortized over the remaining patent term. To date, the Company has no capitalized patent costs. 

Operating Leases 

On certain of its operating lease agreements, the Company may receive rent holidays and other incentives. The 
Company recognizes operating lease costs on a straight-line basis without regard to deferred payment terms, such as 
rent holidays that defer the commencement date of required payments. In addition, lease incentives that the Company 
receives are treated as a reduction ofrent expense over the term of the related agreements . 

.Revenue Recognition 

Certain reclassifications have been made to our prior year revenue amounts to conform to the 2009 presentation. 

a. Collaboration Revenue 

The Company earns collaboration revenue in connection with collaboration agreements to develop and 
commercialize product candidates and utilize the Company's technology platforms. The terms of these agreements 
typically include non-refundable up-front licensing payments, research progress (milestone) payments, and payments 
for development activities. Non-refundable up-front license payments, where continuing involvement is required of the 
Company, are deferred and recognized over the related performance period. The Company estimates its performance 
period based on the specific terms of each agreement, and adjusts the performance periods, if appropriate, based on 
the applicable facts and circumstances. Payments which are based on achieving a specific performance milestone, 
involving a degree of risk, are recognized as revenue when the milestone is achieved and the related payment is 
due and non-refundable, provided there is no future service obligation associated with that milestone. Substantive 
performance milestones typically consist of significant achievements in the development life-cycle of the related 
product candidate, such as completion of clinical trials, filing for approval with regulatory agencies, and receipt of 
approvals by regulatory agencies. In determining whether a payment is deemed to be a substantive performance 
milestone, the Company takes into consideration (i) the nature, timing, and value of significant achievements in 
the development life-cycle of the related development product candidate, (ii) the relative level of effort required 
to achieve the milestone, and (iii) the relative level of risk in achieving the milestone, taking into account the high 
degree of uncertainty in successfully advancing product candidates in a drug development program and in ultimately 
attaining an approved drug product. Payments for achieving milestones which are not considered substantive are 
accounted for as license payments and recognized over the related performance period. 

The Company enters into collaboration agreements that include varying arrangements regarding which parties 
perform and bear the costs of research and development activities. The Company may share the costs of research 
and development activities with a collaborator, such as in the Company's VEGF Trap-Eye collaboration with Bayer 
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REGENERON PHARMACEUTICALS, INC. 
NOTES TO FINANCIAL STATEMENTS (Continued) 
For the years ended December 31, 2009, 2008, and 2007 

(Unless otherwise noted, dollars in thousands, except per share data) 

HealthCare LLC, or the Company may be reimbursed for all or a significant portion of the costs of the Company's 
research and development activities, such as in the Company's aflibercept and antibody collaborations with the 
sanofi-aventis Group. The Company records its internal and third-party development costs associated with these 
collaborations as research and development expenses. When the Company is entitled to reimbursement of all or a 
portion of the research and development expenses that it incurs under a collaboration, the Company records those 
reimbursable amounts as collaboration revenue proportionately as the Company recognizes its expenses. If the 
collaboration is a cost-sharing arrangement in which both the Company and its collaborator perform development 
work and share costs, in periods when the Company's collaborator incurs development expenses that benefit the 
collaboration and Regeneron, the Company also recognizes, as additional research and development expense, the 
portion of the collaborator's development expenses that the Company is obligated to reimburse. 

In connection with non-refundable licensing payments, the Company's performance period estimates are 
principally based on projections of the scope, progress, and results of its research and development activities. Due to 
the variability in the scope of activities and length of time necessary to develop a dmg product, changes to development 
plans as programs progress, and uncertainty in the ultimate requirements to obtain governmental approval for 
commercialization, revisions to performance period estimates are likely to occur periodically, and could result in 
material changes to the amount of revenue recognized each year in the future. In addition, estimated performance 
periods may change if development programs encounter delays, or the Company and its collaborators decide to 
expand or contract the clinical plans for a drug candidate in various disease indications. For example, during the 
fourth quarter of 2008, the Company extended its estimated performance period in connection with the up-front and 
non-substantive milestone payments previously received from Bayer HealthCare pursuant to the companies' VEGF 
Trap-Eye collaboration and shortened its estimated performance period in connection with up-front payments from 
sanofi-aventis pursuant to the companies' aflibercept collaboration. The net effect of these changes in the Company's 
estimates resulted in the recognition of $0.4 million less in collaboration revenue in the fourth quarter of 2008, 
compared to amounts recognized in connection with these deferred payments in each of the prior three quarters of 
2008. In addition, in connection with amendments to expand and extend the Company's antibody collaboration with 
sanofi-aventis, during the fourth quarter of 2009, the Company extended its estimated performance period related 
to the up-front payment previously received from sanofi-aventis pursuant to the companies' antibody collaboration. 
The effect of this change in estimate resulted in the recognition of $0.6 million less in collaboration revenue in 
the fourth quarter of 2009, compared to amounts recognized in each of the prior three quarters of 2009. Also, if a 
collaborator terminates an agreement in accordance with the terms of the agreement, the Company would recognize 
any unamortized remainder of an up-front or previously deferred payment at the time of the termination. 

b. Veloclmmune® Technology Licensing 

The Company enters into non-exclusive license agreements with third parties that allow the third party to 
utilize the Company's Veloclmmune technology in its internal research programs. The terms of these agreements 
include annual, non-refundable payments and entitle the Company to receive royalties on any future sales of products 
discovered by the third party using the Company's Veloclmmune technology. Annual, non-refundable payments 
under these agreements, where continuing involvement is required of the Company, are deferred and recognized 
ratably over their respective annual license periods. 

c. Product Revenue 

In February 2008, the Company received marketing approval from the FDA for ARCALYST® (rilonacept) for 
the treatment of CAPS. Revenue from product sales is recognized when persuasive evidence of an arrangement exists, 
title to product and associated risk of loss has passed to the customer, the price is fixed or determinable, collection 
from the customer is reasonably assured, and the Company has no further performance obligations. Revenue and 
deferred revenue from product sales are recorded net of applicable provisions for prompt pay discounts, product 
returns, estimated rebates payable under governmental programs (including Medicaid), distribution fees, and other 
sales-related costs. Since the Company currently has limited historical return and rebate experience for ARCALYST, 
product sales revenues are deferred until (i) the right of return no longer exists or the Company can reasonably 
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REGENERON PHARMACEUTICALS, INC. 
NOTES TO FINANCIAL STATEMENTS (Continued) 
For the years ended December 31, 2009, 2008, and 2007 

(Unless otherwise noted, dollars in thousands, except per share data) 

estimate returns and (ii) rebates have been processed or the Company can reasonably estimate rebates. The Company 
reviews its estimates of rebates payable each period and records any necessary aqjustments in the current period's 
net product sales. 

Investment Income 

Interest income, which is included in investment income, is recognized as earned. 

Research and Development Expenses 

Research and development expenses include costs directly attributable to the conduct ofresearch and development 
programs, including the cost of salaries, payroll taxes, employee benefits, materials, supplies, depreciation on and 
maintenance of research equipment, costs related to research collaboration and licensing agreements, the cost of 
services provided by outside contractors, including services related to the Company's clinical trials, clinical trial 
expenses, the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, amounts 
that the Company is obligated to reimburse to collaborators for research and development expenses that they incur, 
and the allocable portions of facility costs, such as rent, utilities, insurance, repairs and maintenance, depreciation, 
and general support services. AU costs associated with research and development are expensed as incurred. 

Clinical trial costs are a significant component of research and development expenses and include costs 
associated with third-party contractors. The Company outsources a substantial portion of its clinical trial activities, 
utilizing external entities such as contract research organizations, independent clinical investigators, and other third
party service providers to assist the Company with the execution of its clinical studies. For each clinical trial that the 
Company conducts, certain clinical trial costs are expensed immediately, while others are expensed over time based 
on the expected total number of patients in the trial, the rate at which patients enter the trial, and the period over 
which clinical investigators or contract research organizations are expected to provide services. 

Clinical activities which relate principally to clinical sites and other administrative functions to manage the 
Company's clinical trials are performed primarily by contract research organizations ("CROs"). CROs typically 
perform most of the start-up activities for the Company's trials, including document preparation, site identification, 
screening and preparation, pre-study visits, training, and program management. On a budgeted basis, these start
up costs are typically 10% to 20% of the total contract value. On an actual basis, this percentage range can be 
significantly wider, as many of the Company's contracts are either expanded or reduced in scope compared to the 
original budget, while start-up costs for the particular trial may not change materially. These start-up costs usually 
occur within a few months after the contract has been executed and are event driven in nature. The remaining 
activities and related costs, such as patient monitoring and administration, generally occur ratably throughout the 
life of the individual contract or study. In the event of early termination of a clinical trial, the Company accrues and 
recognizes expenses in an amount based on its estimate of the remaining non-cancelable obligations associated with 
the winding down of the clinical trial and/or penalties. 

For clinical study sites, where payments are made periodically on a per-patient basis to the institutions performing 
the clinical study, the Company accrues expense on an estimated cost-per-patient basis, based on subject enrollment 
and activity in each quarter. The amount of clinical study expense recognized in a quarter may vary from period to 
period based on the duration and progress of the study, the activities to be performed by the sites each quarter, the 
required level of patient enrollment, the rate at which patients actually enroll in and drop-out of the clinical study, and 
the number of sites involved in the study. Clinical trials that bear the greatest risk of change in estimates are typically 
those that have a significant number of sites, require a large number of patients, have complex patient screening 
requirements, and span multiple years. During the course of a trial, the Company adjusts its rate of clinical expense 
recognition if actual results differ from the Company's estimates. The Company's estimates and assumptions for 
clinical expense recognition could differ significantly from its actual results, which could cause material increases 
or decreases in research and development expenses in future periods when the actual results become known. 
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REGENERON PHARMACEUTICALS, INC. 
NOTES TO FINANCIAL STATEMENTS (Continued) 
For the years ended December 31, 2009, 2008, and 2007 

(Unless otherwise noted, dollars in thousands, except per share data) 

Stock-based Compensation 

The Company recognizes stock-based compensation expense for grants of stock option awards and restricted 
stock under the Company's Long-Term Incentive Plans, to employees and non-employee members of the Company's 
board of directors, based on the grant-date fair value of those awards. The grant-date fair value of an award is generally 
recognized as compensation expense over the award's requisite service period. In addition, the Company has granted 
performance-based stock option awards which vest based upon the optionee satisfying certain performance and 
service conditions as defined in the agreements. Potential compensation cost, measured on the grant date, related to 
these performance options will be recognized only if, and when, the Company estimates that these options will vest, 
which is based on whether the Company consider the options' performance conditions to be probable of attainment. 
The Company's estimates of the number of performance-based options that will vest will be revised, if necessary, in 
subsequent periods. 

The Company uses the Black-Scholes model to compute the estimated fair value of stock option awards. Using 
this model, fair value is calculated based on assumptions with respect to (i) expected volatility of our Common Stock 
price, (ii) the periods of time over which employees and members of our board of directors are expected to hold 
their options prior to exercise (expected lives), (iii) expected dividend yield on our Common Stock, and (iv) risk-free 
interest rates. Stock-based compensation expense also includes an estimate, which is made at the time of grant, of 
the number of awards that are expected to be forfeited. This estimate is revised, if necessary, in subsequent periods 
if actual forfeitures differ from those estimates. 

Income Taxes 

The Company recognizes deferred tax liabilities and assets for the expected future tax consequences of events 
that have been included in the financial statements or ta.'I. returns. Under this method, deferred tax liabilities and 
assets are determined on the basis of the difference between the tax basis of assets and liabilities and their respective 
financial reporting amounts ("temporary differences") at enacted tax rates in effect for the years in which the 
differences are expected to reverse. A valuation allowance is established for deferred tax assets for which realization 
is uncertain. 

Uncertain tax positions are accounted for in accordance with FASB authoritative guidance, which the Company 
adopted on January 1, 2007. Such guidance prescribes a comprehensive model for the manner in which a company 
should recognize, measure, present, and disclose in its financial statements all material uncertain tax positions that 
the company has taken or expects to take on a tax return. Those positions, for which management's assessment is 
that there is more than a 50% probability of sustaining the position upon challenge by a taxing authority based upon 
its technical merits, are subjected to certain measurement criteria. For the years ended December 31, 2009, 2008, and 
2007, the Company has not recognized any income tax positions that were deemed uncertain under the recognition 
thresholds and measurement attributes prescribed by FASB authoritative guidance. 

The Company's policy is to recognize interest and penalties related to income tax matters in income tax expense. 

Comprehensive Income (Loss) 

Comprehensive income (loss) of the Company includes net income (loss) adjusted for the change in net 
unrealized gain or loss on marketable securities, net of any tax effect. Comprehensive income (loss) for the years 
ended December 31, 2009, 2008, and 2007 have been included in the Statements of Stockholders' Equity. 

Concentration of Credit Risk 

Financial instruments which potentially subject the Company to concentrations of credit risk consist of cash, 
cash equivalents, marketable securities (see Note 6), and receivables from sanofi-aventis. 
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Per Share Data 

REGENERON PHARMACEUTICALS, INC. 
NOTES TO FINANCIAL STATEMENTS (Continued) 
For the years ended December 31, 2009, 2008, and 2007 

(Unless otherwise noted, dollars in thousands, except per share data) 

Net income (loss) per share, basic and diluted, is computed on the basis of the net income (loss) for the period 
divided by the weighted average number of shares of Common Stock and Class A Stock outstanding during the 
period. Basic net income (loss) per share excludes restricted stock awards until vested. Diluted net income per 
share is based upon the weighted average number of shares of Common Stock and Class A Stock outstanding, and 
of common stock equivalents outstanding when dilutive. Common stock equivalents include: (i) outstanding stock 
options and restricted stock awards under the Company's Long-Term Incentive Plans, which are included under the 
"treasury stock method" when dilutive, and (ii) Common Stock to be issued under the assumed conversion of the 
Company's formerly outstanding convertible senior subordinated notes, which are included under the "if-converted 
method" when dilutive. The computation of diluted net loss per share for the years ended December 31, 2009, 2008, 
and 2007 does not include common stock equivalents, since such inclusion would be antidilutive. 

Risks and Uncertainties 

Developing and commercializing new medicines entails significant risk and expense. Since its inception, the 
Company has not generated any significant sales or profits from the commercialization of ARCALYST® (rilonacept) 
or any of the Company's other product candidates. Before revenues from the commercialization of the Company's 
current or future product candidates can be realized, the Company (or its collaborators) must overcome a number 
of hurdles which include successfully completing research and development and obtaining regulatory approval 
from the FDA and regulatory authorities in other countries. In addition, the biotechnology and pharmaceutical 
industries are rapidly evolving and highly competitive, and new developments may render the Company's products 
and technologies uncompetitive or obsolete. The Company may be subject to legal claims by third parties seeking 
to enforce patents to limit or prohibit the Company from marketing or selling its products. The Company is also 
dependent upon the services of its employees, consultants, collaborators, and certain third-party suppliers, including 
single-source unaffiliated third-party suppliers of certain raw materials and equipment. Regeneron, as licensee, 
licenses certain technologies that are important to the Company's business which impose various obligations on 
the Company. If Regeneron fails to comply with these requirements, licensors may have the right to terminate the 
Company's licenses. 

The Company has generally incurred net losses and negative cash flows from operations since its inception. 
Revenues to date have principally been limited to (i) up-front, license, milestone, and reimbursement payments 
from the Company's collaborators and other entities related to the Company's development activities and technology 
platforms, (ii) payments for past contract manufacturing activities, (iii) ARCALYST product sales, and (iv) investment 
income. Collaboration revenue in 2009 was earned from sanofi-aventis and Bayer HealthCare under collaboration 
agreements (see Note 3 for the terms of these agreements). These collaboration agreements contain early termination 
provisions that are exercisable by sanofi-aventis or Bayer HealthCare, as applicable. 

Use ofEstimates 

The preparation of financial statements in conformity with generally accepted accounting principles requires 
management to make estimates and assumptions that affect the amounts reported in the financial statements and 
accompanying notes. Actual results could differ from those estimates. Estimates which could have a significant 
impact on the Company's financial statements include: 

• Periods over which payments, including non-refundable up-front, license, and milestone payments, are 
recognized as revenue in connection with collaboration and other agreements to develop and commercialize 
product candidates and utilize the Company's technology platforms. 

• Product rebates and returns in connection with the recognition of revenue from product sales. 

• Periods over which certain clinical trial costs, including costs for clinical activities performed by contract 
research organizations, are recognized as research and development expenses. 
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• In connection with stock option awards, (i) the fair value of stock options on their date of grant using 
the Black-Scholes option-pricing model, based on assumptions with respect to (a) expected volatility 
of the Company's Common Stock price, (b) the periods of time for which employees and members of 
the Company's board of directors are expected to hold their options prior to exercise (expected lives), 
(c) expected dividend yield on the Company's Common Stock, and (d) risk-free interest rates, which are 
based on quoted U.S. Treasury rates for securities with maturities approximating the options' expected 
lives; (ii) the number of stock option awards that are expected to be forfeited; and (iii) with respect to 
performance-based stock option awards, if and when we consider the options' performance conditions to 
be probable of attainment. 

• The Company's determination of whether marketable securities are other than temporarily impaired. The 
Company conducts a quarterly review of its portfolio of marketable securities, using both quantitative and 
qualitative factors, to determine, for securities whose current fair value is less than their cost, whether 
the decline in fair value below cost is other-than-temporary. In making this determination, the Company 
considers factors such as the length of time and the extent to which fair value has been less than cost, 
financial condition and near-term prospects of the issuer, recommendations of investment advisors, and 
forecasts of economic, market, or industry trends. This review process also includes an evaluation of 
the Company's ability and intent to hold individual securities until they mature or their full value can be 
recovered. This review is subjective and requires a high degree of judgment. 

• Useful lives of property, plant, and equipment 

• The extent to which deferred tax assets and liabilities are offset by a valuation allowance. 

In addition, the Company's share of VEGF Trap-Eye development expenses incurred by Bayer HealthCare, 
including the Company's share of Bayer HealthCare's estimated VEGF Trap-Eye development expenses for the most 
recent fiscal quarter, are included in research and development expenses. The Bayer HealthCare estimate for the most 
recent fiscal quarter is adjusted in the subsequent quarter to reflect actual expenses for the quarter. 

Future Impact of Recently Issued Accou11ti11g Standards 

In October 2009, the FASB amended its authoritative guidance on multiple-deliverable revenue arrangements. 
The amended guidance provides greater ability to separate and allocate arrangement consideration in a multiple
element revenue arrangement by requiring the use of estimated selling prices to allocate arrangement consideration, 
thereby eliminating the use of the residual method of allocation. The amended guidance also requires expanded 
qualitative and quantitative disclosures surrounding multiple-deliverable revenue arrangements. This guidance may 
be applied retrospectively or prospectively for new or materially modified arrangements. The Company will be 
required to adopt this amended guidance effective for the fiscal year beginning January 1, 2011, although earlier 
adoption is permitted. Management is currently evaluating the impact that this guidance will have on the Company's 
financial statements. 

3. Collaboration and Contract Research Agreements 

The Company has entered into various agreements related to its activities to develop and commercialize 
product candidates and utilize its technology platforms. Amounts earned by the Company in connection with these 
agreements totaled $320.9 million, $192.2 million, and $96.6 million in 2009, 2008, and 2007, respectively. Total 
Company-incurred expenses associated with these agreements, which include reimbursable and non-reimbursable 
amounts, an allocable portion of general and administrative costs, and cost-sharing of a collaborator's development 
expenses, where applicable (see Bayer HealthCare below), were $333.7 million, $230.6 million, and $108.2 million in 
2009, 2008, and 2007, respectively. Significant agreements of this kind are described below. 
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a. The sanofi-aventis Group 

Aflibercept 

In September 2003, the Company entered into a collaboration agreement (the ''.Aflibercept Agreement") with 
Aventis Pharmaceuticals lnc. (predecessor to sanofi-aventis U.S.), to jointly develop and commercialize aflibercept. 
In connection with this agreement, sanofi-aventis made a non-refundable up-front payment of $80.0 million and 
purchased 2,799,552 newly issued unregistered shares of the Company's Common Stock for $45.0 million. 

In January 2005, the Company and sanofi-aventis amended the Aflibercept Agreement to exclude intraocular 
delivery of aflibercept to the eye ("Intraocular Delivery") from joint development under the agreement, and product 
rights to aflibercept in Intraocular Delivery reverted to Regeneron. In connection with this amendment, sanofi
aventis made a $25.0 million non-refundable payment to Regeneron (the "Intraocular Tennination Payment"). 

In December 2005, the Company and sanofi-aventis amended the Aflibercept Agreement to expand the territory 
in which the companies are collaborating on the development of aflibercept to include Japan. In connection with this 
amendment, sanofi-aventis agreed to make a $25.0 million non-refundable up-front payment to the Company, which 
was received in January 2006. Under the Aflibercept Agreement, as amended, the Company and sanofi-aventis 
will share co-promotion rights and profits on sales, if any, of aflibercept outside of Japan, for disease indications 
included in the companies' collaboration. The Company is entitled to a royalty of approximately 35% on annual sales 
of aflibercept in Japan, subject to certain potential adjustments. The Company may also receive up to $400 million 
in milestone payments upon receipt of specified marketing approvals, including up to $360 million in milestone 
payments related to the receipt of marketing approvals for up to eight aflibercept oncology and other indications in 
the United States or the European Union and up to $40 million related to the receipt of marketing approvals for up to 
five aflibercept oncology indications in Japan. 

Under the Aflibercept Agreement, as amended, agreed upon worldwide development expenses incurred by 
both companies during the tem1 of the agreement will be funded by sanofi-aventis. If the collaboration becomes 
profitable, Regeneron will be obligated to reimburse sanofi-aventis for 50% of these development expenses, or half 
of $598.4 million as of December 31, 2009, in accordance with a formula based on the amount of development 
expenses and Regeneron's share of the collaboration profits and Japan royalties, or at a faster rate at Regeneron's 
option. Regeneron has the option to conduct additional pre-Phase III studies at its own expense. In connection with 
the January 2005 amendment to the Aflibercept Agreement, the Intraocular Termination Payment of $25.0 million 
will be considered an aflibercept development expense and will be subject to 50% reimbursement by Regeneron 
to sanofi-aventis, as described above, if the collaboration becomes profitable. In addition, if the first commercial 
sale of an aflibercept product in Intraocular Delivery predates the first commercial sale of an aflibercept product 
under the collaboration by two years, Regeneron will begin reimbursing sanofi-aventis for up to $7.5 million of 
aflibercept development expenses in accordance with a formula until the first commercial aflibercept sale under the 
collaboration occurs. 

Sanofi-aventis has the right to terminate the agreement without cause with at least twelve months advance 
notice. Upon termination of the agreement for any reason, Regeneron's obligation to reimburse sanofi-aventis for 
50% of aflibercept development expenses will terminate, and the Company will retain all rights to aflibercept. 

In accordance with the Company's revenue recognition policy described in Note 2, the up-front payments 
received in September 2003 and January 2006, of $80.0 million and $25.0 million, respectively, and reimbursement 
of Regeneron-incurred development expenses, are being recognized as collaboration revenue over the related 
performance period. The Company recognized $36.5 million, $44.4 million, and $47.l million of collaboration 
development revenue in 2009, 2008, and 2007, respectively, in connection with the Aflibercept Agreement, 
as amended. At December 31, 2009 and 2008, amounts receivable from sanofi-aventis totaled $3.6 million and 
$6.3 million, respectively, and deferred revenue was $42.5 million and $52.4 million, respectively, in connection with 
the Aflibercept Agreement. 
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In November 2007, the Company entered into a global, strategic collaboration (the "Antibody Collaboration") 
with sanofi-aventis to discover, develop, and commercialize fully human monoclonal antibodies. In connection with 
the collaboration, in December 2007, sanofi-aventis purchased 12 million newly issued, unregistered shares of the 
Company's Common Stock for $312.0 million (see Note 12). 

The Antibody Collaboration is governed by a Discovery and Preclinical Development Agreement (the "Discovery 
Agreement") and a License and Collaboration Agreement (the "License Agreement"). The Company received a 
non-refundable up-front payment of $85.0 million from sanofi-aventis under the Discovery Agreement. In addition, 
under the Discovery Agreement, sanofi-aventis funded $174.5 million of the Company's research for identifying and 
validating potential drug discovery targets and developing fully human monoclonal antibodies against those targets 
from the collaboration's inception through December 31, 2009. In November 2009, the Company and sanofi-aventis 
amended these collaboration agreements to expand and extend the Antibody Collaboration. Pursuant to the Discovery 
Agreement, as amended, sanofi-aventis will fund up to $160 million per year of the Company's research activities in 
2010 through 2017, subject to a one-time option for sanofi-aventis to adjust the maximum reimbursement amount down 
to $120 million per year commencing in 2014 if over the prior two years certain specified criteria are not satisfied. The 
amended Discovery Agreement will expire on December 31, 2017; however, sanofi-aventis has an option to extend the 
agreement for up to an additional three years for further antibody development and preclinical activities. 

For each drug candidate identified under the Discovery Agreement, sanofi-aventis has the option to license 
rights to the candidate under the License Agreement. If it elects to do so, sanofi-aventis will co-develop the drug 
candidate with the Company through product approval. If sanofi-aventis does not exercise its option to license rights 
to a particular drug candidate under the License Agreement, the Company will retain the exclusive right to develop 
and commercialize such drug candidate, and sanofi-aventis will receive a royalty on sales, if any. The Company and 
sanofi-aventis are currently co-developing five therapeutic antibodies under the License Agreement. 

Under the License Agreement, agreed upon worldwide development expenses incurred by both companies 
during the term of the agreement will be funded by sanofi-aventis, except that following receipt of the first positive 
Phase 3 trial results for a co-developed drug candidate, subsequent Phase 3 trial-related costs for that drug candidate 
("Shared Phase 3 Trial Costs") will be shared 80% by sanofi-aventis and 20% by Regeneron. If the Antibody 
Collaboration becomes profitable, Regeneron will be obligated to reimburse sanofi-aventis for 50% of development 
expenses that were fully funded by sanofi-aventis (or half of $140.2 million as of December 31, 2009) and 30% of 
Shared Phase 3 Trial Costs, in accordance with a defined formula based on the amounts of these expenses and the 
Company's share of collaboration profits from commercialization of collaboration products. However, the Company 
is not required to apply more than 10% of its share of the profits from the antibody collaboration in any calendar 
quarter to reimburse sanofi-aventis for these development costs. 

Sanofi-aventis will lead commercialization activities for products developed under the License Agreement, 
subject to the Company's right to co-promote such products. The parties will equally share profits and losses from 
sales within the United States. The parties will share profits outside the United States on a sliding scale based on 
sales starting at 65% (sanofi-aventis)/35% (Regeneron) and ending at 55% (sanofi-aventis)/45% (Regeneron), and 
losses outside the United States at 55% (sanofi-aventis)/45% (Regeneron). In addition to profit sharing, the Company 
is entitled to receive up to $250 million in sales milestone payments, with milestone payments commencing only if 
and after aggregate annual sales outside the United States exceed $1.0 billion on a rolling 12-month basis. 

Regeneron is obligated to use commercially reasonable efforts to supply clinical requirements of each drug 
candidate under the Antibody Collaboration until commercial supplies of that drug candidate are being manufactured. 
In connection with the November 2009 amendment of the collaboration's Discovery Agreement, sanofi-aventis will 
fund up to $30 million of agreed-upon costs incurred by the Company to expand its manufacturing capacity at the 
Company's Rensselaer, New York facilities. 
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With respect to each antibody product which enters development under the License Agreement, sanofi-aventis 
or the Company may, by giving twelve months notice, opt-out of further development and/or commercialization of the 
product, in which event the other party retains exclusive rights to continue the development and/or commercialization 
of the product. The Company may also opt-out of the further development of an antibody product if it gives notice 
to sanofi-aventis within thirty days of the date that sanofi-aventis enters joint development of such antibody 
product under the License Agreement. Each of the Discovery Agreement and the License Agreement contains other 
termination provisions, including for material breach by the other party. Prior to December 31, 2017, sanofi-aventis 
has the right to terminate the Discovery Agreement without cause with at least three months advance written notice; 
however, except under defined circumstances, sanofi-aventis would be obligated to immediately pay to the Company 
the full amount of unpaid research funding during the remaining term of the research agreement through December 
31, 2017. Upon termination of the collaboration in its entirety, the Company's obligation to reimburse sanofi-aventis 
for development costs out of any future profits from collaboration products will terminate. Upon expiration of the 
Discovery Agreement, sanofi-aventis has an option to license the Company's Veloclmmune® technology for agreed 
upon consideration. 

In connection with the Antibody Collaboration, in August 2008, the Company entered into a separate agreement 
with sanofi-aventis to use Regeneron's proprietary VelociGene® technology platform to supply sanofi-aventis 
with genetically modified mammalian models of gene function and disease (the "VelociGene Agreement"). The 
VelociGene Agreement provides for minimum annual order quantities for the term of the agreement, which extends 
through December 2012, for which the Company expects to receive payments totaling a minimum of $21.5 million. 

In accordance with the Company's revenue recognition policy described in Note 2, the (i) $85.0 million up
front payment received in December 2007, (ii) reimbursement ofRegeneron-incurred expenses under the Discovery 
and License Agreements, (iii) $21.5 million of aggregate minimum payments under the VelociGene Agreement, and 
(iv) reimbursement of agreed-upon costs to expand the Company's manufacturing capacity are being recognized 
as collaboration revenue over the related performance period. In connection with the Antibody Collaboration, the 
Company recognized $210.7 million, $109.6 million, and $4.6 million of collaboration revenue in 2009, 2008, and 
2007, respectively. In addition, at December 31, 2009 and 2008, amounts receivable from sanofi-aventis totaled 
$59.l million and $27.0 million and deferred revenue was $66.0 million and $74.6 million, respectively. 

b. Bayer HealthCare LLC 

In October 2006, the Company entered into a license and collaboration agreement with Bayer HealthCare 
LLC to globally develop, and commercialize outside the United States, the Company's VEGF Trap for the treatment 
of eye disease by local administration ("VEGF Trap-Eye"). Under the terms of the agreement, Bayer HealthCare 
made a non-refundable up-front payment to the Company of $75.0 million. In August 2007, the Company received a 
$20.0 million milestone payment from Bayer HealthCare (which, for the purpose of revenue recognition, was not 
considered substantive) following dosing of the first patient in a Phase 3 study ofVEGF Trap-Eye in the neovascular 
form of age-related macular degeneration ("wet AMD"). In July 2009, the Company received a $20.0 million 
milestone payment from Bayer HealthCare following dosing of the first patient in a Phase 3 study of VEGF Trap
Eye in Central Retinal Vein Occlusion ("CRVO"). In addition, the Company is eligible to receive up to $70 million 
in additional development and regulatory milestones related to the VEGF Trap-Eye program. The Company is also 
eligible to receive up to $135 million in sales milestones when and if total annual sales ofVEGF Trap-Eye outside the 
United States achieve certain specified levels starting at $200 million. 

The Company will share equally with Bayer HealthCare in any future profits arising from the commercialization 
of VEGF Trap-Eye outside the United States. If VEGF Trap-Eye is granted marketing authorization in a major 
market country outside the United States and the collaboration becomes profitable, the Company will be obligated 
to reimburse Bayer HealthCare out of its share of the collaboration profits for 50% of the agreed upon development 
expenses that Bayer HealthCare has incurred (or half of$138.4 million as of December 31, 2009) in accordance with 
a formula based on the amount of development expenses that Bayer HealthCare has incurred and the Company's 
share of the collaboration profits, or at a faster rate at the Company's option. Within the United States, the Company 
is responsible for any future commercialization ofVEGF Trap-Eye and retains exclusive rights to any future profits 
from such commercialization in the United States. 
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Agreed upon VEGF Trap-Eye development expenses incurred by both companies in 2007 and 2008 under a 
global development plan, were shared as follows: 

2007: The first $50.0 million was shared equally and the Company was solely responsible for up to the next 
$40.0 million. 

2008: The first $70.0 million was shared equally and the Company was solely responsible for up to the next 
$30.0 million. 

In 2009 and thereafter, all development expenses will be shared equally. Neither party was reimbursed for any 
development expenses that it incurred prior to 2007. The Company is also obligated to use commercially reasonable 
efforts to supply clinical and commercial product requirements. 

Bayer HealthCare has the right to terminate the Bayer Agreement without cause with at least six months 
or twelve months advance notice depending on defined circumstances at the time of termination. In the event of 
termination of the agreement for any reason, the Company retains all rights to VEGF Trap-Eye. 

For the period from the collaboration's inception in October 2006 through September 30, 2007, all up-front 
licensing, milestone, and cost-sharing payments received or receivable from Bayer HealthCare had been fully 
deferred and included in deferred revenue for financial statement purposes. In the fourth quarter of 2007, Regeneron 
and Bayer HealthCare approved a global development plan for VEGF Trap-Eye in wet AMD. The plan included 
estimated development steps, timelines, and costs, as well as the projected responsibilities of and costs to be incurred 
by each of the companies. In addition, in the fourth quarter of 2007, Regeneron and Bayer HealthCare reaffirmed the 
companies' commitment to a diabetic macular edema ("DME") development program and had initial estimates of 
development costs for VEGF Trap-Eye in DME. As a result, effective in the fourth quarter of 2007, the Company 
determined the appropriate accounting policy for payments from Bayer HealthCare and cost-sharing of the Company's 
and Bayer HealthCare's VEGF Trap-Eye development expenses. The $75.0 million up-front licensing payment and 
the $20.0 million milestone payment received in August 2007 from Bayer HealthCare are being recognized as 
collaboration revenue over the related estimated performance period in accordance with the Company's revenue 
recognition policy as described in Note 2. In periods when the Company recognizes VEGF Trap-Eye development 
expenses that the Company incurs under the collaboration, the Company also recognizes, as collaboration revenue, 
the portion of those VEGF Trap-Eye development expenses that is reimbursable from Bayer HealthCare. In periods 
when Bayer HealthCare incurs agreed upon VEGF Trap-Eye development expenses that benefit the collaboration 
and Regeneron, the Company also recognizes, as additional research and development expense, the portion of Bayer 
HealthCare's VEGF Trap-Eye development expenses that the Company is obligated to reimburse. In the fourth 
quarter of 2007, the Company commenced recognizing previously deferred payments from Bayer HealthCare and 
cost-sharing of the Company's and Bayer HealthCare's 2007 VEGF Trap-Eye development expenses through a 
cumulative catch-up. 

The Company recognized $67.3 million, $31.2 million, and $35.9 million of collaboration revenue from Bayer 
HealthCare in 2009, 2008, and 2007, respectively. In 2009, collaboration revenue from Bayer HealthCare included 
the $20.0 million milestone payment received in July 2009 which, for the purpose of revenue recognition, was 
considered substantive. In addition, in 2009, 2008, and 2007, the Company recognized as additional research and 
development expense $37.7 million, $30.0 million, and $10.6 million, respectively, ofVEGF Trap-Eye development 
expenses that the Company was obligated to reimburse to Bayer HealthCare. 

In connection with cost-sharing of VEGF Trap-Eye expenses under the collaboration, $1.2 million and 
$9.8 million was payable to Bayer HealthCare at December 31, 2009 and 2008, respectively. In addition, at 
December 31, 2009 and 2008, deferred revenue from the Company's collaboration with Bayer HealthCare was $56.8 
million and $66.7 million, respectively. 
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c. National Institute of Health 

In September 2006, the Company was awarded a grant from the National Institutes of Health ("NIH") as 
part of the NIH's Knockout Mouse Project. As amended, the NIH grant provides a minimum of $25.3 million in 
funding over a five-year period, including $1.5 million in funding to optimize certain existing technology, subject 
to compliance with its terms and annual funding approvals, for the Company's use of its VelociGene® technology 
to generate a collection of targeting vectors and targeted mouse embryonic stem cells which can be used to produce 
knockout mice. The Company records revenue in connection with the NIH grant using a proportional performance 
model as it incurs expenses related to the grant, subject to the grant's terms and annual funding approvals. In 2009, 
2008, and 2007, the Company recognized contract research revenue of $5.5 million, $4.9 million, and $5.5 million, 
respectively, from the NIH Grant. 

4. Technology Licensing Agreements 

In February 2007, the Company entered into a non-exclusive license agreement with AstraZeneca UK Limited 
that allows AstraZeneca to utilize the Company's Veloclmmune® technology in its internal research programs to 
discover human monoclonal antibodies. Under the terms of the agreement, AstraZeneca made a $20.0 million 
annual, non-refundable payment to the Company in each of 2009, 2008, and 2007. Each annual payment is deferred 
and recognized as revenue ratably over approximately the ensuing twelve-month period. AstraZeneca is required to 
make up to three additional annual payments of$20.0 million, subject to their ability to terminate the agreement after 
making the next annual payment in 2010. The Company is entitled to receive a mid-single-digit royalty on any future 
sales of antibody products discovered by AstraZeneca using the Company's Veloclmmune technology. In connection 
with the AstraZeneca license agreement, for the years ended December 31, 2009, 2008, and 2007, the Company 
recognized $20.0 million, $20.0 million, and $17.1 million of technology licensing revenue. In addition, deferred 
revenue at December 31, 2009, 2008, and 2007 was $2.9 million. 

In March 2007, the Company entered into a non-exclusive license agreement with Astellas Pharma Inc. that 
allows Astellas to utilize the Company's Veloclmmune technology in its internal research programs to discover human 
monoclonal antibodies. Under the terms of the agreement, Astellas made a $20.0 million annual, non-refundable 
payment to the Company in each of 2009, 2008, and 2007. Each annual payment is deferred and recognized as 
revenue ratably over approximately the ensuing twelve-month period. Astellas is required to make up to three 
additional annual payments of $20.0 million, subject to their ability to terminate the agreement after making the 
next annual payment in 2010. The Company is entitled to receive a mid-single-digit royalty on any future sales of 
antibody products discovered by Astellas using the Company's Veloclmmune technology. In connection with the 
Astellas license agreement, for the years ended December 31, 2009, 2008, and 2007, the Company recognized $20.0 
million, $20.0 million, and $11.3 million of technology licensing revenue. In addition, deferred revenue at December 
31, 2009, 2008, and 2007 was $8.7 million. 

5. ARCALYST® (rilonacept) Product Revenue 

In February 2008, the Company received marketing approval from the FDA for ARCALYST for the treatment 
of CAPS. For the years-ended December 31, 2009 and 2008, the Company recognized as revenue $18.4 million and 
$6.3 million, respectively, of ARCALYST net product sales for which the right of return no longer existed and rebates 
could be reasonably estimated. At December 31, 2009 and 2008, deferred revenue related to ARCALYST net product 
sales totaled $4.8 million and $4.0 million, respectively. 

Cost of goods sold related to ARCALYST sales totaled $1.7 million and $0.9 million for the years ended 
December 31, 2009 and 2008, respectively, and consisted primarily of royalties (see Note l lb). To date, ARCALYST 
shipments to the Company's customers have consisted of supplies of inventory manufactured and expensed prior 
to FDA approval of ARCALYST; therefore, the costs of these supplies were not included in costs of goods sold. At 
December 31, 2009, the Company had $0.4 million of inventoried work-in-process costs related to ARCALYST, 
which is included in prepaid expenses and other current assets. There were no capitalized inventory costs at 
December 31, 2008. 
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6. Marketable Securities 

Marketable securities at December 31, 2009 and 2008 consisted of debt securities, as detailed below, and equity 
securities, the aggregate fair value of which was $5.5 million and $3.7 million at December 31, 2009 and 2008, 
respectively, and the aggregate cost basis of which was $4.0 million and $4.1 million at December 31, 2009 and 2008, 
respectively. The following tables summarize the amortized cost basis of debt securities included in marketable 
securities, the aggregate fair value of those securities, and gross unrealized gains and losses on those securities at 
December 31, 2009 and 2008. The Company classifies its debt securities, other than mortgage-backed and other 
asset-backed securities, based on their contractual maturity dates. Maturities of mortgage-backed and other asset
backed securities have been estimated based primarily on repayment characteristics and experience of the senior 
tranches that the Company holds. 

Amortized Fair Unrealized Holding 
At December 31, 2009 Cost Basis Value Gains (Losses) Net 

Maturities within one year 
U.S. government obligations .................. $100,491 $100,573 $ 82 $ 82 
U.S. government guaranteed corporate bonds .... 17,176 17,340 164 164 
Corporate bonds ............................ 10,142 10,342 200 200 
Mortgage-backed securities ................... 2,471 2,338 $ (133) (133) 
U.S. government guaranteed 

collateralized mortgage obligations .......... 3,612 3,662 50 50 
133,892 134,255 496 (133) 363 

Maturities between one and two years 
U.S. government obligations .................. 9,413 9,367 (46) (46) 
U.S. government guaranteed corporate bonds .... 31,064 31,344 280 280 
Mortgage-backed securities ................... 1,168 900 (268) (268) 

41,645 41,611 280 (314) ~ --
$175,537 $175,866 $ 776 $ (447) $ 329 

At December 31, 2008 

Maturities within one year 
U.S. government obligations .................. $170,993 $172,253 $1,260 $1,260 
Corporate bonds ............................ 26,894 26,662 25 $ (257) (232) 
Mortgage-backed securities ................... 9,098 8,420 (678) (678) 
Other asset-backed securities .................. 7,842 7,829 (13) (13) 
U.S. government guaranteed 

collateralized mortgage obligations .......... 11,742 11,792 50 50 
226,569 226,956 1,335 (948) 387 

Maturities between one and three years 
U.S. government guaranteed corporate bonds 29,853 29,811 82 (124) (42) 
Corporate bonds ............................ 10,446 10,414 77 (109) (32) 
Mortgage-backed securities ................... 1,821 1,556 (265) (265) 
U.S. government guaranteed 

collateralized mortgage obligations .......... 5,297 5,570 273 273 ---
47,417 47,351 432 (498) ~ 

$2732986 $274,307 $1,767 ${1,446) $ 321 
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At December 31, 2009 and 2008, marketable securities included an additional unrealized gain of $1.4 million 
and an additional unrealized loss of $0.4 million, respectively, related to one equity security in the Company's 
marketable securities portfolio. 

The following table shows the fair value of the Company's marketable securities that have unrealized losses 
and that are deemed to be only temporarily impaired, aggregated by investment category and length of time that the 
individual securities have been in a continuous unrealized loss position, at December 31, 2009 and 2008. The debt 
securities listed at December 31, 2009 mature at various dates through December 2011. 

Less than 12 Months 12 Months or Greater Total 

Unrealized Unrealized Unrealized 
At December 31, 2009 Fair Value Loss Fair Value Loss Fair Value Loss 

U.S. government obligations $ 9,367 $ (46) $ 9,367 $ (46) 
Mortgage-backed securities . . . . 3,238 (401) 3,238 (401) 

$ 9,367 $ (46) $ 3,238 $(401) $12,605 $ (447) 

At December 31, 2008 

Corporate bonds . . . . . . . . . . . . . $15,559 $(287) $ 2,933 $ (79) $18,492 $ (366) 
Government guaranteed 

corporate bonds. . . . . . . . . . . 11,300 (124) 11,300 (124) 
Mortgage-backed securities .... 871 (74) 9,104 (869) 9,975 (943) 
Other asset-backed securities ... 7,829 (13) 7,829 (13) 
Equity securities ............. 3,608 (436) 3,608 (436) 

$39,167 $(934) $12,037 ${948) $51,204 $(1,882) 

Realized gains and losses are included as a component of investment income. For the years ended 
December 31, 2009 and 2008, realized gains on sales of marketable securities totaled $0.2 million and $1.2 million, 
respectively, and realized losses on sales of marketable securities were not significant. For the year ended December 31, 
2007, realized gains and losses on sales of marketable securities were not significant. In computing realized gains and 
losses, the Company computes the cost of its investments on a specific identification basis. Such cost includes the direct 
costs to acquire the security, adjusted for the amortization of any discount or premium. 

The Company's assets that are measured at fair value on a recurring basis, at December 31, 2009 and 2008, 
were as follows: 

Description 

Available-for-sale marketable securities 
U.S. government obligations ......... . 
U.S. government guaranteed 

corporate bonds ................ . 
Corporate bonds ................... . 
Mortgage-backed securities .......... . 
U.S. government guaranteed 

collateralized mortgage obligations .. . 
Equity securities .................. . 

Total ......................... . 

Fair Value at 
December 31, 

2009 

$109,940 

48,684 
10,342 
3,238 

3,662 
5,469 

$181,335 
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Fair Value Measurements at Reporting Date Using 
Quoted Prices in Significant 

Active Markets for Significant Other Unobservable 
Identical Assets Observable Inputs Inputs 

(Level 1) (Level 2) (Level 3) 

$109,940 

48,684 
10,342 
3,238 

3,662 

$175,866 
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Fair Value Measurements at Reporting Date Using 
Quoted Prices in Significant 

Fair Value at 
December 31, 

2008 

Active Markets for Significant Other Unobservable 
Identical Assets Observable Inputs Inputs 

Description (Level 1) (Level 2) (Level 3) 

Available-for-sale marketable securities 
U.S. government obligations ........ . 
U.S. government guaranteed 

corporate bonds ............... . 
Corporate bonds .................. . 
Mortgage-backed securities ......... . 
Other asset backed securities ........ . 
U.S. government guaranteed 

collateralized mortgage obligations .. . 
Equity securities ................. . 

Total ........................ . 

$172,253 

29,811 
37,076 

9,976 
7,829 

17,362 
3,708 

$278,015 

$172,253 

29,811 
37,076 

9,976 
7,829 

17,362 
$3,608 $100 
$3,608 $274,307 $100 

Marketable securities included in Level 2 were valued using a market approach utilizing prices and other 
relevant information, such as interest rates, yield curves, prepayment speeds, loss severities, credit risks and default 
rates, generated by market transactions involving identical or comparable assets. The Company considers market 
liquidity in determining the fair value for these securities. During the years ended December 31, 2009 and 2007, 
the Company did not record any charges for other-than-temporary impairment of its Level 2 marketable securities. 
During the year ended December 31, 2008, deterioration in the credit quality of a marketable security from one 
issuer subjected the Company to the risk of not being able to recover the security's $2.0 million carrying value. As a 
result, the Company recognized a $1.8 million charge related to this Level 2 marketable security, which the Company 
considered to be other than temporarily impaired. 

Marketable securities included in Level 3 were valued using information provided by the Company's investment 
advisors, including quoted bid prices which take into consideration the securities' current lack ofliquidity. During the 
year ended December 31, 2007, deterioration in the credit quality of marketable securities from two issuers subjected 
the Company to the risk of not being able to recover the full principal value of these securities. As a result, the 
Company recognized a $5.9 million charge related to these marketable securities, which the Company considered to 
be other than temporarily impaired. During the years ended December 31, 2009 and 2008, the Company recognized 
an additional $0.1 million and $0.7 million, respectively, in other-than-temporary impairment charges related to one 
of these marketable securities. 

There were no unrealized gains or losses related to the Company's Level 3 marketable securities for the years 
ended December 31, 2009 and 2008. In addition, there were no purchases, sales, or maturities of Level 3 marketable 
securities, and no transfers of marketable securities between the Level 2 and Level 3 classifications, during the years 
ended December 31, 2009 and 2008. 

Changes in marketable securities included in Level 3 during the years ended December 31, 2009 and 2008 were 
as follows: 

Balance, January 1 ........................ . 
Settlements .............................. . 
Realized gain ............................ . 
Impairments ............................. . 
Balance, December 31 ..................... . 
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Level 3 
Marketable 
Securities 

2009 
$ 100 

(100) 
$ 

2008 

$ 7,950 
(8,194) 
1,044 
(700) 

$ 100 
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As described in Note 2 above under "Use of Estimates", on a quarterly basis, the Company reviews its portfolio 
of marketable securities, using both quantitative and qualitative factors, to determine if declines in fair value below 
cost are other-than-temporary. With respect to debt securities, this review process also includes an evaluation of 
the Company's (a) intent to sell an individual debt security or (b) need to sell the debt security before its anticipated 
recovery or maturity. With respect to equity securities, this review process includes an evaluation of the Company's 
ability and intent to hold the securities until their full value can be recovered. 

The current economic environment and the deterioration in the credit quality of issuers of securities that the 
Company holds increase the risk of potential declines in the current market value of marketable securities in the 
Company's investment portfolio. Such declines could result in charges against income in future periods for other
than-temporary impairments and the amounts could be material. 

7. Property, Plant, and Equipment 

Property, plant, and equipment as of December 31, 2009 and 2008 consist of the following: 

Land .............................................. . 
Building and improvements ............................ . 
Leasehold improvements .............................. . 
Construction-in-progress .............................. . 
Laboratory and other equipment ........................ . 
Furniture, computer and office equipment, and other ........ . 

Less, accumulated depreciation and amortization ........... . 

2009 

$ 2,117 
177,710 

4,023 
58,541 

114,099 
15,964 

372,454 
(112,778) 

$ 259,676 

2008 

$ 2,117 
74,343 
2,720 

78,702 
75,935 

7,501 
241,318 
(99,283) 

$142,035 

Building and improvements at December 31, 2009 includes $58.2 million of costs incurred by the Company's 
landlord to construct new laboratory and office facilities in Tarrytown, New York in connection with the Company's 
December 2006 lease, as amended, of these new facilities. In addition, construction-in-progress at December 31, 
2009 and 2008 includes $27.8 million and $54.2 million, respectively, of costs incurred by the Company's landlord 
in connection with these new facilities. See Note lla. 

The Company capitalized interest costs of $0.5 million in 2009. The Company did not capitalize any interest 
costs in 2008 or 2007. 

Depreciation and amortization expense on property, plant, and equipment amounted to $14.2 million, 
$10.6 million, and $10.4 million for the years ended December 31, 2009, 2008, and 2007, respectively. 

8. Accounts Payable and Accrued Expenses 

Accounts payable and accrued expenses as of December 31, 2009 and 2008 consist of the following: 

Accounts payable ....................................... . 
Payable to Bayer HealthCare .............................. . 
Accrued payroll and related costs .......................... . 
Accrued clinical trial expense ............................. . 
Accrued property, plant, and equipment expenses ............. . 
Accrued expenses, other. ................................. . 
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2009 

$18,638 
1,186 
9,444 

11,673 
1,883 
6,207 

$49,031 

2008 

$ 6,268 
9,799 
5,948 
4,273 
5,994 
3,886 

$36,168 
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9. Deferred Revenue 

Deferred revenue as of December 31, 2009 and 2008 consists of the following: 

Current portion: 
Received from sanofi-aventis (see Note 3a) .................................. . 
Received from Bayer HealthCare (see Note 3b) .............................. . 
Received for technology license agreements (see Note 4) ...................... . 
Other ................................................................ . 

Long-term portion: 
Received from sanofi-aventis (see Note 3a) .................................. . 
Received from Bayer HealthCare (see Note 3b) .............................. . 

10. Convertible Debt 

2009 2008 

$ 17,523 $ 21,390 
9,884 9,884 

11,579 11,579 
5,558 4,651 

$ 44,544 $ 47,504 

$ 90,933 $105,586 
46,951 56,835 

$137,884 $162,421 

In October 2001, the Company issued $200.0 million aggregate principal amount of convertible senior 
subordinated notes ("Notes") in a private placement for proceeds to the Company of $192.7 million, after deducting 
the initial purchasers' discount and out-of-pocket expenses (collectively, "Deferred Financing Costs"). The Notes 
bore interest at 5.5% per annum, payable semi-annually, and matured on October 17, 2008. Deferred Financing 
Costs, which were included in other assets, were amortized as interest expense over the period from the Notes' 
issuance to stated maturity. During the second and third quarters of 2008, the Company repurchased $82.5 million 
in principal amount of the Notes for $83.3 million and recognized a $0.9 million loss on early extinguishment of 
debt, representing the premium paid on the Notes plus related unamortized Deferred Financing Costs. The remaining 
$117.5 million of outstanding Notes were repaid in full upon their maturity in October 2008. 

11. Commitments and Contingencies 

a. Leases 

Descriptions of Lease Agreements 

The Company leases laboratory and office facilities in Tarrytown, New York, under a December 2006 lease 
agreement, as amended (the "Tarrytown Lease"). The facilities leased by the Company under the Tarrytown Lease 
include (i) space in previously existing buildings, (ii) newly constructed space in two new buildings ("Buildings A 
and B") that was completed during the third quarter of 2009 and, (iii) under a December 2009 amendment to the 
Tarrytown Lease, additional new space that is under construction in a third new building ("Building C"), which is 
expected to be completed in mid-2011. The Tarrytown Lease will expire in June 2024 and contains three renewal 
options to extend the term of the lease by five years each, as well as early termination options for various portions of 
the space exclusive of the newly constructed space in Buildings A and B. The Tarrytown Lease provides for monthly 
payments over its term and additional charges for utilities, taxes, and operating expenses. Certain premises under the 
Tarrytown Lease are accounted for as operating leases. However, for the newly constructed space that the Company 
is leasing, the Company is deemed, in substance, to be the owner of the landlord's buildings in accordance with the 
application of FASB authoritative guidance, and the landlord's costs of constructing these new facilities are required 
to be capitalized on the Company's books as a non-cash transaction, offset by a corresponding lease obligation on 
the Company's balance sheet. 
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In connection with the Tarrytown Lease, at lease inception, the Company issued a letter of credit in the amount 
of $1.6 million to its landlord, which is collateralized by a $1.6 million bank certificate of deposit. The certificate of 
deposit has been classified as restricted cash at December 31, 2009 and 2008. 

In October 2008, the Company entered into a sublease with sanofi-aventis U.S. Inc. for office space in 
Bridgewater, New Jersey. The lease commenced in January 2009 and expires in July 2011. The Company also 
formerly leased additional office space in Tarrytown, New York under operating subleases that ended at various 
times through September 2009. 

The Company formerly leased manufacturing, office, and warehouse facilities in Rensselaer, New York under 
an operating lease agreement. The lease provided for base rent plus additional rental charges for utilities, taxes, 
and operating expenses, as defined. In June 2007, the Company exercised a purchase option under the lease and, in 
October 2007, purchased the land and building. 

The Company also leases certain laboratory and office equipment under operating leases which expire at 
various times through 2011. 

Revisions of Previously Issued Financial Statements 

The application ofFASB authoritative guidance, under certain conditions, can result in the capitalization on a 
lessee's books of a lessor's costs of constructing facilities to be leased to the lessee. In mid-2009, the Company became 
aware that certain of these conditions were applicable to its Tarrytown Lease of new laboratory and office facilities 
in Buildings A and B. As a result, the Company is deemed, in substance, to be the owner of the landlord's buildings, 
and the landlord's costs of constructing these new facilities were required to be capitalized on the Company's books 
as a non-cash transaction, offset by a corresponding lease obligation on the Company's balance sheet. In addition, the 
land element of the lease should have been accounted for as an operating lease; therefore, adjustments to non-cash 
rent expense previously recognized in connection with these new facilities were also required. Lease payments on 
these facilities commenced in August 2009. 

The Company revised its previously issued financial statements to capitalize the landlord's costs of constructing 
the new Tarrytown facilities which the Company is leasing and to adjust the Company's previously recognized rent 
expense in connection with these facilities, as described above. These revisions primarily resulted in an increase to 
property, plant, and equipment and a corresponding increase in facility lease obligation (a long-term liability) at each 
balance sheet date. The Company also revised its statements of operations and statements of cash flows to reflect rent 
expense in connection with only the land element of its lease, with a corresponding adjustment to other long-term 
liabilities. 

As previously disclosed in the Company's Quarterly Reports on Form 10-Q for the quarters ended June 30 and 
September 30, 2009, the above described revisions consisted entirely of non-cash adjustments. They had no impact 
on the Company's business operations, existing capital resources, or the Company's ability to fund its operating 
needs, including the preclinical and clinical development of its product candidates. The revisions also had no impact 
on the Company's previously reported net increases or decreases in cash and cash equivalents in any period and, 
except for the quarter ended March 31, 2009, had no impact on the Company's previously reported net cash flows 
from operating activities, investing activities, and financing activities. In addition, these revisions had no impact on 
the Company's previously reported current assets, current liabilities, and operating revenues. We have not amended 
previously issued financial statements because, after considering both qualitative and quantitative factors, the 
Company determined that the judgment of a reasonable person relying on the Company's previously issued financial 
statements would not have been changed or influenced by these revisions. 
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For comparative purposes, the impact of the above described revisions to the Company's balance sheet as of 
December 31, 2008 is as follows: 

Balance Sheet Impact at December 31, 2008 
(in millions) 

As originally repo1·ted 

Property, plant, and equipment, net . . . .......... . 
Total assets ................................ . 

Other long-term liabilities .................... . 
Total liabilities ............................. . 

Accumulated deficit ......................... . 
Total stockholders' equity .................... . 
Total liabilities and stockholders' equity ......... . 

As revised 

Property, plant, and equipment, net ............. . 
Total assets ................................ . 

Facility lease obligation ...................... . 
Other long-term liabilities .................... . 
Total liabilities ............................. . 

Accumulated deficit ......................... . 
Total stockholders' equity .................... . 
Total liabilities and stockholders' equity ......... . 

December 31, 
211011 

$ 87.9 
670.0 

5.1 
251.2 

(875.9) 
418.8 
670.0 

$ 142.0 
724.2 

54.2 
2.4 

302.7 

(873.3) 
421.5 
724.2 

For comparative purposes, the impact of the above described revisions to the Company's statements of operations 
for the period(s) set forth below is as follows: 

Statements of Operations Impact for the years ended December 31, 2008 and 2007 
(in millions, except per share data) 

December 31, 

2008 2007 

As originally reported 

Research and development expenses ................. . $278.0 $ 201.6 
Selling, general, and administrative expenses .......... . 49.3 37.9 
Total expenses ................................... . 328.3 239.5 
Net loss ........................................ . (82.7) (105.6) 
Net loss per share, basic and diluted ................. . $ (1.05) $ (1.59) 

As revised 

Research and development expenses ................. . $274.9 $ 202.5 
Selling, general, and administrative expenses .......... . 48.9 37.9 
Total expenses ................................... . 324.7 240.4 
Net loss ........................................ . (79.1) (106.5) 
Net loss per share, basic and diluted ................. . $ (1.00) $ (1.61) 
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These revised amounts are reflected in the Company's financial statements included in this Annual Report on 
Form 10-K for the year ended December 31, 2009. 

Commitments under Operating Leases 

The estimated future minimum noncancelable lease commitments under operating leases were as follows: 

December 31, Facilities 

2010....................................... $ 5,919 
2011.. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 6,336 
2012....................................... 5,020 
2013....................................... 6,159 
2014....................................... 6,262 
Thereafter... . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 65,883 

Rent expense under operating leases was: 

Year Ending December 31, 

2009 ..................................... . 
2008 
2007 

$95,579 

Facilities 

$7,722 
6,530 
5,551 

Equipment 

$387 
160 
48 

2 

$597 

Equipment 

$395 
416 
363 

Total 

$ 6,306 
6,496 
5,068 
6,161 
6,262 

65,883 
$962176 

Total 

$8,117 
6,946 
5,914 

In addition to its rent expense for various facilities, the Company paid additional rental charges for utilities, real 
estate taxes, and operating expenses of$8.4 million, $8.4 million, and $8.8 million for the years ended December 31, 
2009, 2008, and 2007, respectively. 

Facility Lease Obligations 

As described above, in connection with the application ofFASB authoritative guidance to the Company's lease 
of office and laboratory facilities in Buildings A and B, the Company capitalized the landlord's costs of constructing 
the new facilities, which totaled $58.2 million as of December 31, 2009, and recognized a corresponding facility lease 
obligation of $58.2 million. The Company also recognized, as additional facility lease obligation, reimbursements 
totaling $23.6 million from the Company's landlord during 2009 for tenant improvement costs that the Company 
incurred since, under FASB authoritative guidance, such payments that the Company receives from its landlord 
are deemed to be a financing obligation. Monthly lease payments on these facilities are allocated between the land 
element of the lease (which is accounted for as an operating lease) and the facility lease obligation, based on the 
estimated relative fair values of the land and buildings. The imputed interest rate applicable to the facility lease 
obligation is approximately 11%. The new facilities were placed in service by the Company in September 2009. For 
the year ended December 31, 2009, the Company recognized in its statement of operations $2.3 million of interest 
expense in connection with the facility lease obligation. At December 31, 2009 and 2008, the facility lease obligation 
balance in connection with these new facilities was $81.0 million and $54.2 million, respectively. 

In addition, as described above, in December 2009, the Company amended its December 2006 agreement to 
lease additional new laboratory and office facilities in Building C that is under construction. In connection with the 
application ofFASB authoritative guidance to the Company's lease of these additional new facilities, the Company is 
deemed, in substance, to be the owner of the landlord's building, and the landlord's costs of constructing these new 
facilities is required to be capitalized on the Company's books as a non-cash transaction, offset by a corresponding 
lease obligation on the Company's balance sheet. As of December 31, 2009, the Company capitalized $27.8 million 
of the landlord's costs of constructing the new facilities, and recognized a corresponding facility lease obligation of 
$27.8 million. Monthly lease payments on these facilities will commence in January 2011. Rent expense in connection 
with the land element of these additional facilities, which is accounted for as an operating lease, commenced in 
December 2009 and is recorded as a deferred liability until lease payments commence in January 2011. In addition, 
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interest expense is imputed at a rate of approximately 9%, and is capitalized and deferred in connection with this 
facility lease obligation. At December 31, 2009, the facility lease obligation balance in connection with these 
additional new facilities was $28.0 million. 

The estimated future minimum noncancelable commitments under these facility lease obligations, as of 
December 31, 2009, were as follows: 

December 31, 

2010 ...................................... . 
2011 ...................................... . 
2012 ...................................... . 
2013 ...................................... . 
2014 ...................................... . 
Thereafter . . . . . . . . . . . ...................... . 

Buildings A and B 

$ 8,152 
8,381 
8,616 
8,856 
9,103 

99,981 
$143,089 

Building C 

$ 2,675 
2,753 
4,270 
4,389 

48,172 
$62,259 

Total 

$ 8,152 
11,056 
11,369 
13,126 
13,492 

148,153 
$205,348 

In February 2010, the Company received $47.5 million from the Company's landlord in connection with tenant 
improvement costs for Buildings A, B, and C. As a result, future minimum noncancellable commitments under 
facility lease obligations, as detailed in the table above, will increase by $3.9 million in each of the five years from 
2010 to 2014 and $37.5 million for the years thereafter. 

b. Research Collaboration and Licensing Agreements 

As part of the Company's research and development efforts, the Company enters into research collaboration and 
licensing agreements with related and unrelated companies, scientific collaborators, universities, and consultants. 
These agreements contain varying terms and provisions which include fees and milestones to be paid by the Company, 
services to be provided, and ownership rights to certain proprietary technology developed under the agreements. 
Some of the agreements contain provisions which require the Company to pay royalties, as defined, at rates that 
range from 0.25% to 16.5%, in the event the Company sells or licenses any proprietary products developed under the 
respective agreements. 

Certain agreements under which the Company is required to pay fees permit the Company, upon 30 to 90-
day written notice, to terminate such agreements. With respect to payments associated with these agreements, the 
Company incurred expenses of $2.8 million, $3.5 million, and $1.0 million for the years ended December 31, 2009, 
2008, and 2007, respectively. 

In connection with the Company's receipt of marketing approval from the FDA for ARCALYST® (rilonacept) 
for the treatment of CAPS, in 2008, the Company commenced paying royalties under various licensing agreements 
based on ARCALYST net product sales. For the years ended December 31, 2009 and 2008, ARCALYST royalties 
totaled $1.5 million and $0.6 million, respectively, and are included in cost of goods sold. 

In July 2008, the Company and Cellectis S.A. ("Cellectis") entered into an Amended and Restated Non
Exclusive License Agreement (the "Cellectis Agreement"). The Cellectis Agreement resolved a dispute between the 
parties related to the interpretation of a license agreement entered into by the parties in December 2003 pursuant 
to which the Company licensed certain patents and patent applications from Cellectis. Pursuant to the Cellectis 
Agreement, in July 2008, the Company made a non-refundable $12.5 million payment to Cellectis (the "Cellectis 
Payment") and agreed to pay Cellectis a low single-digit royalty based on revenue received by the Company from 
any future licenses or sales of the Company's VelociGene® or Veloclmmune® products and services. No royalties 
are payable with respect to the Company's Veloclmmune license agreements with AstraZeneca and Astellas or the 
Company's antibody collaboration with sanofi-aventis. Moreover, no royalties are payable on any revenue from 
commercial sales of antibodies from the Company's Veloclmmune technology. 
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The Company began amortizing the Cellectis Payment in the second quarter of 2008 in proportion to past 
and future anticipated revenues under the Company's license agreements with AstraZeneca and Astellas and the 
Discovery and Preclinical Development Agreement under the Company's antibody collaboration with sanofi
aventis (as amended in November 2009). In 2009 and 2008, the Company recognized $2.3 million and $2.7 million, 
respectively, of expense in connection with the Cellectis Payment. At December 31, 2009 and 2008, the unamortized 
balance of the Cellectis Payment, which was included in other assets, was $7.6 million and $9.8 million, respectively. 
The Company estimates that it will recognize expense of$1.l million in 2010, $1.0 million in 2011, and $0.9 million 
in each of 2012, 2013, and 2014, in connection with the Cellectis Payment. 

12. Stockholders Equity 

The Company's Restated Certificate of Incorporation provides for the issuance of up to 40 million shares of 
Class A Stock, par value $0.001 per share, and 160 million shares of Common Stock, par value $0.001 per share. 
Shares of Class A Stock are convertible, at any time, at the option of the holder into shares of Common Stock on a 
share-for-share basis. Holders of Class A Stock have rights and privileges identical to Common Stockholders except 
that each share of Class A is entitled to ten votes per share, while each share of Common Stock is entitled to one 
vote per share. Class A Stock may only be transferred to specified Permitted Transferees, as defined. Under the 
Company's Restated Certificate of Incorporation, the Company's board of directors (the "Board") is authorized to 
issue up to 30 million shares of preferred stock, in series, with rights, privileges, and qualifications of each series 
determined by the Board. 

In September 2003, sanofi-aventis purchased 2,799,552 newly issued, unregistered shares of the Company's 
Common Stock for $45.0 million. See Note 3. 

In December 2007, sanofi-aventis purchased 12 million newly issued, unregistered shares of the Company's 
Common Stock for an aggregate cash price of $312.0 million. As a condition to the closing of this transaction, 
sanofi-aventis entered into an investor agreement with the Company, which was amended in November 2009. 
Under the amended investor agreement, sanofi-aventis has three demand rights to require the Company to use all 
reasonable efforts to conduct a registered underwritten public offering with respect to shares of the Company's 
Common Stock beneficially owned by sanofi-aventis immediately after the closing of the transaction. Until the later 
of the fifth anniversaries of the expiration or earlier termination of the License and Collaboration Agreement under 
the Company's antibody collaboration with sanofi-aventis (see Note 3) and the Company's collaboration agreement 
with sanofi-aventis for the development and commercialization of aflibercept (see Note 3), sanofi-aventis will be 
bound by certain "standstill" provisions. These provisions include an agreement not to acquire more than a specified 
percentage of the outstanding shares of the Company's Class A Stock and Common Stock. The percentage is currently 
25% and will increase to 30% after December 20, 2011. Under the amended investor agreement, sanofi-aventis 
has also agreed not to dispose of any shares of the Company's Common Stock that were beneficially owned by 
sanofi-aventis immediately after the closing of the transaction until December 20, 2017, subject to certain limited 
exceptions. Following December 20, 2017, sanofi-aventis will be permitted to sell shares of the Company's Common 
Stock (i) in a registered underwritten public offering undertaken pursuant to the demand registration rights granted 
to sanofi-aventis and described above, subject to the underwriter's broad distribution of securities sold, (ii) pursuant 
to Rule 144 under the Securities Act and transactions exempt from registration under the Securities Act, subject to 
a volume limitation of one million shares of the Company's Common Stock every three months and a prohibition 
on selling to beneficial owners, or persons that would become beneficial owners as a result of such sale, of 5% or 
more of the outstanding shares of the Company's Common Stock, and (iii) into an issuer tender offer, or a tender 
offer by a third party that is recommended or not opposed by the Company's Board of Directors. Sanofi-aventis 
has agreed to vote, and cause its affiliates to vote, all shares of the Company's voting securities they are entitled to 
vote, at sanofi-aventis' election, either as recommended by the Company's Board of Directors or proportionally with 
the votes cast by the Company's other shareholders, except with respect to certain change of control transactions, 
liquidation or dissolution, stock issuances equal to or exceeding 10% of the then outstanding shares or voting rights 
of the Company's Class A Stock and Common Stock, and new equity compensation plans or amendments if not 
materially consistent with the Company's historical equity compensation practices. The rights and restrictions under 
the investor agreement are subject to termination upon the occurrence of certain events. 
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13. Long-Term Incentive Plans 

During 2000, the Company established the Regeneron Pharmaceuticals, Inc. 2000 Long-Term Incentive Plan 
which, as amended and restated (the "2000 Incentive Plan"), provides for the issuance ofup to 28,816,184 shares of 
Common Stock in respect of awards. In addition, shares of Common Stock previously approved by shareholders for 
issuance under the Regeneron Pharmaceuticals, Inc. 1990 Long-Term Incentive Plan ("1990 Incentive Plan") that are 
not issued under the 1990 Incentive Plan, may be issued as awards under the 2000 Incentive Plan. Employees of the 
Company, including officers, and nonemployees, including consultants and nonemployee members of the Company's 
board of directors, (collectively, "Participants") may receive awards as determined by a committee of independent 
directors ("Committee"). The awards that may be made under the 2000 Incentive Plan include: (a) Incentive Stock 
Options ("ISOs") and Nonqualified Stock Options, (b) shares of Restricted Stock, (c) shares of Phantom Stock, (d) 
Stock Bonuses, and (e) Other Awards. 

Stock Option awards grant Participants the right to purchase shares of Common Stock at prices determined 
by the Committee; however, in the case of an ISO, the option exercise price will not be less than the fair market 
value of a share of Common Stock on the date the Option is granted. Options vest over a period of time determined 
by the Committee, generally on a pro rata basis over a three to five year period. The Committee also determines 
the expiration date of each Option; however, no ISO is exercisable more than ten years after the date of grant. The 
maximum term of options that have been awarded under the 2000 Incentive Plan is ten years. 

Restricted Stock awards grant Participants shares ofrestricted Common Stock or allow Participants to purchase 
such shares at a price determined by the Committee. Such shares are nontransferable for a period determined by the 
Committee ("vesting period"). Should employment terminate, as defined by the 2000 Incentive Plan, the ownership 
of the Restricted Stock, which has not vested, will be transferred to the Company, except under defined circumstances 
with Committee approval, in consideration of amounts, if any, paid by the Participant to acquire such shares. In 
addition, if the Company requires a return of the Restricted Shares, it also has the right to require a return of all 
dividends paid on such shares. 

Phantom Stock awards provide the Participant the right to receive, within 30 days of the date on which the share 
vests, an amount, in cash and/or shares of the Company's Common Stock as determined by the Committee, equal to 
the sum of the fair market value ofa share of Common Stock on the date such share of Phantom Stock vests and the 
aggregate amount of cash dividends paid with respect to a share of Common Stock during the period from the grant 
date of the share of Phantom Stock to the date on which the share vests. Stock Bonus awards are bonuses payable in 
shares of Common Stock which are granted at the discretion of the Committee. 

Other Awards are other forms of awards which are valued based on the Company's Common Stock. Subject to 
the provisions of the 2000 Incentive Plan, the terms and provisions of such Other Awards are determined solely on 
the authority of the Committee. 

During 1990, the Company established the 1990 Incentive Plan which, as amended, provided for a maximum 
of 6,900,000 shares of Common Stock in respect of awards. Employees of the Company, including officers, and 
nonemployees, including consultants and nonemployee members of the Company's board of directors, received 
awards as determined by a committee of independent directors. Under the provisions of the 1990 Incentive Plan, 
there will be no future awards from the plan. Awards under the 1990 Incentive Plan consisted of Incentive Stock 
Options and Nonqualified Stock Options which generally vested on a pro rata basis over a three or five year period 
and have a term of ten years. 

The 1990 and 2000 Incentive Plans contain provisions that allow for the Committee to provide for the immediate 
vesting of awards upon a change in control of the Company, as defined. 

As of December 31, 2009, there were 3,949,767 shares available for future grants under the 2000 
Incentive Plan. 
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Transactions involving stock option awards during 2009 under the 1990 and 2000 Incentive Plans are 
summarized in the table below. 

Stock Options: 

Outstanding at December 31, 2008 .................. . 
2009: Granted ................................... . 

Forfeited .................................. . 
Expired ................................... . 
Exercised .................................. . 
Outstanding at December 31, 2009 ............. . 

Vested and expected to vest at December 31, 2009 ...... . 
Exercisable at December 31, 2009 ................... . 

Number of 
Shares 

20,133,910 
3,490,560 
(390,328) 

(74,589) 
(1,370,798) 
21,788,755 
21,263,460 
12,504,511 

Weighted-Average 
Exercise Price 

$17.53 
$20.69 
$19.17 
$21.46 
$10.19 
$18.45 
$18.44 
$18.18 

Weighted
Average 

Remaining 
Contractual 

Term 
(in years) 

6.45 
6.39 
4.98 

Intrinsic 
Value 

(in thousands} 

$150,472 
$147,516 
$ 96,967 

The Company satisfies stock option exercises with newly issued shares of the Company's Common Stock. The 
total intrinsic value of stock options exercised during 2009, 2008, and 2007 was $13.2 million, $11.9 million, and 
$12.6 million, respectively. The intrinsic value represents the amount by which the market price of the underlying 
stock exceeds the exercise price of an option. 

The Company grants stock options with exercise prices that are equal to or greater than the average market 
price of the Company's Common Stock on the date of grant ("Market Price"). The table below summarizes the 
weighted-average exercise prices and weighted-average grant-date fair values of options issued during the years 
ended December 31, 2007, 2008, and 2009. The fair value of each option granted under the 2000 Incentive Plan 
during 2009, 2008, and 2007 was estimated on the date of grant using the Black-Scholes option-pricing model. 

Weighted- Weighted-
Number of Average Exercise Average Fair 

Options Granted Price Value 

2007: 
Exercise price equal to Market Price ..................... . 3,415,743 $21.78 $11.13 

2008: 
Exercise price equal to Market Price ..................... . 4,126,600 $17.38 $ 8.45 

2009: 
Exercise price equal to Market Price ..................... . 3,490,560 $20.69 $10.89 

For the years ended December 31, 2009, 2008, and 2007, $27.4 million, $30.3 million, and $28.0 million, 
respectively, of non-cash stock-based compensation expense related to non-performance based stock option awards 
was recognized in operating expenses. As of December 31, 2009, there was $44.8 million of stock-based compensation 
cost related to outstanding non-performance based stock options, net of estimated forfeitures, which had not yet been 
recognized in operating expenses. The Company expects to recognize this compensation cost over a weighted
average period of 1.9 years. 

In addition, there were 1,939,760 perfonnance-based options which were unvested as of December 31, 2009 of 
which, subject to the optionee satisfying certain service conditions, 664,760 options that were issued in 2007 would 
vest upon achieving certain defined sales targets for the Company's products and 1,275,000 options that were issued 
in 2008 and 2009 would vest upon achieving certain development milestones for the Company's product candidates. 
In light of the status of the Company's development programs at December 31, 2009, the Company estimates that 
approximately 850,000 of the performance-based options tied to achieving development milestones will vest since 
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the Company considers these options' performance conditions to be probable of attainment. As a result, in 2009, 
the Company recognized $1.7 million of non-cash stock-based compensation expense related to these performance 
options. As of December 31, 2009, there was $8.7 million of stock-based compensation cost which had not yet been 
recognized in operating expenses related to the performance-based options that the Company currently estimates 
will vest. The Company expects to recognize this compensation cost over a weighted-average period of 2.5 years. 
In addition, potential compensation cost of $7.7 million related to those performance options whose performance 
conditions (based on current facts and circumstances) are not currently considered by the Company to be probable of 
attainment will begin to be recognized only u: and when, the Company estimates that it is probable that these options 
will vest. The Company's estimates of the number of performance-based options that will vest will be revised, 
if necessary, in subsequent periods. Changes in these estimates may materially affect the amount of stock-based 
compensation recognized in future periods related to performance-based options. 

Fair value Assumptions: 

The following table summarizes the weighted average values of the assumptions used in computing the fair 
value of option grants during 2009, 2008, and 2007. 

Expected volatility .......................... . 
Expected lives from grant date ................. . 
Expected dividend yield ...................... . 
Risk-free interest rate ........................ . 

2009 

54% 
5.9 years 

0% 
2.87% 

2008 2007 

53% 53% 
5.5 years 5.6 years 

0% 0% 
1.73% 3.60% 

Expected volatility has been estimated based on actual movements in the Company's stock price over the 
most recent historical periods equivalent to the options' expected lives. Expected lives are principally based on the 
Company's historical exercise experience with previously issued employee and board of directors option grants. The 
expected dividend yield is zero as the Company has never paid dividends and does not currently anticipate paying 
any in the foreseeable future. The risk-free interest rates are based on quoted U.S. Treasury rates for securities with 
maturities approximating the options' expected lives. 

h. Restricted Stock 

A summary of the Company's activity related to Restricted Stock awards for the year ended December 31, 2009 
is summarized below: 

Restricted Stock: 

Outstanding at December 31, 2008 
Outstanding at December 31, 2009 

Weighted
Average 

Number of Grant Date 
Shares 

500,000 
500,000 

Fair Value 

$21.92 
$21.92 

In December 2007, the Company awarded a grant of Restricted Stock to the Company's executive vice president. 
In accordance with generally accepted accounting principles, the Company records unearned compensation in 
Stockholders' Equity related to grants of Restricted Stock awards. This amount is based on the fair market value of 
shares of the Company's Common Stock on the date of grant and is expensed, on a pro rata basis, over the period that 
the restriction on these shares lapses, which is five years for the grant made in 2007. In addition, unearned compensation 
in Stockholders' Equity is reduced due to forfeitures of Restricted Stock resulting from employee terminations. 

In connection with the 2007 grant of Restricted Stock, the Company recorded unearned compensation in 
Stockholders' Equity of$11.0 million, which was combined with additional paid-in capital. The Company recognized 
non-cash stock-based employee compensation expense from Restricted Stock awards of $2.2 million, $2.2 million, 
and $0.l million in 2009, 2008, and 2007, respectively. As of December 31, 2009, there were 500,000 unvested shares 
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of Restricted Stock outstanding and $6.5 million of stock-based compensation cost related to these unvested shares 
which had not yet been recognized in operating expenses. The Company expects to recognize this compensation cost 
over a weighted-average period of 3 years. 

14. Executive Stock Purchase Plan 

In 1989, the Company adopted an Executive Stock Purchase Plan (the "Plan") under which 1,027,500 shares 
of Class A Stock were reserved for restricted stock awards. The Plan provides for the compensation committee of 
the board of directors to award employees, directors, consultants, and other individuals ("Plan participants") who 
render service to the Company the right to purchase Class A Stock at a price set by the compensation committee. The 
Plan provides for the vesting of shares as determined by the compensation committee and, should the Company's 
relationship with a Plan participant terminate before all shares are vested, unvested shares will be repurchased by 
the Company at a price per share equal to the original amount paid by the Plan participant. During 1989 and 1990, 
a total of983,254 shares were issued, all of which vested as of December 31, 1999. As of December 31, 2009, there 
were 44,246 shares available for future grants under the Plan. 

15. Employee Savings Plan 

In 1993, the Company adopted the provisions of the Regeneron Pharmaceuticals, Inc. 401(k) Savings Plan (the 
"Savings Plan"). The terms of the Savings Plan provide for employees who have met defined service requirements to 
participate in the Savings Plan by electing to contribute to the Savings Plan a percentage of their compensation to be 
set aside to pay their future retirement benefits, as defined. The Savings Plan, as amended and restated, provides for 
the Company to make discretionary contributions ("Contribution"), as defined. The Company recorded Contribution 
expense of $2.6 million in 2009, $1.5 million in 2008, and $1.4 million in 2007, and such amounts were accrued 
as liabilities at December 31, 2009, 2008, and 2007, respectively. During the first quarter of 2010, 2009, and 2008, 
the Company contributed 111,419, 81,086, and 58,575 shares, respectively, of Common Stock to the Savings Plan in 
satisfaction of these obligations. 

16. Income Taxes 

For the year ended December 31, 2009, the Company incurred a net loss for tax purposes and recognized a full 
tax valuation against deferred taxes. In 2009, the Company recognized a $4.1 million income tax benefit, consisting 
of (i) $2.7 million resulting from a provision in the Worker, Homeownership, and Business Assistance Act of 2009 
that allows the Company to claim a refund of U.S. federal alternative minimum tax (''AMT") that the Company paid 
in connection with its 2007 U.S. federal income tax return, as described below, (ii) $0.7 million income tax benefit 
resulting from a provision in the American Recovery and Reinvestment Act of 2009 that allows the Company to 
claim a refund for a portion of its unused pre-2006 research tax credits on its 2009 U.S. federal income tax return, 
and (iii) $0.7 million income tax benefit in connection with the net tax effect of the Company's unrealized gain on 
"available-for-sale" marketable securities, which is included in other comprehensive income in 2009. 

For the year ended December 31, 2008, the Company incurred a net loss for tax purposes and recognized a full 
tax valuation against deferred taxes. During 2008, the Company implemented a tax planning strategy to utilize net 
operating loss carry-forwards (which were otherwise due to expire in 2008 through 2012) on its 2007 U.S. federal and 
New York State income tax returns that were filed in September 2008. The tax planning strategy included electing, 
for tax purposes only, to capitalize $142.1 million of 2007 research and development ("R&D") costs and amortize 
these costs over ten years for tax purposes. By capitalizing these R&D costs, the Company was able to generate 
taxable income for tax year 2007 and utilize the net operating loss carry-forwards to offset this taxable income. As 
a result, the Company incurred and paid income tax expense of $3.1 million in 2008, which related to U.S. federal 
and New York State AMT and included $0.2 million of interest and penalties. This expense was partly offset by 
the Company's recognition of a $0.7 million income tax benefit in 2008, resulting from a provision in the Housing 
Assistance Tax Act of 2008 that allowed the Company to claim a refund for a portion of its unused pre-2006 research 
tax credits on its 2008 U.S federal income tax return. 
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For the year ended December 31, 2007, the Company had projected to incur a net loss for tax purposes and 
recognized a full tax valuation against deferred taxes. Accordingly, no provision or benefit for income taxes was recorded 
in 2007. Subsequently, the Company implemented the tax planning strategy described above, which resulted in taxable 
income in 2007 on which the Company recognized and paid U.S. federal and New York State AMT in 2008. 

The tax effect of temporary differences, net operating loss carry-forwards, and research and experimental tax 
credit carry-forwards as of December 31, 2009 and 2008 is as follows: 

Deferred tax assets: 
Net operating loss carry-forward .......................... . 
Fixed assets .......................................... . 
Deferred revenue ...................................... . 
Deferred compensation ................................. . 
Research and experimental tax credit carry-forward .......... . 
Capitalized research and development costs ................. . 
Other. ............................................... . 
Valuation allowance .................................... . 

2009 2008 

$ 200,266 
13,833 
73,865 
29,736 
22,377 
49,107 
10,142 

(399,326) 

$ 161,790 
18,612 
85,251 
22,942 
22,295 
59,661 
9,825 

(380,376) 

The Company's valuation allowance increased by $19.0 million in 2009, due primarily to the increase in the net 
operating loss carry-forward. In 2008, the Company's valuation allowance increased by $37.4 million, due primarily 
to the increase in the temporary difference related to capitalized research and development costs, resulting from the 
implementation of the tax planning strategy described above. 

The Company is primarily subject to U.S. federal and New York State income tax. The difference between 
the Company's effective income tax rate and the U.S federal statutory rate of 35% is primarily attributable to an 
increase in the deferred tax valuation allowance. Due to the Company's history oflosses, all tax years remain open to 
examination by U.S. federal and state tax authorities. As described in Note 2 under "Income Taxes", the implementation 
of FASB authoritative guidance on January 1, 2007, and for the years ended December 31, 2009, 2008, and 2007, had 
no impact on the Company's financial statements as the Company has not recognized any income tax positions that 
were deemed uncertain under the prescribed recognition thresholds and measurement attributes. 

As of December 31, 2009 and 2008, the Company had no accruals for interest or penalties related to income 
tax matters. 

As of December 31, 2009, the Company had available for tax purposes unused net operating loss carry-forwards 
of $516.3 million which will expire in various years from 2018 to 2029 and included $21.7 million of net operating 
loss carry-forwards related to exercises ofNonqualified Stock Options and disqualifying dispositions of Incentive 
Stock Options, the tax benefit from which, if realized, will be credited to additional paid-in capital. The Company's 
research and experimental tax credit carry-forwards expire in various years from 2010 to 2029. Under the Internal 
Revenue Code and similar state provisions, substantial changes in the Company's ownership have resulted in an 
annual limitation on the amount of net operating loss and tax credit carry-forwards that can be utilized in future years 
to offset future taxable income. This annual limitation may result in the expiration of net operating losses and tax 
credit carry-forwards before utilization. 

17. Legal Matters 

From time to time, the Company is a party to legal proceedings in the course of the Company's business. The 
Company does not expect any such current legal proceedings to have a material adverse effect on the Company's 
business or financial condition. Legal costs associated with the Company's resolution of legal proceedings are 
expensed as incurred. 
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18. Net Loss Per Share Data 

The Company's basic net loss per share amounts have been computed by dividing net loss by the weighted 
average number of Common and Class A shares outstanding. Net loss per share is presented on a combined basis, 
inclusive of Common Stock and Class A Stock outstanding, as each class of stock has equivalent economic rights. 
In 2009, 2008, and 2007, the Company reported net losses; therefore, no common stock equivalents were included in 
the computation of diluted net loss per share since such inclusion would have been antidilutive. The calculations of 
basic and diluted net loss per share are as follows: 

December 31, 
2009 2008 2007 

Net loss (Numerator) ................................... . $(67,830) $(79,129) $(106,519) 
Weighted-average shares, in thousands (Denominator) ......... . 79,782 78,827 66,334 
Basic and diluted net loss per share ........................ . $ (0.85) $ (1.00) $ (1.61) 

Shares issuable upon the exercise of options, vesting of restricted stock awards, and conversion of convertible 
debt, which have been excluded from the diluted per share amounts because their effect would have been antidilutive, 
include the following: 

December 31, 
2009 2008 2007 

Options: 
Weighted average number, in thousands ......... . 20,040 17,598 15,385 
Weighted average exercise price ............... . $ 17.66 $ 17.31 $ 15.97 

Restricted Stock: 
Weighted average number, in thousands ......... . 500 500 21 

Convertible Debt: 
Weighted average number, in thousands ......... . 6,611 
Conversion price ........................... . $ 30.25 

19. Statement of Cash Flows 

Supplemental disclosure of noncash investing and financing activities: 

Included in accounts payable and accrued expenses at December 31, 2009, 2008, and 2007 were $9.8 million, 
$7.0 million, and $1.7 million of accrued capital expenditures, respectively. 

Pursuant to the application of FASB authoritative guidance to the Company's lease of office and laboratory 
facilities in Tarrytown, New York (see Note lla), the Company recognized a facility lease obligation of$31.7 million 
and $32.6 million during 2009 and 2008, respectively, in connection with capitalizing, on the Company's books, the 
landlord's costs of constructing new facilities that the Company has leased. 

Included in accounts payable and accrued expenses at December 31, 2008, 2007, and 2006 were $1.5 million, 
$1.l million, and $1.4 million, respectively, of accrued 401(k) Savings Plan contribution expense. During the first 
quarter of 2009, 2008, and 2007, the Company contributed 81,086, 58,575, and 64,532, respectively, of Common 
Stock to the 40l(k) Savings Plan in satisfaction of these obligations. 

Included in other assets at December 31, 2009 was $0.7 million due to the Company in connection with employee 
exercises of stock options in December 2009. 

Included in marketable securities at December 31, 2009, 2008, and 2007 were $0.6 million, $1.7 million, and 
$2.2 million of accrued interest income, respectively. 
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20. Subsequent Events 

The Company has evaluated subsequent events through February 18, 2010, the date on which the financial 
statements were issued, and has determined that there are no subsequent events that require adjustments to the financial 
statements for the year ended December 31, 2009. As described in Note 11a under "Facility Lease Obligations," in 
February 2010, the Company received $47.5 million from the Company's landlord in Tarrytown, New York, in 
connection with tenant improvement costs. 

21. Unaudited Quarterly Results 

Summarized quarterly financial data for the years ended December 31, 2009 and 2008 are set forth in the 
following tables. 

first Quarter Second Quarter Third Quarter :Fourth Quarter 
Ended Ended Ended Ended 

March 31, 2009 June 30, 2009 September 30, 2009 December 31, 2009 

(Unaudited) 

Revenues ............................. $ 74,981 $ 90,032 $117,455 $ 96,800 
Net loss .............................. (15,388) (14,938) (1,015) (36,489) 
Net loss per share, basic and diluted: ....... $ (0.19) $ (0.19) $ (0.01) $ (0.46) 

First Quarter Second Quarter Third Quarter Fourth Quarter 
Ended Ended Ended Ended 

March 31, 2008 June 30, 2008 September 30, 2008 December 31, 2008 

(Unaudited) 

Revenues ............................. $ 56,383 $ 60,653 $ 65,584 $ 55,837 
Net loss .............................. (11,847) (18,689) (19,084) (29,509) 
Net loss per share, basic and diluted: ....... $ (0.15) $ (0.24) $ (0.24) $ (0.37) 

F-35 
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Corporate inforniation 
Common stock and related matters 

Our Common Stock is quoted on The NASDAQ 
Global Select Market under the symbol "REC:3N." 
Our Class A Stock, par value $.001 per share, is 
not publicly quoted or traded. 

The following table sets forth, for the periods 
indicated, the range of high and low sales prices 
for the Common Stock as reported by The 
NASDAQ Global Select Market. 

2008 HIGH LOW 

First Quarter $ 25.25 $ 15.61 
Second Quarter 21.68 13.75 
Third Quarter 24.00 13.29 
Fourth Quarter 22.82 12.62 

2009 HIGH LOW 

First Quarter $ 20.08 $ 11.81 
Second Quarter 18.42 12.11 
Third Quarter 23.49 16.05 
Fourth Quarter 24.97 15.02 

As of April 14, 2070, there were 459 shareholders 
of record of our Common Stock and 39 
shareholders of record of our Class A Stock. 
The closing bid price for the Common Stock 
on that date was $26.39. 

We have never paid cash dividends and do not 
anticipate paying any in the foreseeable future. 

Corporate office 

777 Old Saw Mill River Road 
Tarrytown, NY 10591-6707 
(914) 345-7400 

Annual meeting 

The 2010 Annual Meeting of Shareholders will be 
held on Friday, June 17, 2010 at 10:30 a.m. at the 
Westchester Marriott Hotel, 670 White Plains Road, 
Tarrytown, NY 70591. 

Shareholders' inquiries 

Inquiries relating to stock transfer or lost 
certificates and notices of changes of address 
should be directed to our Transfer Agent, 
American Stock Transfer & Trust Co., 
59 Maiden Lane, Plaza Level, New York, NY 10038, 
(800) 937-5449. General information regarding 
the Company, recent press releases, and 
SEC filings are available on our web site at 
www regeneron.com, or can be obtained by 
contacting our Investor Relations Department 
at (914) 345-7741. 

Transfer agent and registrar 

American Stock Transfer & Trust Co. 
59 Maiden Lane 
Plaza Level 
New York, NY 10038 

Independent registered 
public accounting firm 

PricewaterhouseCoopers LLP 

REGEN ERON® and the following are registered 
trademarks of Regeneron Pharmaceuticals, Inc.: 
ARCALYST®, Veloclmmune®, and VelociGene®. 
Lucentis® is a registered trademark of 
Genentech, Inc. 

Forward-looking statements 
and risk factors 

This Annual Report discusses historical information 
and includes forward-looking statements about 
Regeneron and its products, development 
programs, finances, and business, all of which 
involve a number of risks and uncertainties. These 
include, among others. risks and timing associated 
with preclinical and clinical development of 
Regeneron's drug candidates, determinations 
by regulatory and administrative governmental 
authorities which may delay or restrict Regeneron's 
ability to continue to develop or commercialize 
its product and drug candidates, competing drugs 
that are superior to Regeneron's product and 
drug candidates, uncertainty of market 
acceptance of Regeneron's product and 
drug candidates, unanticipated expenses, the 
availability and cost of capital, the costs of 
developing, producing, and selling products, 
the potential for any collaboration agreement, 
including Regeneron's agreements with the 
sanofi-aventis Group and Bayer HealthCare, to 
be canceled or terminated without any product 
success, and risks associated with third party 
intellectual property. A more complete description 
of these and other material risks can be found 
in Regeneron's filings with the United States 
Securities and Exchange Commission (SEC), 
including its Form 10-K for the year ended 
December 31, 2009. Regeneron does not 
undertake any obligation to update publicly any 
forward-looking statement, whether as a result 
of new information, future events, or otherwise, 
unless required by law. 
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We have reached an 
important threshold in 
the transformation of 
our compan~. Positive 
clinical results in multiple 
Phase 3 programs and a 
focused 1 tenacious team 

now 1,500 strong are 
bringing us closer to our 
goal of becoming a multi
product, fullLl integrated 
pharmaceutical compan~ 
b~ delivering important 
medicines to patients 
with serious illnesses.  
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Dear Shareholders, 

The last 12 :nonths r,ave bee11 tra,1sfo,malive 
ancl unprececientec for Regener-c:Jn, 

\Ve reported posiUve Phase 3 clinical results 
from two trials ir1 wet age-related macular 
dege1-1erat,0:1 (wr:::t. AMO), the most common 

cause of blindness 1r1 the el,derl,~J; from three 
trials ir1 gout; and frnrn the first of tvvo trials 
i11 ar1olt1er ser-ious e\je disease, ce,,tral 
retinal vein occlusio11 (CRVCJ), 

Based 011 these dat,a, vve submitted our 
application to the U.S. Food and Drug 
A.dmill,stratio11 (FDA) for regul.atrnt;. appnwal 
of VEGF Trap--ElJe in the wet AMO lndicaUon 
arid anr1ou:1c8d our ir:ter1Uon to subr1it ir1 
mid-2011 a,-1 a00l,cauor-1 for FC,t\ approval of 
ARCALYST® (rilonacept) for tne prevennon of 
d,ug treatrnenHr,duced gout flares, 

V\ie are verl,d pl1:::ased that i,, April 2rn1 the 
FDA accepted our VEGr= Trap-E~1e filing fo, 

review arid gr-antec it Priorit~J Review stcitus, 
a des1gr·1atior1 given to drugs that offe;- major 

advai1ces in lrealme1,t or provide a treatment 

where no adequate ther·ap~J exists, 'v\iith 
Pr-ioritt,J Review, the target date for an ;::Di\ 
decision 011 our applicatio11 has been sel 
for August 20. AccordingltJ, if \/EGF Trap
t:\je is aoproved, we anticipate a U.S. 
product launch i11 wel AMO ir1 lhe seconci 
half of 20'1'1, 

Before tnis annual report reaches 
shareholders, we e:xpect to have released 
n,,sults of the second Phase 3 stud:,J we have 
been conducting \Nit.h \/EGF Trap-E;Je in 
Cf~VO, ar1d we inter1d to seek fTlA approval 
for CRVO jf U1e second Pr,ase 3 stuc\J if, 

this indication confirms the rnsults of the 
first t,ial.. Also ir,1miner1t are resul.ts from our 
Pt1ase 3 tr-ii:Jl of aflioercept (VEGF Trap) i,, 
second-line colorectal cancer. 
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\Ne announced in Marci, 20·11 rt-1at in tt-1e Phase 3 trial of aflibercept in second-·Une non--small·-cell 
lurig cancer, addirig aflibercept to the chemotherapeutic agerit doc,:,t:i:xel did riot irr,crove overall 
survival co,npared to docetaxel ano placebo. Also, i,1 Februar'c! 2010, we a,,riounced that while 
ARCALYST'-c (rHonacept) was effective in preventing drug-·ir1duced gout fl,:ires in the first of our two 
Phase 3 trials iri that indicatiori, iri another Phasi::? 3 stud1d it vvas riot mme 1:::iffective than nor,
steroidal. a,1tH11flammatm~ age,·1ts (~~SAIDS) i,1 treati1,g acute gout flares 011ce flar·es haci started. 

Ir: the pt1ar1T1aceutical /1dustry, the Journe~1 to bri1·1~1 evei-1 cme drug lo 1T1arkE:1t is lcn1g arKJ 
arduous, so we are c1eUghted to be close to the point of potentiallu commerc;alizing two drugs 
for serious medical cof!dltions - wet l\MD and gout. Yet this is r1ot the full story of Regeneron 
today. If 01otechriol.og~ cornpanies are fortunate enough to br·ing a cirug to market after ~1ears 
of investment and uncertaintu, tt·,en most face the tough challenge of building a pipeline that 
can sustain their growth. Regef!eron already h.:is that pipelir:e in olace, \Nlth 11 corr1pounds ir1 
various stages of cl.i11ical development. We al.so t1ave t.he lechnology platforrns, the personnel., 
and the financial resources, throug~1 our collaboration wlth sancfi-aventis, to advance ancl 
repler:ish our pipeline of r ullid hurmm mor1oclonal antibodies. 

lri fact, we aim to introduce aporoxir,iatel\d 30 to 40 addltiorial antibodies ir1to clinical devel.opmef!t 
b~ the end of 2017 One of t.he most promising progmms i11 lr,e pf peUne loda~ is REG~~727, ai1 
anUboc1;J to a novel protein called PCSK9 that is believec to pla~J a role in regulating production 
of LDL. (bad) cholesterol.. REG~L72/ is exciting because potentiall1d it may provide ar: alternative 
fo,· people who are u11E.!ble t.o lower t.heir· choleslerol to ,ecornme1,ded level.s even 0~1 laking statin 
medications. The REGN727 program is described in further detail on page 7 of this report. 

Since we entered into our anUood;J collaboration witn sanofl-·aventis ir1 2007 our msearc!, anlj 
clinical d1:::iveloprn2:1t progran1 has grovvr1 to become one of thi::: '10 largest in the biotech industr'cJ. 
We ourselves invested nearly $500 million 011 R&D in 20'10. Total R&D spendir1g on our 
programs, including spenljing tJ~) sanofi-cJVentis and BatJe, HealthCare, our collabor,'Jtor in ti,e 
VEGF: ·frap-E'cJe program, climbed to almost $/00 millior1 last year. 

Although our 2□-10 R&D spending it✓as 

substariUal, our use of c,.3sh - our "c,.3sh our::" 
in the language of the biotech intjust,~J ······ W,'JS 
only $125 million. Thi::: rnost important 1·easor1 
for lt,,s was the r urir.:Jing we received from 
our coll,'lborators, sanofh:iventis ,'Jnd Ba~Je, 
HealthCare. /\dditionalliJ /\RC/\LYST® generated 
$20 rnilUo,1 in product sciles for its approved 
indication. the rare gem:!tic disease called C1\PS. 
Two othr:;r si~1r:ifica1·1t 2010 r:";vmls e1·1har·1ced 
our financial re.sources: \Ne received an up--front 
$·155 rnlllior1 payr11er1t frnrn Astellas Pharma inc. 
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lo r:";xtend its licer1sE:1 to our VE:1locirnr,1u1·ie® anUbod'cJ generation technolog~J; and vve also look 
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advanta\1e cf favorable market conditions 1n Cctober 2010 to raise $175 million thrnugh a public 
offerir,g of our cornmori stock, the first time we have gorie to the public markets for cacital since 
2006. We ended 2010 wth $627 rnillio11 in cast, arid marketable securities. 

The '::!ear 2010 was also mer:iorable ;;-, terrris 
of orgi.mizatior1al grovvth, as we i,1ueased 
staff t,:J 36% to a total of about l4DCJ 
ernplo(Jees. Most of the Increase was i,-1 R&D 
to support the antibod~J collatJoration. In the 
first quarter of 2011, we added over 80 more 
jobs arid moved into a third r1ew tJuildir,g at. 
our Tarrutown campus. We currentlu count 
about 260 Ph.D.s and 50 M.O.s amor,g our 
staff. Tt,e l11dustrial Oper-alions and Product 
Suppl;J (IOPS) depa1·tment in Rensselaer 
is also growir,g. The group aln,ost doubled 
production capac1t\,1 i11 2010 le 5"1,000 liters, 
while prnducing 60 lots of drug material for 
ll diff ere,·it cU,-ilcal prograrns. Our producUor1 

~n)pt~)~tn~nt 
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faciUl!J a11d kr1ow--ho,N are major ·---- and ofter1 unrecognized ----- assels for Regeneron. 

:-:•:·:•:•:•·•:•:•:•· 2010 

We r,ave ambitious hiring targets for 2011, i,·1 targe part to prepare for the poter·1lial 
com,nerciaUzation of \/EGF T,ap-E;Je for vvet AMO ancl ARCN.YSP for the gout flare 
preve,·itio1·1 11·1dicalior:. Wr-:; owr: exclusive U.S. righls lo \/EGf=: Tra0-El,,le and worlrjwide rigr,ts 
to ARCALYST®. We are also enutleL~ to half of the p:ofits from commercializat.ion of VEGF 
Trap-E'::le outside of the Uniteij States through our collaboration with Bal,,ler HealthCare. 

A s,:icl event amidst the successes of the last hJe,:11· was the sudden death in November 2010 of 
our dea,· friend ar,d colleague, Stuart A K0Ur1ski, Ser··:lm Vee Presiderit arid Cerieral Cour,sel. 
Stuart, 45 t,Jea,·s ol.d, died tr,e dal) afler we reported tr,e positive results iii our tv.10 trials iii 
wet AMO. stuart made innumerable contributions to Regeneron during his 1C 0ears with the 
compar:'::l. Hr::0 will be missed □d all those wr10 k,-,ew r1is drive, ir-1lellect, warmth, and hurnilill,J. 

As rnuch as the past 12 rnor,ths vvere a tirne of transrorm,:1tjor1, thel,J wei"e also a period 
of l:rar1sit.io11 Lo new challe11ges: submilti,1g a supplemental applicat.io1, for FD;\ review of 
ARCAl.YST® for the prevention of 1Jout flares in patients initialing uric acicl-lowering therap~J 
and, poter:ti,:1lld, for VEGF= Trap-E1Je ir1 the G<VO /1dicatior1; tJuild/1g a sates, rnarketirig, arid 
product distribution orgaii1Zation in the U,1ited States; pre0c1rir1g for poter1Uai product launches; 
and aclvancing our earlier-stage antibodl,J candidates. \Ne look forward to reporting back to 
you a l,,jear from m.1w on our acco1-r10lishrnr-:;r1ts in thesr:: ei-,deavors. As alwal,JS, vve thank ~1ou, 
our shareholders, for \JOU, confidence and support. 
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\Ne ,y1:·,ounced pos,tive six

month ljata f ,om the P!·1ase 2 
stUdl,I (called Of\ \j![\j[i) 
of VEGF T:ap-ElJe ir1 patie1·1ts 
With clinicall\J s1gnlficant 
diabetic n1acular eder,1a {OME). 

\Ne reported positive proof-of
concept interim data from a 
Phase 1 stud,; of the PCSK9 
antiood\,I (REGf\J727) for LDL 
(bad) cholesteml ,eduction 
and rrorn a Phase 2 studld of 
t!·1e nerve growth factor (1~GF) 

antibod~J (REG~~475) for pain. 

We a:1:1ounced pos1tive results 
for faRCALYST® in lr,e first of 
tv10 Phase 3 studjes for the 
preve,·1tio1·1 of gout flarr:::s /, 

patients initiatlng allopurinol 
therapy and unsuccessful 
resul.ts for Af~CALYST® i,·1 

treating acute gout flares once 
flari::;s had started. 

\Ne held our k.st 1,·,veslor D,.:11,J 

in f\Jew York CttJ,. I\Jearl~J 200 
people attended the event live 
or v/lualllJ on the 1,-1tr:::met. 

fa-stellas Pharma ar1d 
Regenercn extended through 
2023 1\stellas' non-exclus1ve 
lice11se to utilize lhe Regene:01, 
Velocimmune® technologtJ in 
its internal research programs 

to dlscove,· fullld human 

rn0:1oclor1al antibodies. 
Astellas paid the Co,1,pan~ 
$165 million upfront and 

agrr:::ed to palJ anolt1r:1r $'130 
rniliion in 2018. 

We raised $75 rn1llicm ir: a 
commor1 stock offr:::ring, OlF first 
public fir1ancing since 2006. 

Vve reporteij that VEGF: Trap
E;;.e ,net. lhe pr11Tiar1; endpoint 
of non-ir1feri0:il~J to L.ucent1s·~· 
(ranlblzumab), the r11ar~<et
leading anti-VEGF U1erap\:J, i:, 

the one-;Jear <'.lnalhJSis of two 
Phase 3 stud1es i,1 wet age
related 11,acular degeneratio11 
(wet /\MD). 

1

1111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111 

\Ne ar-w1ounced oositive 
i-esults fo, .ARCALYST® lr1 

the second Phase 3 trial for 
the preventior1 of goul: flares 
in patients initiating uric 
acid-lowerir1g therap:,;. 

We announced that three 
more antibodies have 
entei-ed clinici.:il development. 

We suOrnittelj a Biologics 
Licerise l\ppUcation to the 
FDA for VEGF Trap-E~e for 
the treatment of wet Nv10. 

We announced that in the 
Phase 3 stud~ of aflibercepl 
(VEGF T:ap) in second-line 
non-small-cell. lu1·1g cance;-, 
a regiiTlen of aflibercept arid 

chemotherap\J did not show 
The U.S. f:0/\ placed l~EGN475 

a survival ber1r:::fit compared 
on clinical t10ld followi,,g a 
case of avascular necrcsis of 
a Jo11·1t vvith anothr:::r compar1\:j's 
anti--M;F antibod\J 

We reported positive results 
for VE(;F Trnp-E~;e in the first 
of two Phase 3 studir:1s in 
cent,·al. rel.incl vein occlusior1 

with chernot!·1erap~1 alone. 

We announced the sta,·t or 

a Phasr:' 3 clir1ical prograrn 
fo1· VEGF Trap-Eue ln CME. 

\Ne a,111ou11ced that the FD.A 
has accepted for :eview ou1· 

and positive one-uea, n=?sults filing for VEG!:: Trap-Et::1e for 
from the Phase 2 st.uc\J i1·1 DME, t!·1e treatment of wet. AVID. 

has granted the application 
Priorilt,J Review, ,.:1nd has sel 
August 20, 2Cl1 as the target 
date for an FDA dec;sjon. 
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DEVELOPING A DEEP AND BALANCED PIPELINE 

e Gout flam wevention in patients 
1nitiat11·1g uric acid-lovvering therapy 

Cer"Jlral relir1al veir1 occlusion 
Diabetic macular edema 

BECOMING A FULLY INTEGRATED 
PHARMACEUTICAL COM NY 

Zd-Une melaslaUc colo:ectal caI1cer 
rqine metastatic prost.3te cancer 

Senior VicG PrGsk!ent, RGsearch am:! Development Sciences 

"Our product candidates larget a mix of validated a,1d 
novel targets. Having a balanced portfolio helps man,:_ige 
the risk ir1herent in drug development." 

Senior Vice President, Clinical Development 

"Vi/e have the enviable abililJ lo add seve,·at additional 

full~! human antibodies to the clinical pipeline eacn 
\:)ear due to the p:oducUvit\,l or our discover\:) arid 
r-iP\1PI ri,111,P,-1t 111 rltfnr me;" 

 

APOTEX V. REGENERON IPR2022-01524 REGENERON EXHIBIT 2008 PAGE 6291
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Senior VicG PrGsk!ent and GGnernl Ma11agGr, 
Industrial Operations and Prndud Supply 

;5t-line metcJstaUc colorectal cancer 

UJl .. cholesterol reduction 

CJsteoarthritis of the knee 
*On Ciinico/ Hold 

Advanced maUgr:ar:cies 

/\topic d1:::rrnaUtis 

Car1cer 

Rheurr,ato1d arthritis 
A,,k~1losi11g spoi1d~1lilis 

Eosinopl:ilic asthma 

Ur1disc.losed 

Undisclosed 

SGnlor Vice President, Commercial 

"We've made major investments to build the know-how 
and ir:frastructure r:eeded lo suppUJ our rjrug products.'; 

"This is a ven;. exc.iti11g lime al Rege,1eron as we 
complete regulator\J filings and prepare for potenUal 
product launches in \rvet ,A.MD and gout."  
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VEGF TRAP-EYE - A POTENTIAL NEW TRE 
FOR SEVERAL SERIOUS EYE DISEASES 

MENT 

Uncontrollecl builclup of fluid fmm leaK\J blood vessels ln the maculci, the Ught-sensitlve part of tne retina responsible 
for sharp, direct vision, can Lead to irreparable darnage to the rnacula and to visior1 Loss. in recent 1,Jears, :T'iedicines 
t!·1al block the actlvitl,J of a blood vessel. r,;rnwth factor cal.led VEGF (vascul.ar e11dotr,eUal growtr, factor) have 11ot O,llld 
stabilized vlsior, in people losing thei1· sight from these conditions, which lnclude wet age-related macular 
rj2generalior, (wet AMO), ce,,lral retinal. vei:1 occlusio,·, (CJNO), ai-1d diabetic macular edr::r,1a (□ ME}; lr1e mr::dicir12s 
have actuaUu restorerJ vislon in manu patients bu 1·eversing the accumulatior1 of fL.,id anri svvelli,1g. 

Ir: i::ebruarw 20'11, we submitted a regulatorw application to the FD/\ to market our VEGF Trap-Eye drug candidate for 
wet /\MO, Ltlr:: t1est knowr, of these e1J2 disr::ases ar·1d the leadirnJ causE:• of bl.i1·1d1·1ess ir, the 2ldr::r\J. Basr::d or, lr1e Pr,ase 
3 clinical data, we and our collaborator, Bai,Jer· HealthCare, believe VEGF Trap--Eue is a novel anti-VEGF agent that, if 
approved bi,d regulatoru authorlties, could be ar1 effective therap':d for the treatn1e:1t of w1:::t /\MO wher1 administered on 
an evert,J two months dosi,·,g schedul.e. We are also e1:couraged bt,J 1nilial cli,·1ical. results i11 CRVO a1,d □ rvlE. 

In our two Phase 3 sludies in wet AMO, 2-milligra,77 (mg) doses of our dr·ug ca1:didate (VEGF Tr·ap-E\cle) give,1 
everu two months acnieved similar (the tec!·1nlcal term is non--inferior) results in terms of maintaining vision to current 
standard-of-care ar1ti-\JEG1:: therap\cl: Lucentis® (ranlbizumab) 0.5 mg dosed accordir:g to its label evE·rl,J four weeks. 
Aver-age vision gains with tr,e two therapies were also si,T,ilar in U,2se lrials, as 'Nere lr1e saf el,

0
: profiles of the tvvo 

medicines.1 Feedback from phlJsiciar1s vve consulted suggests that treatment that requires half the dosing \Jet provides 
comparable predictable results would be a rnajor advantage r □: pat1e,,ts. TMau, mar1\cl r2tir1al specialists vvould like 
lo treat patie1:ts less often lha,, mor1lhl1,J but. must exami,1e them each rnor1lh to determi:12 if a,1ot.her treatn,e,1l is 
rieede1J Morithlu office visits, whether or not theu result iri treatments, are inconvenient for phusicians arid patients 
and burder1some for lhr:: cai·2g1ver vvho rnusl brir1g the 0alie:1t lo Lhr:: doctor's office because trealr:·d pal,e:1ts are r:0t 
pe,·milted to drive themselves !·1ome. 

Phase 3 Trlal Design 
VEGF Trap-Eye vs. ranlbizumab 

VEGF Trap-Eye 
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There are two forms of /-\MD: wet and dri,d. The wet fem, is 
r·esponsiole fm about SO% t.o 90% of all AMD-relalec bli,,dness, 

and it can develop at an;J time in people with dr~J ,.\MD. Genetic 
predisposiUo,·1, diet, arid erwironiT1er1tal risk Factors contribute to 
tt,e develop1,,ent of AMO, but changes due to aginQ ma~ be the 

initial stimulus. More than 210,000 Americans are newl\J diagnosed 
with arid tieated for wet i\MO each 1,Je,:1r. Pievalerice of /\MD 
i,1 the Unitecl States is estin,aled at l8 rnilUor, people (l2 rnilUor, 
of whom have wet /\MD). and with the aging cf the 8abtJ Boom 
ge,·ieralior,, is expecled lo j;·,creasr::? to r1earl\:I 3 rnillior: by 2020. 

CRVO is trlggered by a blockaQe of the CE:11:tral rdi,7al vr::?in, lJpicalli,J 
frnrn ,=J bl.ood clot or pi-essure from ar·teries in the i-etina. The blockage 
leads to a backup of blood and fluid that injures the retiria. Vve and 
our collaborator Bayer HealthCare expect soo11 to report results 

from the second of tvvo Phase 3 clinical trials of VEGF Trap-E~Je in 
this indication. We reported positive results From the !·irst stud\:!, 
call.ed COPERr\JICUS, i,, Decen,ber 20EJ. 

Patier1ls wit:·1 diabetes are at risk of developi,1g fluid accu,nulalion and 
swelling in the macula that is thought to be mediated by the production 
of VEG!= arvj other l1lood vessel rJrowth faclors ir1 respor,se lo a lack 
of oxugen .. Among Americans who have had clial1etes for 10 ~Jears, the 
incidef:ce of CME is estimated at 20% of patierits \Nith t1dpe 1 diabetes 
anc 25% of patients wilh tJpe 2 diabetes who use insuli17. \Ne a,1d 
BalJer HealthCare initiated the first of two planned Phase 3 studies in 
DME if: /\pril 20'11 folbNing a positive Phase 2 trial reported in 
Februari,J 2010 (six-monlh data) a,1d December 2010 (12-1-r1onlr1 data). 

1 The incidence of e~Je t,ecitrnent-related side effects was balanced 
ac:oss all treatr,ierit groups ir, both studies. The most f requerit 
eve,1ls were associated 1Nit.h the i17jection prncedure, the u,1derL,:1ng 
itsease, andior the aging process. The most frequent ocular adverse 
everitsvvere cor,jum::tival hemorrhage, rnacular derJe,,eralion, etJG 
pain, retinal hemorrhage, anri viVeous floaters. APOTEX V. REGENERON IPR2022-01524 
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ARCALYST® (RILONACEPT) FOR PREVENTION OF 
DRUG-INDUCED GOUT FLARES 

Ir, our three Phase 3 studies, including two r·eported in the flrst quarle, of 2CJ11, all paUer,ts received a drur,: called 
allopu(nol to reduce deposits of uric acid in joints, the standarij approach to treating gout. The trials compared patients 
who wr::rE:1 lrealr::el vvit.h allopur,r,ol plus eilhr::r a lovv or high dose of ARCALYST® or a placebo medicine. Ac both lovv 
and high doses; ,A,RCAL.YST® was effective r·elative t.o plcicebo in preventing the occurrence of gout flares ----- the joint 
pain that 1s the major S\:)mptorn of gout. The decrease in the mear1 number cf flares vvas /3% to SO% in or1e tr1al, 
deper-1di,·,g or, the dose, ar1d 72% ir, lr,E:! secomj lrial at both dosE:1s. The third Phase 3 sludJ providr::d addiUor·,al safelt;. 
information. ARCAI..YSTcsi was genei-all~; well tolerated 1n ti,ese stuciies. Injection site reactions, usuallu considereci 
mild, were the rnost common side effect. 

Gout is a painFul and ofter1 ir1capacitating Form of arthritis that affects about three rnilllrn, Americans. Gout occurs wher-i 
high blood levels of urlc acid, a bodilu waste product ,1orrnall~; excreted b,,J the kid,1e~)s, lead to the for,nation of cr-wstals, 
t\JpicalllJ in the toe and other joints Vvhile allopurinol and newer- uric acid-lowering medicines are often effective in 
reducing uric acid cor1centrations, r:iany patients expe,ience more rather thar1 fevver flares during the first months of 
treatment as these medirn,es break down o,· increase U·1e excretion of u,ic acid crwstals from t.!-:e joints into blood vessel.s . 

• Patients on Allopurlrml per Year 

ill i n 

ARCALYST® was designed to block the ai1loi--i,1flamr:1atorw prot.ein interieuk:n-·1 (IL:-1). !L-·1 overprnducUo,1 bw infection-
fighting cells in response to high cc,ncentrations of uric acid is believed to trigger acute gout flares, which generall;J 
persist for SE:1Ver1 to 10 darJs. No,·,-slercldal ar·1lHnfl.arnr:1at0:1J agents (f\JSAIDs) a,·1d tr1e drurJ colchic/1e are sometir,1t:1s 
prescribe(:! to manage \10ut flar-es for patients on uric acid--lowering therap,J but safetu concerns and sicle effects limit 
thei1- use. lf ARC/-\LYST® is approved bt;. regulator\:) authorities, target populations will ir1clude people 1nitiatir1g uric 
acid-lovveri:1g Lherap\J who are i11tol.e:anl or unrespo,1sive to NSA!DS or colchicine or have rnore severn gout, often 
invnivinn n:ntr1 ,ninn 11rir ;:i,irl r-r; 1::;L:;! n;:,nnc:its 1~;:,ilPri fnnhi 
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REGN727 (PCSK9 ANTIBODY) 

' ~,, ~""~ 

tlJ 

The connection between UJL (lO\N··densili,: lipoprotein) cholesterol, plaque buildup in cirteries, ar,d i11creased rlsk for 
coronar;J arter!J disease has long been knov,m, but the optimal LOI.. cholesterol level fe:r patients vi./th or at risk of heart 
rJisease has br:?e1·1 a rrmvir,rJ targE:'l. CurrEmL Am,Hican Hr:·a,t l\ssoclalior1 (,A.H.£\) guidelines advise that LDL chol.esterol r10L 
exceecl 100 rng per cleciliter fer people at ~iigh risk for cardiac events and AH,£\ is consiclering new guidelines that rnau 
push the recommended level even lower. Statir1 drugs, the world's best selling class of r,1edicines, revclutlcnlzed the 
rnar,agemer,t of LDL cholesterol.; yel a third of patients or1 stalir1s fail lo n:?ach their recornrnr:?:1ded LDL l.evel. 

REGN727 
Subcutaneous Single Dose Effect on LDL 

Day 

0 2 4 6 8 10 12 

Phase 1 studu of 32 heo!U-1iJ volunteers who 
rxesented with LOL choiestero/ ieveis obove 
HJCJ mg per rJeciliter. 

·14 

Our REGN727 a:1tibod1J wmks on the same ge,1e,al. cr1emical pathwa~1 
as statins do but in ci tjjfferent wahJ- lniticil clinical data that we 
preser1ted at the 2010 AHA meeting, as well as ger,etlc studies, 
suggest ttiat blocking PCSl<9, REGN727's target p:otei:1, may be a 
vi,=Jble new ,=Jpprcach to managing UJL cl,olesterol., especiall\J for people 
who do not get to thek target LDL levels usir7g st.:1ti:1s alone and for 
people wr,o do r1ol ,·espond lo statins or can11ot tolerale them. 

Ge,·1elic evidr:?r:ce for lt,e rol.e of PCSK9 as a modulator of LDL 
c!·1olesteml !·1as mcicle PCSK9 a hot target in the pharmaceutical 
industrtJ toda~J - an1j Regeneron, in 2D1CJ, was the first cornpan;; 
lo prese1·1t clinical data for ar: ai-,li-PCSK9 agm1l. A study oublished ir, 
the f\Je-,N Englancl Journal of Medicine in 2flO6 1 showec1 that people 
who naturally produce sub-r1orrml amounts of the PCSk9 protein 
due lo ci mutation in 011e of their· tvvo PCSK9-er:codi11g genes have 
ve,~J low levels of l . .Dl. cholesternl and almost a 90% lower chance of 
dr:?velop1r,g cororiary heart disease. 1,·1 our initial studt,,J, a sinrJle 
subcula,1eous dose of REGf\J727 recuced LDL cholest.erol b~1 over 
4[1% to over 60%, deper,ding on the dose. No treatment-related serious 
adve,·se r:?ve1·1ts were seen. 

Alt!·,ough our clinical experience wlth REGN727 rernains limited, these 
initial results vve,e an important proof of concept for our progrnrn. With 
our col.l&1orator, sa:1ofi-avent,s, we ,Jre :":CJ'W co:1ducti,•1g several Phase 
2 studies, some testing REGf\J727 in combination with statins, others 
testir1g REGf\1727 alor1e. We hopi:.: to have lnitial r1:.:sults fror,1 one or 
more of these trial.s b~1 the e11d of 2011. 
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SECURITIES AND EXCHANGE COMMISSION 

WASHINGTON, D.C. 20549 

FORM10-K 

rgj ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES 
EXCHANGE ACT 01<' 1934 
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OR 

□ TRANSITION REPORT PURSUANT TO SECTION 13 OR l5(d) OF THE SECURITIES 
EXCHANGE ACT OF 1934 
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(914) 347-7000 

13-3444607 
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(Zip code) 

(Registrant's telephone number, including area code) 

Securities registered pursuant to Section 12(b) of the Act: 

Title of each class 

Common Stock - par value $.001 per share 

Name of each exchange on which registered 

NASDAQ Global Select Market 

Securities registered pursuant to section 12(g) of the Act: None 
Indicate by check mark if the registrant is a well-known seasoned issuer, as defined in Rule 405 of the Securities Act. Yes 0 No D 
Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or 15(d) of the Act. Yes D No 0 
Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during 

the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for the 
past 90 days. Yes @ No D 

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required to 
be submitted and posted pursuant to Rule 405 ofR~ulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the registrant 
was required to submit and post such files). Yes Ii:'.! No D 

Indicate by check mark if disclosure of delinquent filers pursuant to Item 405 of Regulation S-K (§229.405 of this chapter) is not contained herein, and will 
not be contained, to the best of registrant's knowledge, in definitive proxy or information statements incorporated by reference in Part HI of this Form 10-K or any 
amendment to this Form 10-K. D 

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the 
definitions of"large accelerated filer", "accelerated filer" and "smaller reporting company" in Rule 12b-2 of the Exchange Act. 

Large accelerated filer @ Accelerated filer D Non-accelerated filer D Smaller reporting company D 
Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). Yes D No @ 

The aggregate market value of the common stock held by non-affiliates of the registrant was approximately $1,726,149,000, computed by reference to the 
closing sales price of the stock on NASDAQ on June 30, 2010, the last trading day of the registrant's most recently completed second fiscal quarter. 

The number of shares outstanding of each of the registrant's classes of common stock as of February 11, 2011: 

Class of Common Stock 

Class A Stock, $.001 par value 

Common Stock, $.001 par value 

Number of Shares 

2,182,036 

87,777,008 

DOCUMENTS INCORPORATED BY REFERENCE: 

Specified portions ofthe Registrant's definitive proxy statement to be filed in connection with solicitation of proxies for its 2011 Annual Meeting of Shareholders 
are incorporated by reference into Part III of this Form 10-K. Exhibit index is located on pages 67 to 71 of this filing. 
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PART I 

ITEM l. BUSINESS 

This Annual Report on F'orm 10-K contains forward-looking statements that involve risks and uncertainties 
relating to future events and the future.financial performance of Regeneron Pharmaceuticals, Inc., and actual events 
or results may dW,er materially. These statements concern, among other things, the nature, timing, and possible 
success and therapeutic applications of our product candidates and research programs now underway or planned, 
the likelihood and timing of possible regulatory approval and commercial launch of our late-stage product candidates, 
the commercial success of our marketed product, and the future sources and uses of capital and our financial 
needs. These statements are made by us based on management's current belif!fs and judgment. In evaluating such 
statements, shareholders and potential investors should specifically consider the various/actors identified under the 
caption "Risk Factors" which could cause actual events and results to differ material(vfrom those indicated by such 
forward-looking statements. We do not undertake any obligation to update publicly any forward-looking statement, 
whether as a result of new information, future events, or otherwise, except as required by law. 

General 

Regeneron Pharmaceuticals, Inc. is a biopharmaceutical company that discovers, develops, and commercializes 
pharmaceutical products for the treatment of serious medical conditions. We currently have one marketed product: 
ARCALYST® (rilonacept) Injection for Subcutaneous Use, which is available for prescription in the United States 
for the treatment of Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-inflammatory 
Syndrome (FCAS) and Muckle-Wells Syndrome (MWS) in adults and children 12 and older. 

We have 11 product candidates in clinical development, including three that are in late-stage, (Phase 3). All of 
these product candidates were discovered in our research laboratories. Our late-stage programs are VEGF Trap-Eye 
(aflibercept ophthalmic solution), which is being developed using intraocular delivery for the treatment of serious 
eye diseases; ARCALYSI®, which is being developed for the prevention of gout flares in patients initiating uric acid
lowering treatment; and aflibercept (VEGF Trap), which is being developed in oncology in collaboration with the 
sanofi-aventis Group. Our earlier stage clinical programs include the following fully human antibodies, which are 
being developed in collaboration with sanofi-aventis: 

• REGN727, an antibody to Proprotein Convertase Substilisin/Kexin type 9 (PCSK9) for low-density 
lipoprotein (LDL) cholesterol reduction; 

• REGN88, an antibody to the interleukin-6 receptor (1L-6R), which is being developed in rheumatoid 
arthritis and ankylosing spondylitis; 

• REGN668, an antibody to the interleukin-4 receptor (IL-4R), which is being developed in atopic dermatitis 
and asthma; 

• REGN421, an antibody to Delta-like ligand-4 (Dll4), a novel angiogenesis target, which is being developed 
in oncology, 

• REGN910, an antibody to Angiopoietin-2 (ANG2), another novel angiogenesis target, which is being 
developed in oncology; 

• REGN475, an antibody to Nerve Growth Factor (NGF), which is being developed for the treatment of pain 
(currently on clinical hold); and 

• REGN728 and REGN846, two antibodies in clinical development against undisclosed targets. 

Our core business strategy is to maintain a strong foundation in basic scientific research and discovery
enabling technologies, to combine that foundation with our clinical development and manufacturing capabilities, and 
to continue to expand our commercialization capabilities in anticipation of possible regulatory approval and launch 
of one or more of our late-stage product candidates. Our long-term objective is to build a successful, integrated, 
multi-product biopharmaceutical company that provides patients and medical professionals with innovative options 
for preventing and treating human diseases. 

1 
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We believe that our ability to develop product candidates is enhanced by the application of our VelociSuite™ 
technology platforms. Our discovery platforms are designed to identify specific proteins of therapeutic interest 
for a particular disease or cell type and validate these targets through high-throughput production of genetically 
modified mice using our VelociGene® technology to understand the role of these proteins in normal physiology, as 
well as in models of disease. Our human monoclonal antibody technology (Veloclmmune®) and cell line expression 
technologies (VelociMab®) may then be utilized to discover and produce new product candidates directed against 
the disease target. Our antibody product candidates currently in clinical trials were developed using Veloclmmune®. 
Under the terms of our antibody collaboration with sanofi-aventis, which was expanded during 2009, we plan to 
advance an average of four to five new antibody product candidates into clinical development each year, for an 
anticipated total of 30-40 candidates from 2010 through 2017. We continue to invest in the development of enabling 
technologies to assist in our efforts to identify, develop, manufacture, and commercialize new product candidates. 

Commercial Product: 

ARCALYS'I®- CAPS 

Net product sales of ARCALYST® in 2010 were $25.3 million, which included $20.5 million of ARCALYST® 
net product sales made in 2010 and $4.8 million of previously deferred net product sales, as described below under 
Item 7. "Management's Discussion and Analysis of Financial Condition and Results of Operations - Results of 
Operations." In 2009, we recognized $18.4 million of ARCALYST® net product sales. 

ARCALYST® is a protein-based product designed to bind the interleukin-I (called IL-1) cytokine and prevent 
its interaction with cell surface receptors. ARCALYST® is available for prescription in the United States for the 
treatment of CAPS, including FCAS and MWS in adults and children 12 and older. CAPS are a group of rare, 
inherited, auto-inflammatory conditions characterized by life-long, recurrent symptoms of rash, fever/chills, joint 
pain, eye redness/pain, and fatigue. Intermittent, disruptive exacerbations or flares can be triggered at any time by 
exposure to cooling temperatures, stress, exercise, or other unknown stimuli. 

Clinical Programs: 

1. VEGF Trap-Eye - Ophthalmologic Diseases 

VEGF Trap-Eye is a specially purified and formulated form of VEGF Trap, which is being developed for use 
in intraocular applications. We, together with our ex-U.S. collaborator Bayer HealthCare LLC, are evaluating VEGF 
Trap-Eye in Phase 3 programs in patients with the neovascular form of age-related macular degeneration (wet AMD), 
central retinal vein occlusion (CRVO), and choroidal neovascularisation (CNV) of the retina as a result of pathologic 
myopia. We and Bayer HealthCare conducted a Phase 2 study ofVEGF Trap-Eye in patients with diabetic macular 
edema (DME) and are discussing plans to initiate Phase 3 studies in DME. Wet AMD, diabetic retinopathy (which 
includes DME), and retinal vein occlusion are three of the leading causes of adult blindness in the developed world. 
In these conditions, severe visual loss is caused by a combination of retinal edema and neovascular proliferation. 

The Phase 3 trials in wet AMD, known as VIEW 1 and VIEW 2 (YEGF Trap: Investigation of ~fficacy and 
Safety in Wet age-related macular degeneration), compared VEGF Trap-Eye and Lucentis® (ranibizumab injection), 
a registered trademark of Genentech, Inc. Lucentis® is an anti-angiogenic agent approved for use and the current 
standard of care in wet AMD. VIEW 1 was conducted in North America and VIEW 2 was conducted in Europe, 
Asia Pacific, Japan, and Latin America. The VIEW l and VIEW 2 trials both evaluated VEGF Trap-Eye doses of 
0.5 milligrams (mg) and 2.0 mg at dosing intervals of four weeks and 2.0 mg at a dosing interval of eight weeks (after 
three monthly loading doses), compared with Lucentis® dosed according to its U.S. label, which specifies doses of0.5 
mg administered every four weeks over the first year. As-needed dosing (PRN) with both agents is being evaluated 
in the second year of the studies, although patients will be dosed no less frequently than every 12 weeks. 

The primary endpoint of these non-inferiority studies was the proportion of patients treated with VEGF Trap
Eye who maintain visual acuity at the end of one year compared to patients dosed monthly with Lucentis®. Visual 
acuity is defined as the total number of letters read correctly on the Early Treatment Diabetic Retinopathy Study 
(ETDRS) chart, a standard research tool for measuring visual acuity. Maintenance of vision is defined as losing 
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fewer than three lines (equivalent to l 5 letters) on the ETDRS chart. Secondary endpoints included the mean change 
from baseline in visual acuity as measured by ETDRS, the proportion of patients who gained at least 15 letters of 
vision at week 52, and the amount of fluid under the retina. 

We and Bayer HealthCare announced week 52 results from the VIEW 1 and VIEW 2 studies in November 2010. 
In these studies, all regimens ofVEGF Trap-Eye, including VEGF Trap-Eye dosed every two months, successfully 
met the primary endpoint of statistical non-inferiority compared to Lucentis® dosed every month. In the North 
American VIEW 1 study, 96% of patients receiving VEGF Trap-Eye 0.5 mg monthly, 95% of patients receiving 
VEGF Trap-Eye 2.0 mg monthly, and 95% of patients receiving VEGF Trap-Eye 2.0 mg every two months achieved 
maintenance of vision compared to 94% of patients receiving Lucentis® 0.5 mg dosed every month. In the international 
VIEW 2 study, 96% of patients receiving VEGF Trap-Eye 0.5 mg monthly, 96% of patients receiving VEGF Trap
Eye 2.0 mg monthly, and 96% of patients receiving VEGF Trap-Eye 2.0 mg every two months achieved maintenance 
of vision compared to 94% of patients receiving Lucentis® 0.5 mg dosed every month. 

A generally favorable safety profile was observed for both VEGF Trap-Eye and Lucentis®. The incidence of 
ocular treatment emergent adverse events was balanced across all four treatment groups in both studies, with the most 
frequent events associated with the injection procedure, the underlying disease, and/or the aging process. The most 
frequent ocular adverse events were conjunctiva! hemorrhage, macular degeneration, eye pain, retinal hemorrhage, 
and vitreous floaters. The most frequent serious non-ocular adverse events were typical of those reported in this 
elderly population who receive intravitreal treatment for wet AMD; the most frequently reported events were falls, 
pneumonia, myocardial infarction, atrial fibrillation, breast cancer, and acute coronary syndrome. There were no 
notable differences among the study arms. 

Based on these positive results, we plan to submit a Biologics License Application (BLA) to the U.S. Food and 
Drug Administration (FDA) in the first halfof 2011 for marketing approval of VEGF Trap-Eye in wet AMD in the 
U.S. In addition, Bayer HealthCare intends to submit regulatory applications in the first half of 2011 for marketing 
approval ofVEGF Trap-Eye in wet AMD in Europe. 

VEGF Trap-Eye is also in Phase 3 development for the treatment ofCRVO, another cause of visual impairment. 
We are leading the COPERNICUS @ntrolled rhase 3 !;;valuation ofB,epeated i~travitreal administration ofVEGF 
Trap-Eye !n gentral retinal vein occlusion: !:[tility and §_afety) study, and Bayer HealthCare is leading the GALILEO 
(Qeneral Assessment 1imiting !nfi1tration of !;;xudates in central retinal vein Qcclusion with VEGF Trap-Eye) 
study. Patients in both studies receive six monthly intravitreal injections of either VEGF Trap-Eye at a dose of2.0 mg 
or sham control injections. The primary endpoint of both studies is improvement in visual acuity versus baseline 
after six months of treatment. At the end of the initial six months, patients are dosed on a PRN basis for another six 
months. All patients are eligible for rescue laser treatment. 

We and Bayer HealthCare announced in December 2010 that in the COPERNICUS study, VEGF Trap-Eye 
met the primary endpoint of a statistically significant improvement in visual acuity at six months compared to 
sham injections. In this trial, 56.1% of patients receiving VEGF Trap-Eye gained at least 15 letters of vision from 
baseline, compared to 12.3% of patients receiving sham injections (p<0.0001). Patients receiving VEGF Trap-Eye 
on average gained 17.3 letters of vision, compared to a mean loss of 4.0 letters with sham injections (p<0.001), a 
secondary endpoint. 

In the COPERNICUS study, VEGF Trap-Eye was generally well tolerated. The most common adverse events 
were those typically associated with intravitreal injections or the underlying disease. Serious ocular adverse events 
in the VEGF Trap-Eye group were uncommon (3.5%) and were more frequent in the control group (13.5%). The 
incidence of non-ocular serious adverse events was generally well-balanced between the treatment arms. There 
were no deaths among the 114 patients treated with VEGF Trap-Eye and two (2.7%) in the 73 patients treated with 
sham injections. 

GALILEO study data are expected in the first half of 2011. 

The Phase 2 DME study, known as DA VINCI (QME And Y:EGF Trap-Eye: INvestigation ofglinical Impact), 
was a double-masked, randomized, controlled trial that evaluated four different dosing regimens of VEGF Trap
Eye versus focal laser treatment. In February 2010, we and Bayer HealthCare announced that treatment with VEGF 
Trap-Eye demonstrated a statistically significant improvement in visual acuity compared to focal laser therapy at 
24 weeks, the primary endpoint of the study. Visual acuity was measured by the mean number of letters gained. 
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Patients in each of the four dosing groups receiving VEGF Trap-Eye achieved statistically significantly greater mean 
improvements in visual acuity (8.5 to 11.4 letters of vision gained) compared to patients receiving focal laser therapy 
(2.5 letters gained) at week 24 (p< 0.01 for each VEGF Trap-Eye group versus focal laser). VEGF Trap-Eye was 
generally well-tolerated, and no ocular or non-ocular drug-related serious adverse events were reported. The adverse 
events reported were those typically associated with intravitreal injections or the underlying disease. 

In December 2010, we and Bayer HealthCare reported that the mean visual acuity gains seen in the DA VINCI 
study at 24 weeks were maintained or numerically improved up to completion of the study at week 52 in all VEGF 
Trap-Eye study groups, including the group receiving a 2.0 mg dose every two months. At week 52, all VEGF Trap
Eye dose groups reported mean gains in visual acuity of9.7 to 13.1 letters, compared to a mean loss of 1.3 letters for 
patients receiving focal laser therapy (p<0.01 for each VEGF Trap-Eye dose group versus focal laser). VEGF Trap-Eye 
was generally well tolerated during the study and no patients experienced ocular drug-related serious adverse events. 
There were no patients with non-ocular serious adverse events judged by investigators to be drug-related during 
the first six months of the study and one in the second six months. The most common adverse events reported were 
those typically associated with intravitreal injections or the underlying disease. The most frequent ocular adverse 
events reported among patients receiving VEGF Trap-Eye were conjunctival hemorrhage, eye pain, ocular redness 
(hyperemia), and increased intraocular pressure. The incidence of non-ocular serious adverse events was generally 
well balanced between all treatment arms. There were six deaths (3.4%) among the 175 patients treated with VEGF 
Trap-Eye and one (2.3%) in the 44 patients treated with focal laser over 12 months. Based on these positive results, 
Regeneron and Bayer HealthCare are discussing plans to initiate Phase 3 studies ofVEGF Trap-Eye in DME. 

In January 2011, we and Bayer HealthCare initiated a new Phase 3 clinical trial in Asia in collaboration with 
the Singapore Eye Research Institute (SERI) investigating the efficacy and safety ofVEGF Trap-Eye in patients with 
CNV of the retina as a result of pathologic myopia. The study, which will enroll approximately 250 patients, has 
started in Japan and is scheduled to run until June 2013. 

Collaboration with Bayer HealthCare 

In October 2006, we entered into a license and collaboration agreement with Bayer HealthCare for the global 
development and commercialization outside the United States of VEGF Trap-Eye. Under the agreement, we and 
Bayer HealthCare collaborate on, and share the costs of, the development ofVEGF Trap-Eye through an integrated 
global plan. Bayer HealthCare will market VEGF Trap-Eye outside the United States, where the companies will share 
equally in profits from any future sales ofVEGF Trap-Eye. IfVEGF Trap-Eye is granted marketing authorization 
in a major market country outside the United States, we will be obligated to reimburse Bayer HealthCare for 50% of 
the development costs that it has incurred under the agreement from our share of the collaboration profits. Within 
the United States, we retain exclusive commercialization rights to VEGF Trap-Eye and are entitled to all profits from 
any such sales. We have received $60 million in development milestone payments and can earn up to $50 million in 
future milestone payments related to marketing approvals of VEGF Trap-Eye in major market countries outside the 
United States. We can also earn up to $135 million in sales milestone payments if total annual sales ofVEGF Trap
Eye outside the United States achieve certain specified levels starting at $200 million. 

2. ARCALYSr - Inflammatory Diseases 

ARCALYST® is being developed for the prevention of gout flares in patients initiating uric acid-lowering 
therapy. Gout, a disease in which IL-1 may play an important role in pain and inflammation, is a very painful and 
common form of arthritis that results from high levels of uric acid, a bodily waste product normally excreted by the 
kidneys. The elevated uric acid can lead to formation of urate crystals in the joints of the toes, ankles, knees, wrists, 
fingers, and elbows. Uric acid-lowering therapy, most commonly allopurinol, is prescribed to eliminate the urate 
crystals and prevent them from reforming. Paradoxically, the initiation of uric acid-lowering therapy often triggers an 
increase in the frequency of gout attacks in the first several months of treatment, which may lead to discontinuation 
of therapy. The break up of the urate crystals can result in stimulation of inflammatory mediators, including IL-1, 
resulting in acute flares of joint pain and inflammation. These painful flares generally persist for at least five days. 

We are conducting a Phase 3 clinical development program with ARCALYST® in gout patients initiating uric 
acid-lowering therapy. The program currently consists of PRE-SURGE 1 (PREvention ~tudy against URate-lowering 
drug-induced Qout §xacerbations), PRE-SURGE 2, and RE-SURGE (REview of ~afoty _Qtilizing ~ilonacept in Qout 
§xacerbations), each of which are described below. 
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In June 20l0, we announced that results from PRE-SURGE 1, a North America-based double-blind, placebo
controlled study, showed that ARCALYST® prevented gout attacks, as measured by the primary study endpoint of 
the number of gout flares per patient over the 16 week treatment period. Patients initiating uric acid-lowering therapy 
who received ARCALYST® at a weekly, self-administered, subcutaneous dose of 160 mg had an 80% decrease in 
mean number of gout flares compared to the placebo group over the 16 week treatment period (0.21 flares vs. 1.06 
flares, p<0.0001). Patients who received ARCALYST® at a weekly dose of 80 mg had a 73% decrease compared to 
the placebo group (0.29 flares vs. 1.06 flares, p<0.0001). 

All secondary endpoints of the study were highly positive (p<0.001 vs. placebo). Among these endpoints, 
treatment with ARCALYST® reduced the proportion of patients who experienced two or more flares during the study 
period by up to 88% (3.7% with ARCALYST® 160 mg, 5.0% with ARCALYST® 80 mg, and 31.6% with placebo, 
p<0.0001). In addition, treatment with ARCALYST®' reduced the proportion of patients who experienced at least one 
gout flare during the study period by up to 65% (16.3% with ARCALYST® 160 mg, 18.8% with ARCALYST® 80 mg, 
and 46.8% with placebo, p<0.001). 

A total of241 patients were randomized in PRE-SURGE l. ARCALYST® was generally well tolerated with no 
reported drug-related serious adverse events. Adverse events that occurred at a frequency of at least 5% in any study 
group were: injection site reaction (19.8% with ARCALYST® 160 mg, 8.8% with ARCALYST® 80 mg, and 1.3% with 
placebo), upper respiratory tract infection (9.9% with ARCALYST® 160 mg, 8.8% with ARCALYST® 80 mg, and 
7.6% with placebo), lower respiratory tract infection (0% with ARCALYST@ 160 mg, 5.0% with ARCALYST@ 80 mg, 
and 2.5% with placebo), musculoskeletal pain/discomfort (6.2% with ARCALYST® 160 mg, 7.5% with ARCALYST® 
80 mg, and 8.9% with placebo), and headache, (3.7% with ARCALYST® 160 mg, 6.3% with ARCALYST@ 80 mg, 
and 1.3% with placebo). 

In addition, in June 2010, we reported results from a placebo-controlled, Phase 3 study evaluating pain in 
patients presenting with an acute gout flare. The results of this study showed that there was no significant benefit 
from combining ARCALYST® with indomethacin (a non-steroidal anti-inflammatory drug (NSAID) considered the 
standard of care), as measured by the primary study endpoint, which was the average intensity of gout pain from 24 
to 72 hours after initiation of treatment. 

There are two ongoing studies in the Phase 3 program with ARCALYST® in the prevention of gout flares in 
patients initiating uric acid-lowering therapy. The global PRE-SURGE 2 study, which has a similar trial design as 
PRE-SURGE 1, is evaluating the number of gout flares per patient over the first 16 weeks of initiation of allopurinol 
therapy. The global RE-SURGE study is evaluating the safety of ARCALYST® versus placebo over 16 weeks in 
patients who are at risk for gout flares because they are taking uric acid-lowering drug treatment. PRE-SURGE 2 and 
RE-SURGE are fully enrolled, and we expect to have initial data from both studies during the first quarter of 2011. 
We own worldwide rights to ARCALYST®. 

3. Aflibercept - Oncology 

Aflibercept is a protein-based product candidate designed to bind all forms of Vascular Endothelial Growth 
Factor-A (called VEGF-A), VEGF-B, and the related Placental Growth Factor (called PlGF), and prevent their 
interaction with cell surface receptors. VEGF-A (and to a lesser degree, PlGF) is required for the growth of new 
blood vessels (a process known as angiogenesis) that are needed for tumors to grow. 

Aflibercept is being developed globally in cancer indications in collaboration with sanofi-aventis. We and sanofi
aventis are conducting three randomized, double-blind Phase 3 trials, all of which are fully enrolled, that are evaluating 
combinations of standard chemotherapy regimens with either aflibercept or placebo for the treatment of cancer. One 
trial (VELOUR) is evaluating aflibercept as a 2nd-line treatment for metastatic colorectal cancer in combination with 
FOLFIRI (folinic acid [leucovorin], 5-fluorouracil, and irinotecan). A second trial (VITAL) is evaluating aflibercept 
as a 2nd-line treatment for locally advanced or metastatic non-small cell lung cancer in combination with docetaxel. 
A third trial (VENICE) is evaluating aflibercept as a 1st-line treatment for hormone-refractory metastatic prostate 
cancer in combination with docetaxel/prednisone. In addition, a Phase 2 study (AFFIRM) of aflibercept in 1st-line 
metastatic colorectal cancer in combination with FOLFOX (folinic acid [leucovorin], 5-fluorouracil, and oxaliplatin) 
is also fully enrolled. 
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Each of the Phase 3 studies is monitored by an Independent Data Monitoring Committee (IDMC), a body of 
independent clinical and statistical experts. The IDMCs meet periodically to evaluate data from the studies and may 
recommend changes in study design or study discontinuation. Both interim and final analyses will be conducted when 
a pre-specified number of events have occurred in each trial. In September 2010, we and sanofi-aventis announced 
that, following a planned interim analysis, the VELOUR study's IDMC recommended that the VELOUR study 
continue to completion as planned, with no modifications due to efficacy or safety concerns. Both sanofi-aventis and 
our management and staff remain blinded to the interim study results. Final results from the VITAL and VELOUR 
studies are anticipated in the first half of 2011. Based on projected event rates, an interim analysis of the VENICE 
study is expected to be conducted by an IDMC in mid-2011, with final results anticipated in 2012. Initial data from 
the AFFIRM study are anticipated in the second half of 2011. 

Aflibercept Collaboration with sanofi-aventis 

We and sanofi-aventis globally collaborate on the development and commercialization of aflibercept. Under the 
terms of our September 2003 collaboration agreement, as amended, we and sanofi-aventis will share co-promotion 
rights and profits on sales, if any, of aflibercept outside of Japan for disease indications included in our collaboration. 
In Japan, we are entitled to a royalty of approximately 35% on annual sales of aflibercept, subject to certain potential 
adjustments. We may also receive up to $400 million in milestone payments upon receipt of specified marketing 
approvals, including up to $360 million related to the receipt of marketing approvals for up to eight aflibercept 
oncology and other indications in the United States or the European Union and up to $40 million related to the receipt 
of marketing approvals for up to five oncology indications in Japan. 

Under the aflibercept collaboration agreement, as amended, agreed upon worldwide development expenses 
incurred by both companies during the term of the agreement will be funded by sanofi-aventis. If the collaboration 
becomes profitable, we will be obligated to reimburse sanofi-aventis for 50% of aflibercept development expenses in 
accordance with a formula based on the amount of development expenses and our share of the collaboration profits 
and Japan royalties, or at a faster rate at our option. 

4. REGN727 (PCSK9 Antibody) for LDL cholesterol reduction 

Elevated LDL cholesterol ("bad cholesterol") level is a validated risk factor leading to cardiovascular disease. 
Statins are a class of drugs that lower LDL cholesterol by upregulating the expression of the LDL receptor (LDLR), 
which removes LDL from circulation. PCSK9 is a naturally occurring secreted protein that also modulates LDL 
cholesterol levels through its interaction with the LDL receptor. In a landmark study published in the New England 
Journal of Medicine in March 2006, patients with lower than normal PCSK9 levels due to a genetic abnormality not 
only had significantly lower levels of LDL cholesterol, but also a significant reduction in the risk of coronary heart 
disease. We used our Veloclmmune® technology to generate a fully human monoclonal antibody inhibitor of PCSK9, 
called REGN727, that is intended to robustly lower LDL cholesterol. 

In May 2010, we announced that in an interim efficacy analysis of a dose-escalating, randomized, double-blind, 
placebo-controlled, Phase l trial in healthy volunteers, REGN727 achieved substantial, dose dependent decreases 
ofLDL cholesterol. Each dosing cohort consisted of six treated and two placebo patients. In July 2010, we presented 
additional data from this Phase 1 program. At the highest intravenous dose tested, a single dose ofREGN727 achieved 
a greater than 60% maximum mean reduction ofLDL cholesterol from baseline that lasted for more than one month. 
At the highest subcutaneous dose tested, a single dose of REGN727 achieved a greater than 60% maximum mean 
reduction of LDL cholesterol from baseline that lasted for more than two weeks. No serious adverse events and no 
dose limiting toxicities have been reported. Dose escalation is ongoing in both studies. 

In July 2010, we also presented the results of an interim efficacy analysis of a dose escalating, randomized, 
double-blind, placebo-controlled Phase l trial of subcutaneously delivered REGN727 in hyperlipidemic patients 
(familial hypercholesterolemia and non-familial hypercholesterolemia) on stable doses of statins whose LDL levels 
were greater than 100 milligrams per deciliter (mg/dL). At the highest dose tested at that time, in eleven patients, a 
single dose of REGN727 achieved an approximately 40% maximum mean additional reduction of LDL cholesterol 
from baseline. No serious adverse events and no dose limiting toxicities were reported. Dose escalation in this study 
is ongoing. In early 2011, we initiated Phase 2 studies ofREGN727 in patients with hypercholesterolemia. REGN727 
is being developed in collaboration with sanofi-aventis. 
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5. REGN8IJ (IL-6R Antibody) for inflammatory diseases 

IL-6 is a key cytokine involved in the pathogenesis of rheumatoid arthritis, causing inflammation and joint 
destruction. A therapeutic antibody to IL-6R, Actemra® (tocilizumab), a registered trademark of Genentech, has 
been approved for the treatment of rheumatoid arthritis. 

REGN88 is a fully human monoclonal antibody to IL-6R generated using our Veloclmmune® technology 
that has completed Phase 1 studies, the results of which were presented at the annual meetings of the European 
League Against Rheumatism (EULAR) in June 2010 and the American College ofRheumatology in October 2010. 
REGN88 was well tolerated by patients with rheumatoid arthritis, and no dose-limiting toxicities were reported. 
Treatment with REGN88 resulted in dose-related reductions in biomarkers of inflammation. REGN88 is currently 
in a Phase 2/3 double-blind, placebo-controlled, dose-ranging study in patients with active rheumatoid arthritis 
and a Phase 2 double-blind, placebo-controlled, dose-ranging study in ankylosing spondylitis, a form of arthritis 
that primarily affects the spine. Both studies are enrolling patients, and initial Phase 2 results are expected in 2011. 
REGN88 is being developed in collaboration with sanofi-aventis. 

6. REGN668 (IL-4R Antibody) for allergic and immune conditions 

IL-4R is required for signaling by the cytokines IL-4 and IL-13. Both of these cytokines are critical mediators 
of immune response, which, in turn, drives the formation ofimmunog]obulin E (IgE) antibodies and the development 
of allergic responses, as well as the atopic state that underlies asthma and atopic dermatitis. 

REGN668 is a fully human monoclonal antibody generated using our Veloclmmune® technology that is designed 
to bind to IL-4R. A Phase 1 trial ofREGN668 in healthy volunteers has been completed. A Phase lb study in patients 
with atopic dermatitis is underway and a Phase 2 study in asthma is planned. REGN668 is being developed in 
collaboration with sanofi-aventis. 

7. REGN421 (Dll4 Antibody) for advanced malignancies 

In many clinical settings, positively or negatively regulating blood vessel growth could have important 
therapeutic benefits, as could the repair of damaged and leaky vessels. VEGF was the first growth factor shown 
to be specific for blood vessels, by virtue of having its receptor primarily expressed on blood vessel cells. In the 
December 21, 2006 issue of the journal Nature, we reported data from a preclinical study demonstrating that blocking 
an important cell signaling molecule, known as Dll4, inhibited the growth of experimental tumors by interfering 
with their ability to produce a functional blood supply. The inhibition of tumor growth was seen in a variety of tumor 
types, including those that were resistant to blockade of VEGF, suggesting a novel anti-angiogenesis therapeutic 
approach. Moreover, inhibition of tumor growth is enhanced by the combination ofD114 and VEGF blockade in many 
preclinical tumor models. 

REGN421 is a fully human monoclonal antibody to Dll4 generated using our Veloclmmune® technology. 
REGN421, which is being developed in collaboration with sanofi-aventis, is in Phase 1 clinical development. 

8. REGN910 (ANG2 Antibody) for oncology 

In the fourth quarter of 2010, we initiated a phase 1 study in the oncology setting ofREGN910, an antibody that 
specifically blocks ANG2. The angiopoietins, which were discovered at Regeneron, are ligands for the endothelial 
cell receptor Tie2 and are essential for vascular development and angiogenesis. Unlike other family members, ANG2 
is strongly upregulated by endothelial cells at sites of angiogenesis and vascular remodeling, including tumors. 
REGN910 is being developed for cancer indications in collaboration with sanofi-aventis. 

9. REGN475 (NGF Antibody) for pain 

REGN475 is a fully human monoclonal antibody to NGF, generated using our Veloclmmune® technology, which 
is designed to block pain sensitization in neurons. Preclinical experiments indicate that REGN475 specifically binds 
to and blocks NGF activity and does not bind to or block cell signaling for closely related neurotrophins such as NT-3, 
NT-4, or BDNF. REGN475 is being developed in collaboration with sanofi-aventis. 

In May 2010, we announced an interim analysis of a randomized, double-blind, four-arm, placebo-controlled 
Phase 2 trial in 217 patients with osteoarthritis of the knee. In July 2010, we presented additional results from this 
trial through 16 weeks. 
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The primary endpoint of this study was safety, and REGN475 was generally well tolerated through 16 weeks. 
Serious treatment emergent adverse events were rare and balanced between placebo and drug arms with three events 
(5.5%) in the placebo group and four events (2.5%) in the combined REGN475 groups. The most frequent adverse 
events reported among patients receiving REGN475 included sensory abnormalities, arthralgias, hyper/hypo
reflexia, peripheral edema, and injection site reactions. The types and frequencies of adverse events reported were 
similar to those previously reported from other investigational studies involving an anti-NGF antibody. 

In the first interim efficacy analysis, REGN475 demonstrated significant improvements at the two highest doses 
tested as compared to placebo in average walking pain scores over 8 weeks following a single intravenous infusion 
(p<0.01). In July 2010, we reported that REGN475 demonstrated significant improvements at the two highest doses 
tested as compared to placebo in average walking pain scores over 16 weeks following a second intravenous infusion 
at week 8 (p<0.01). Pain was measured by the Numeric Rating Scale (NRS), as well as the Western Ontario and 
McMaster Osteoarthritis Index (WOMAC) pain and function subscales. 

Analysis of efficacy data from a Phase 2 trial in the acute setting of nerve root compression induced pain (acute 
sciatica) suggested that REGN475 therapy would not be effective in that setting. Studies in burn pain, vertebral 
compression fracture, and pancreatitis pain have been terminated due to low enrollment. 

In December 2010, the Company was informed by the FDA that a case confirmed as avascular necrosis of a joint 
was seen in another company's anti-NGF program. The FDA believes this case, which follows previously-reported 
cases of joint replacements in patients on an anti-NGF drug candidate being developed by another pharmaceutical 
company, provides evidence to suggest a class-effect and has placed REGN475 on clinical hold. There are currently 
no ongoing trials with REGN475 that are either enrolling or treating patients. REGN475 is being developed in 
collaboration with sanofi-aventis. 

lO. REGN728 and REGN846 

In the fourth quarter of 2010, clinical trials began with two additional antibodies that are part of the sanofi
aventis collaboration, REGN728 and REGN846. The targets of these antibodies have not been disclosed. 

Research and Development Technologies: 

Many proteins that are either on the surface of or secreted by cells play important roles in biology and disease. 
One way that a cell communicates with other cells is by releasing specific signaling proteins, either locally or into 
the bloodstream. These proteins have distinct functions, and are classified into different "families" of molecules, 
such as peptide hormones, growth factors, and cytokines. All of these secreted (or signaling) proteins travel to and 
are recognized by another set of proteins, called "receptors," which reside on the surface of responding cells. These 
secreted proteins impact many critical cellular and biological processes, causing diverse effects ranging from the 
regulation of growth of particular cell types, to inflammation mediated by white blood cells. Secreted proteins can at 
times be overactive and thus result in a variety of diseases. In these disease settings, blocking the action of specific 
secreted proteins can have clinical benefit. In other cases, proteins on the cell-surface can mediate the interaction 
between cells, such as the processes that give rise to inflammation and autoimmunity. 

Our scientists have developed two different technologies to design protein therapeutics to block the action of 
specific cell surface or secreted proteins. The first technology, termed the "Trap" technology, was used to generate our 
first approved product, ARCALYST®, as well as aflibercept and VEGF Trap-Eye, all of which are in Phase 3 clinical 
trials. These novel "Traps" are composed of fusions between two distinct receptor components and the constant 
region of an antibody molecule called the "Fe region", resulting in high affinity product candidates. VelociSuite TM 

is our second technology platform; it is used for discovering, developing, and producing fully human monoclonal 
antibodies that can address both secreted and cell-surface targets. 

VelociSuite"M 

VelociSuite™ consists of VEiloclmmune®, VelociGene®, VelociMouse®, and VelociMab®· The Veloclmmune® 
mouse platform is utilized to produce fully human monoclonal antibodies. Veloclmmune® was generated by 
exploiting our VelociGene® technology (see below), in a process in which six megabases of mouse immune gene 
loci were replaced, or "humanized," with corresponding human immune gene loci. Veloclmmune® mice can be 
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used to generate efficiently fully human monoclonal antibodies to targets of therapeutic interest. Tteloclmmune® and 
our entire VelociSuite TM offer the potential to increase the speed and efficiency through which human monoclonal 
antibody therapeutics may he discovered and validated, thereby improving the overall efficiency of our early stage 
drug development activities. We are utilizing the Veloclmmune® technology to produce our next generation of drug 
candidates for preclinical and clinical development. 

Our VelociGene® platform allows custom and precise manipulation of very large sequences of DNA to produce 
highly customized alterations of a specified target gene, or genes, and accelerates the production of knock-out and 
transgenic expression models without using either positive/negative selection or isogenic DNA. In producing knock
out models, a color or fluorescent marker may be substituted in place of the actual gene sequence, allowing for high
resolution visualization of precisely where the gene is active in the body during normal body functioning as well 
as in disease processes. For the optimization of preclinical development and pharmacology programs, VelociGene® 
offers the opportunity to humanize targets by replacing the mouse gene with the human homolog. Thus, VelociGene® 
allows scientists to rapidly identify the physical and biological effects of deleting or over-expressing the target gene, 
as wen as to characterize and test potential therapeutic molecules. 

Our Velocill-1ouse® technology platform allows for the direct and immediate generation of genetically altered 
mice from embryonic stem cells (ES cells), thereby avoiding the lengthy process involved in generating and breeding 
knockout mice from chimeras. Mice generated through this method are normal and healthy and exhibit a 100% 
germ-line transmission. Furthermore, mice developed using our VelociMouse® technology are suitable for direct 
phenotyping or other studies. We have also developed our VelociMab® platform for the rapid screening of antibodies 
and rapid generation of expression cell lines for our Traps and our Veloclmmune® human monoclonal antibodies. 

Antibody Collaboration and License Agreements 

sanofi-aventis. In November 2007, we and sanofi-aventis entered into a global, strategic collaboration to 
discover, develop, and commercialize fully human monoclonal antibodies. The collaboration is governed by a 
Discovery and Preclinical Development Agreement and a License and Collaboration Agreement. In connection with 
the execution of the discovery agreement in 2007, we received a non-refundable, up-front payment of $85.0 million 
from sanofi-aventis. Pursuant to the collaboration, sanofi-aventis is funding our research to identify and validate 
potential drug discovery targets and develop fully human monoclonal antibodies against these targets. We lead the 
design and conduct of research activities under the collaboration, including target identification and validation, 
antibody development, research and preclinical activities through filing of an lnvestigational New Drug Application 
(IND) or its equivalent, toxicology studies, and manufacture of preclinical and clinical supplies. 

For each drug candidate identified through discovery research under the discovery agreement, sanofi-aventis 
has the option to license rights to the candidate under the license agreement. If it elects to do so, sanofi-aventis will 
co-develop the drug candidate with us through product approval. Development costs for the drug candidate are shared 
between the companies, with sanofi-aventis generally funding these costs up front, except that following receipt of 
the first positive Phase 3 trial results for a co-developed drug candidate, subsequent Phase 3 trial-related costs for 
that drug candidate are shared 80% by sanofi-aventis and 20% by us. We are generally responsible for reimbursing 
sanofi-aventis for half of the total development costs for all collaboration antibody products from our share of profits 
from commercialization of collaboration products to the extent they are sufficient for this purpose. However, we are 
not required to apply more than 10% of our share of the profits from collaboration products in any calendar quarter 
towards reimbursing sanofi-aventis for these development costs. 

Sanofi-aventis will lead commercialization activities for products developed under the license agreement, 
subject to our right to co-promote such products. The parties will equally share profits and losses from sales within 
the United States. The parties will share profits outside the United States on a sliding scale based on sales starting at 
65% (sanofi-aventis)/35% (us) and ending at 55% (sanofi-aventis)/45% (us), and will share losses outside the United 
States at 55% (sanofi-aventis)/45% (us). In addition to profit sharing, we are entitled to receive up to $250 million 
in sales milestone payments, with milestone payments commencing after aggregate annual sales outside the United 
States exceed $1.0 billion on a rolling 12-month basis. 

In November 2009, we and sanofi-aventis amended these agreements to expand and extend our antibody 
collaboration. The goal of the expanded collaboration is to advance an average of four to five new antibody product 
candidates into clinical development each year, for an anticipated total of30-40 candidates from 2010 through 2017. 
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Under the amended discovery agreement, sanofi-aventis agreed to fund up to $160 million per year of our 
antibody discovery activities over the period from 2010-2017, subject to a one-time option for sanofi-aventis to adjust 
the maximum reimbursement amount down to $120 million per year commencing in 2014 if over the prior two years 
certain specified criteria were not satisfied. Sanofi-aventis has an option to extend the discovery program for up 
to an additional three years after 2017 for further antibody development and preclinical activities. Pursuant to the 
collaboration, sanofi-aventis is also obligated to fund up to $30 million of agreed-upon costs we incur to expand our 
manufacturing capacity at our Rensselaer, New York facilities. 

In 2010, as we scaled up our capacity to conduct antibody discovery activities, sanofi-aventis funded $137.7 million 
of our preclinical research under the expanded collaboration. The balance between that amount and $160 million, or 
$22.3 million, has been added to the funding otherwise available to us in 2011-2012 under the amended discovery 
agreement. During 2010, sanofi-aventis also funded $138.3 million of our costs for clinical development of antibodies 
under the license agreement. 

From the collaboration's inception in November 2007 through December 31, 2010, sanofi-aventis has funded a 
total of $312.7 million of our costs under the discovery agreement and a total of $263.0 million of our development 
costs under the license agreement, or a total of $575.7 million in funding for our antibody research and development 
activities during this approximate three-year period. 

In August 2008, we entered into an agreement with sanofi-aventis to use our VelociGene® platform to supply 
sanofi-aventis with genetically modified mammalian models of gene function and disease. Under this agreement, 
sanofi-aventis is required to pay us a minimum of $21.5 million for the term of the agreement, which extends 
through December 2012, for knock-out and transgenic models of gene function for target genes identified by sanofi
aventis. Sanofi-aventis will use these models for its internal research programs that are outside of the scope of our 
antibody collaboration. 

AstraZeneca UK Limited. In February 2007, we entered into a six-year, non-exclusive license agreement 
with AstraZeneca UK Limited to allow AstraZeneca to utilize our Veloclmmune® technology in its internal research 
programs to discover human monoclonal antibodies. Under the terms of the agreement, AstraZeneca made a $20.0 
million annual, non-refundable payment to us in each of the first quarters of 2007, 2008, 2009, and 2010. In November 
2010, as permitted by the agreement, Medimmune Limited (as successor by novation from AstraZeneca) gave written 
notice of voluntary termination of the agreement, effective in February 2011, thereby canceling its obligation to make 
either of the final two annual payments. We remain entitled to receive a mid-single-digit royalty on any future sales 
of antibody products discovered by Medimmune using our Veloclmmune® technology. 

Astellas Pharma Inc. In March 2007, we entered into a six-year, non-exclusive license agreement with 
Astellas Pharma Inc. to allow Astellas to utilize our Veloclmmune® technology in its internal research programs to 
discover human monoclonal antibodies. Under the terms of the agreement, Astellas made a $20.0 million annual, 
non-refundable payment to us in each of the second quarters of 2007, 2008, 2009, and 2010. In July 2010, the license 
agreement with Astellas was amended and extended through June 2023. Under the terms of the amended agreement, 
Astellas made a $165.0 million up-front payment to us in August 2010. In addition, Astellas will make a $130.0 
million second payment to us in June 2018 unless the license agreement has been terminated prior to that date. 
Astellas has the right to terminate the agreement at any time by providing 90 days' advance written notice. Under 
certain limited circumstances, such as our material breach of the agreement, Astellas may terminate the agreement 
and receive a refund of a portion of its up-front payment or, if such termination occurs after June 2018, a portion of its 
second payment, to us under the July 2010 amendment to the agreement. We are entitled to receive a mid-single-digit 
royalty on any future sales of antibody products discovered by Astellas using our Veloclmmune® technology. 

Royalty Agreement with Novartis Pharma AG 

Under a June 2009 agreement with Novartis Pharma AG (that replaced a previous collaboration and license 
agreement), we receive royalties on worldwide sales of Novartis' canakinumab, a fully human anti-interleukin-ILl~ 
antibody. The royalty rates in the agreement start at 4% and reach 15% when annual sales exceed $1.5 billion. 
Canakinumab is marketed for the treatment of CAPS, has completed Phase 3 development for gout, and is in earlier 
stage development for atherosclerosis and other inflammatory diseases. While our royalties under this agreement 
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could be significant if canakinumab is approved and successfully commercialized for additional disease indications, 
to date these royalties have been minimal. Accordingly, we are unable to predict whether these royalties will ever 
contribute materially to our results of operations or financial condition. 

National Institutes of Health Grant 

In September 2006, we were awarded a five-year grant from the National Institutes of Health (NIH) as part of 
the NIH's Knockout Mouse Project. The goal of the Knockout Mouse Project is to build a comprehensive and broadly 
available resource of knockout mice to accelerate the understanding of gene function and human diseases. Under the 
NIH grant, as amended, we have received $21.6 million from the grant's inception through December 31, 2010 and 
are entitled to receive an additional $3.7 million through the remaining term of the grant. 

Research Programs 

Our preclinical research programs are in the areas of oncology and angiogenesis, ophthalmology, metabolic 
and related diseases, muscle diseases and disorders, inflammation and immune diseases, bone and cartilage, pain, 
cardiovascular diseases, and infectious diseases. 

Sales and Marketing 

We have established a small commercial organization to support sales of ARCALYST® for the treatment of 
CAPS in the United States. We have no sales or distribution personnel and distribute the product through third party 
service providers. We currently have no sales, marketing, commercial, or distribution organization outside the United 
States. We are currently expanding our commercial capabilities and increasing the number of commercial personnel 
in preparation for the potential commercialization ofVEGF Trap-Eye and our other late-stage product candidates. 

Manufacturing 

Our manufacturing facilities are located in Rensselaer, New York and consist of three buildings totaling 
approximately 395,500 square feet of research, manufacturing, office, and warehouse space. We currently have 
approximately 54,000 liters of cell culture capacity at these facilities. At December 31, 2010, we employed 356 people 
at our Rensselaer facilities. There were no impairment losses associated with long-lived assets at these facilities as 
of December 31, 2010. 

Among the conditions for regulatory marketing approval of a medicine is the requirement that the prospective 
manufacturer's quality control and manufacturing procedures conform to the good manufacturing practice (GMP) 
regulations of the health authority. In complying with standards set forth in these regulations, manufacturers must 
continue to expend time, money, and effort in the areas of production and quality control to ensure full technical 
compliance. Manufacturing establishments, both foreign and domestic, are also subject to inspections by or under 
the authority of the FDA and by other national, federal, state, and local agencies. If our manufacturing facilities fail 
to comply with FDA and other regulatory requirements, we will be required to suspend manufacturing. This would 
likely have a material adverse effect on our financial condition, results of operations, and cash flow. 

Competition 

We face substantial competition from pharmaceutical, biotechnology, and chemical companies (see Item IA. 
"Risk Factors - Risks Related to Commercialization of Products - Even if our product candidates are approved 
for marketing, their commercial success is highly uncertain because our competitors have received approval for 
and may be marketing products with a similar mechanism of action, or may enter the marketplace with better 
or lower cost drugs."). Our competitors include Genentech/Roche, Novartis, Pfizer Inc., Bayer HealthCare, Onyx 
Pharmaceuticals, Inc., Eli Lilly and Company, Abbott Laboratories, sanofi-aventis, Merck & Co., Inc., Amgen Inc., 
AstraZeneca, BristolMyersSquibb, Johnson and Johnson, GlaxoSmithKline, and others. Many of our competitors 
have substantially greater research, preclinical, and clinical product development and manufacturing capabilities, and 
financial, marketing, and human resources than we do. Competition from smaller competitors may also be or become 
more significant if those competitors acquire or discover patentable inventions, form collaborative arrangements, or 
merge with large pharmaceutical companies. Even if we are able to commercialize additional product candidates, one 
or more of our competitors may have brought a competitive product to market earlier than us or may have obtained 
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or obtain patent protection that dominates or adversely affects our activities or products. Our ability to compete will 
depend, to a great extent, on how fast we can develop safe and effective product candidates, complete clinical testing 
and approval processes, and supply commercial quantities of the product to the market. Competition among product 
candidates approved for sale will also be based on efficacy, safety, reliability, availability, price, patent position, and 
other factors. 

ARCALYSI®. In 2009, Novartis received regulatory approval in the U.S. and Europe for canakinumab, a fully 
human anti-interleukin-ILlP antibody, for the treatment of CAPS. In January 2011, Novartis announced that it had 
submitted an application to the EMA for approval of canakinumab in gout. Novartis has also announced that it plans 
to submit to the FDA in the first quarter of 2011 an application for approval of canakinumab in gout. Canakinumab 
is also in development for atherosclerosis and a number of other inflammatory diseases. In addition, there are both 
small molecules and antibodies in development by other third parties that are designed to block the synthesis of IL-1 
or inhibit the signaling of IL-1. For example, Xoma Ltd., in collaboration with Servier, is developing an antibody 
to IL-1, and both Amgen and Medimmune are developing antibodies to the IL-1 receptor. These drug candidates 
could offer competitive advantages over ARCALYST®. The successful development and/or commercialization of 
these competing molecules could adversely affect sales of ARCALYST® for CAPS and delay or impair our ability to 
commercialize ARCALYST® for indications other than CAPS. 

VEGF Trap-Eye. The market for eye disease products is also very competitive. Novartis and Genentech are 
collaborating on the commercialization and further development of a VEGF ant.ibody fragment (Lucentis®) for the 
treatment of wet AMD, DME, and other eye indications. Lucentis® was approved by the FDA in June 2006 for the 
treatment of wet AMD and in June 2010 for the treatment ofmacular edema following retinal vein occlusion (RVO). 
Lucentis® was approved by the European Medicines Agency (EMA) for wet AMD in January 2007 and for the 
treatment ofDME in January 2011. Many other companies are working on the development of product candidates for 
the potential treatment of wet AMD and DME including those that act by blocking VEGF and VEGF receptors as well 
as use of small interfering ribonucleic acids (siRNAs) that modulate gene expression. In addition, ophthalmologists 
are using off-label, with success for the treatment of wet AMD, DME, and RVO, a third-party repackaged version of 
Genentech's approved VEGF antagonist, Avastin® (bevacizumab). The relatively low cost of therapy with Avastin® 
in patients with wet AMD presents a significant competitive challenge in this indication. The National Eye Institute 
(NEI) initiated a Phase 3 trial to compare Lucentis® to Avastin® in the treatment of wet AMD. Data from this NEI 
study are expected to be published in 2011. Avastin® is also being evaluated in eye diseases in trials that have been 
initiated in the United Kingdom, Canada, Brazil, Mexico, Germany, Israel, and other areas. 

Aflibercept. Many companies are developing therapeutic molecules designed to block the actions of VEGF 
specifically and angiogenesis in general. A variety of approaches have been employed, including antibodies to 
VEGF, antibodies to the VEGF receptor, small molecule antagonists to the VEGF receptor tyrosine kinase, and other 
anti-angiogenesis strategies. Many of these alternative approaches may offer competitive advantages to aflibercept in 
efficacy, side-effect profile, or method of delivery. Additionally, some of these molecules are either already approved 
for marketing or are at a more advanced stage of development than our product candidate. 

In particular, Genentech has an approved VEGF antagonist, Avastin®, on the market for treating certain 
cancers and a number of pharmaceutical and biotechnology companies are working to develop competing VEGF 
antagonists, including Novartis, Amgen, Imclone LLC/Eli Lilly, Pfizer, AstraZeneca, and GlaxoSmithKline. Many 
of these molecules are further along in development than aflibercept and may offer competitive advantages over our 
molecule. Pfizer, Onyx (together with its partner Bayer Healthcare), and GlaxoSmithKline are selling and marketing 
oral medications that target tumor cell growth and new vasculature formation that fuels the growth of tumors. 

Monoclonal Antibodies. Our early-stage clinical candidates in development are all fully human monoclonal 
antibodies which were generated using our Veloclmmune® technology. Our antibody generation technologies and 
early-stage clinical candidates face competition from many pharmaceutical and biotechnology companies using 
various technologies. 

Numerous other companies are developing therapeutic antibody products. Companies such as Pfizer, Johnson 
& Johnson, AstraZeneca, Amgen, Biogen Idec, Inc., Novartis, Genentech/Roche, Bristol-Myers Squib, Abbott, and 
GlaxoSmithKline have generated therapeutic products that are currently in development or on the market that are 
derived from recombinant DNA that comprise human antibody sequences. As noted above, AstraZeneca and Astellas 
have licensed our Veloclmmune® technology as part of their internal antibody development programs. 

12 

 
APOTEX V. REGENERON IPR2022-01524 

REGENERON EXHIBIT 2008 PAGE 6311



We are aware of several pharmaceutical and biotechnology companies actively engaged in the research and 
development of antibody products against targets that are also the targets of our early-stage product candidates. 
For example, Pfizer, Johnson & Johnson, and Abbott are developing antibody product candidates against NGF. 
Genentech/Roche is marketing an antibody against 1L-6R (tocilizumab) for the treatment ofrheumatoid arthritis, and 
several other companies, including Centocor Ortho Biotech, Inc. and Bristol-Myers Squibb, have antibodies against 
!L-6 in clinical development for this disease. GlaxoSmithKline, in partnership with OncoMed Pharmaceuticals, Inc., 
has a Dll4 antibody in clinical development for the treatment of solid tumors. Aerovance has two formulations of a 
biologic directed against IL-4 in clinical development. Amgen previously had an antibody against IL-4R in clinical 
development for the treatment of asthma. We believe that several companies, including Amgen and Pfizer, have 
development programs for antibodies against PCSK9. Amgen, Pfizer, and AstraZeneca have development programs 
underway for antibodies against ANG2. 

Other Areas. Many pharmaceutical and biotechnology companies are attempting to discover new therapeutics 
for indications in which we invest substantial time and resources. In these and related areas, intellectual property 
rights have been sought and certain rights have been granted to competitors and potential competitors of ours, and 
we may be at a substantial competitive disadvantage in such areas as a result of, among other things, our lack of 
experience, trained personnel, and expertise. A number of corporate and academic competitors are involved in 
the discovery and development of novel therapeutics that are the focus of other research or development programs 
we are now conducting. These competitors include Amgen and Genentech, as well as many others. Many firms 
and entities are engaged in research and development in the areas of cytokines, interleukins, angiogenesis, and 
muscle conditions. Some of these competitors are currently conducting advanced preclinical and clinical research 
programs in these areas. These and other competitors may have established substantial intellectual property and 
other competitive advantages. 

If any of these or other competitors announces a successful clinical study involving a product that may be 
competitive with one of our product candidates or the grant of marketing approval by a regulatory agency for a 
competitive product, such developments may have an adverse effect on our operations or future prospects. 

We also compete with academic institutions, governmental agencies, and other public or private research 
organizations, which conduct research, seek patent protection, and establish collaborative arrangements for the 
development and marketing of products that would provide royalties or other consideration for use of their technology. 
These institutions are becoming more active in seeking patent protection and licensing arrangements to collect 
royalties or other consideration for use of the technology they have developed. Products developed in this manner 
may compete directly with products we develop. We also compete with others in acquiring technology from these 
institutions, agencies, and organizations. 

Patents, Trademarks, and Trade Secrets 

Our success depends, in part, on our ability to obtain patents, maintain trade secret protection, and operate 
without infringing on the proprietary rights of third parties (see Item IA. "Risk Factors - Risks Related to Intellectual 
Property - We may be restricted in our development and/or commercialization activities by, and could be subject 
to damage awards if we are found to have infringed, third party patents or other proprietary rights.''). Our policy 
is to file patent applications to protect technology, inventions, and improvements that we consider important to our 
business and operations. As of December 31, 2010, we held an ownership interest in a total of approximately 170 
issued patents in the United States and approximately 590 issued patents in foreign countries with respect to our 
products and technologies. In addition, we hold an ownership interest in hundreds of patent applications in the United 
States and foreign countries. 

Our patent portfolio includes granted patents and pending patent applications covering our VelociSuite™ 
technologies, including our Veloclmmune® mouse platform which produces fully human monoclonal antibodies. Our 
issued patents covering these technologies generally expire between 2020 and 2030. However, we continue to file 
patent applications directed to improvements to these technology platforms. 

Our patent portfolio also includes issued patents and pending applications relating to our marketed product, 
ARCALYST®, and our product candidates in clinical development. These patents cover the proteins and DNA 
encoding the proteins, manufacturing patents, method of use patents, and pharmaceutical compositions, as well as 
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various methods of using the products. For each of ARCALYST® and our late-stage product candidates, aflibercept 
and VEGF Trap-Eye, these patents generally expire between 2020 and 2028. However, the projected patent terms may 
be subject to extension based on potential patent term extensions in countries where such extensions are available. 

We also are the nonexclusive licensee of a number of additional patents and patent applications. In July 2008 we 
entered into an Amended and Restated Non-Exclusive License Agreement with Cellectis S.A. pursuant to which we 
licensed certain patents and patent applications relating to a process for the specific replacement of a copy of a gene 
in the receiver genome by homologous recombination. Pursuant to this agreement, we agreed to pay Cellectis a low, 
single-digit royalty based on any future revenue received by us from any future licenses or sales of our VelociGene® 
or Veloclmmune® products or services. No royalties are payable to Cellectis on any revenue from commercial sales of 
antibodies from our Veloclmmune® technology, including antibodies developed under our collaboration with sanofi
aventis. We also have non-exclusive license agreements with Amgen and other organizations for patent rights related 
to ARCALYST®. In exchange for these licenses, we pay a mid-single digit royalty on net sales of ARCALYST®. 

Patent law relating to the patentability and scope of claims in the biotechnology field is evolving and our patent 
rights are subject to this additional uncertainty. The degree of patent protection that will be afforded to our products in 
the United States and other important commercial markets is uncertain and is dependent upon the scope of protection 
decided upon by the patent offices, courts, and governments in these countries. There is no certainty that our existing 
patents or others, if obtained, will provide us protection from competition or provide commercial benefit. 

Others may independently develop similar products or processes to those developed by us, duplicate any of our 
products or processes or, if patents are issued to us, design around any products and processes covered by our patents. 
We expect to continue, when appropriate, to file product and process applications with respect to our inventions. 
However, we may not file any such applications or, if filed, the patents may not be issued. Patents issued to or licensed 
by us may be infringed by the products or processes of others. 

Defense and enforcement of our intellectual property rights is expensive and time consuming, even if the 
outcome is favorable to us. It is possible that patents issued or licensed to us will be successfully challenged, that a 
court may find that we are infringing validly issued patents of third parties, or that we may have to alter or discontinue 
the development of our products or pay licensing fees to take into account patent rights of third parties (see Item lA. 
"Risk Factors-Risks Related to Intellectual Property- We may be restricted in our development, manufacturing, and/ 
or commercialization rights by, and could be sul?ject to damage awards ff we are found to have infringed, third party 
patents or other proprietary rights"). 

Government Regulation 

Regulation by government authorities in the United States and foreign countries is a significant factor in the 
research, development, manufacture, and marketing of ARCALYST® and our product candidates (see Item lA. "Risk 
Factors --- Regulatory and Litigation Risks --- If we do not obtain regulatory approval for our product candidates, we 
will not be able to market or sell them."). All of our product candidates will require regulatory approval before they 
can be commercialized. In particular, human therapeutic products are subject to rigorous preclinical and clinical 
trials and other pre-market approval requirements by the FDA and foreign authorities. Many aspects of the structure 
and substance of the FDA and foreign pharmaceutical regulatory practices have been reformed during recent years, 
and continued reform is under consideration in a number of jurisdictions. The ultimate outcome and impact of such 
reforms and potential reforms cannot be predicted. 

The activities required before a product candidate may be marketed in the United States begin with preclinical 
tests. Preclinical tests include laboratory evaluations and animal studies to assess the potential safety and efficacy 
of the product candidate and its formulations. The results of these studies must be submitted to the FDA as part of 
an IND, which must be reviewed by the FDA before proposed clinical testing can begin. Typically, clinical testing 
involves a three-phase process. In Phase l, trials are conducted with a small number of subjects to determine the early 
safety profile of the product candidate. In Phase 2, clinical trials are conducted with subjects afflicted with a specific 
disease or disorder to provide enough data to evaluate the preliminary safety, tolerability, and efficacy of different 
potential doses of the product candidate. In Phase 3, large-scale clinical trials are conducted with patients afflicted 
with the specific disease or disorder in order to provide enough data to understand the efficacy and safety profile of 
the product candidate, as required by the FDA. The results of the preclinical and clinical testing of a biologic product 
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candidate are then submitted to the FDA in the form of a BLA for evaluation to determine whether the product 
candidate may be approved for commercial sale. In responding to a BLA, the FDA may grant marketing approval, 
request additional information, or deny the application. 

Any approval required by the FDA for any of our product candidates may not be obtained on a timely basis, or 
at all. The designation of a clinical trial as being of a particular phase is not necessarily indicative that such a trial 
will be sufficient to satisfy the parameters of a particular phase, and a clinical trial may contain elements of more 
than one phase notwithstanding the designation of the trial as being of a particular phase. The results of preclinical 
studies or early stage clinical trials may not predict long-term safety or efficacy of our compounds when they are 
tested or used more broadly in humans. 

Approval of a product candidate by comparable regulatory authorities in foreign countries is generally required 
prior to commencement of marketing of the product in those countries. The approval procedure varies among 
countries and may involve additional testing, and the time required to obtain such approval may differ from that 
required for FDA approval. 

Various federal, state, and foreign statutes and regulations also govern or influence the research, manufacture, 
safety, labeling, storage, record keeping, marketing, transport, and other aspects of pharmaceutical product candidates. 
The lengthy process of seeking these approvals and the compliance with applicable statutes and regulations require 
the expenditure of substantial resources. Any failure by us or our collaborators or licensees to obtain, or any delay 
in obtaining, regulatory approvals could adversely affect the manufacturing or marketing of our products and our 
ability to receive product or royalty revenue. 

In addition to the foregoing, our present and future business will be subject to regulation under the United 
States Atomic Energy Act, the Clean Air Act, the Clean Water Act, the Comprehensive Environmental Response, 
Compensation and Liability Act, the National Environmental Policy Act, the Toxic Substances Control Act, the 
Resource Conservation and Recovery Act, national restrictions, and other current and potential future local, state, 
federal, and foreign regulations. 

Business Segments 

We manage our business as one segment which includes all activities related to the discovery of pharmaceutical 
products for the treatment of serious medical conditions and the development and commercialization of these 
discoveries. This segment also includes revenues and expenses related to (i) research and development activities 
conducted under our collaboration agreements with third parties and our grant from the NIH, (ii) ARCALYST® 
product sales for the treatment of CAPS, (iii) licensing agreements to utilize our Veloclmmune® technology, and 
(iv) the supply of specified, ordered research materials using our VelociGene® technology platform. 

Employees 

As of December 31, 2010, we had 1,395 full-time employees, of whom 276 held a Ph.D. and/or M.D., or 
PharmD degree. We believe that we have been successful in attracting skilled and experienced personnel in a highly 
competitive environment; however, competition for these personnel is intense. None of our personnel are covered by 
collective bargaining agreements and our management considers its relations with our employees to be good. 

Available Information 

We make available free of charge on or through our Internet website (http://www.regeneron.com) our 
Annual Report on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K, and, if applicable, 
amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Exchange Act, as soon as 
reasonably practicable after we electronically file such material with, or furnish it to, the Securities and Exchange 
Commission (SEC). 

ITEM 1A. RISK FACTORS 

We operate in an environment that involves a number of significant risks and uncertainties. We caution you to 
read the following risk factors, which have affected, and/or in the future could affect, our business, operating results, 
financial condition, and cash flows. The risks described below include forward-looking statements, and actual events 
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and our actual results may differ substantially from those discussed in these forward-looking statements. Additional 
risks and uncertainties not currently known to us or that we currently deem immaterial may also impair our business 
operations. Furthermore, additional risks and uncertainties are described under other captions in this report and 
should be considered by our investors. 

Risks Related to Our :Financial Results and Need for Additional ~'inancing 

We have had a history of operating losses and we may never achieve profitability. lf we continue to incur 
operating losses, we may be unable to continue our operations. 

From inception on January 8, 1988 through December 31, 2010, we had a cumulative loss of$1.0 billion. Ifwe 
continue to incur operating losses and fail to become a profitable company, we may be unable to continue our operations. 
In the absence of substantial revenue from the sale of products or other sources, the amount, timing, nature or source 
of which cannot be predicted, our losses will continue as we conduct our research and development activities. 

We may need additional futiding in the future, which may not be available to us, a,id which may force us to 
delay, reduce or eliminate our product development programs or commercialization efforts. 

We will need to expend substantial resources for research and development, including costs associated with 
clinical testing of our product candidates, and to prepare for potential commercialization of our late-stage product 
candidates and, if one or more of those product candidates receive(s) regulatory approval, to fund the launch of the 
product(s). We believe our existing capital resources, including the $174.8 million net proceeds from our October 
2010 public offering of Common Stock and the $165.0 million up-front payment we received in August 2010 pursuant 
to our amended Veloclmmune® technology license agreement with Astellas Pharma Inc., together with funding we 
are entitled to receive under our collaboration agreements, will enable us to meet operating needs through at least 
2013; however, one or more of our collaboration agreements may tenninate, our projected revenue may decrease, or 
our expenses may increase and that would lead to our capital being consumed significantly before such time. Our 
expenses may increase for many reasons, including expenses in connection with the potential commercial launch of 
our products, expenses related to new clinical trials testing ARCALYST1" or VEGF Trap-Eye, and expenses related to 
the potential requirement for us to fund 20% of Phase 3 clinical trial costs for any of our antibody product candidates 
pursuant to the terms of our collaboration with sanofi-aventis. 

We may require additional financing in the future and we may not be able to raise such additional funds. If 
we are able to obtain additional financing through the sale of equity or convertible debt securities, such sales may 
be dilutive to our shareholders. Debt financing arrangements may require us to pledge certain assets or enter into 
covenants that would restrict our business activities or our ability to incur further indebtedness and may contain 
other terms that are not favorable to our shareholders. In October 2010, we filed a shelf registration statement on 
Form S-3 registering the sale, in one or more offerings, of an indeterminate amount of equity or debt securities, 
together or separately. Our October 2010 public offering of approximately 6.3 million shares of Common Stock was 
completed under this shelf registration statement; however, there is no assurance that we will be able to complete 
any additional offerings of securities. Should we require and be unable to raise sufficient funds to complete the 
development of our product candidates and also to successfully commercialize our late-stage product candidates 
if they obtain regulatory approval, we may face delay, reduction or elimination of our research and development or 
preclinical or clinical programs, and even if regulatory approval is obtained for such product candidates, they may 
never be successfully launched or become profitable, in which case our business, financial condition, or results of 
operations may be materially harmed. 

The value of our investment portfolio, which includes cash, cash equivalents, and marketable securities, is 
influenced by varying eco,iomic and market conditions. A decrease in the value of a,i asset in our investment 
portfolio or a default by the issuer may result in our inability to recover the principal we invested and/or a 
recognition of a loss charged against income. 

As of December 31, 2010, cash, cash equivalents, and marketable securities totaled $626.9 million (including 
$7.5 million ofrestricted cash and marketable securities) and represented 58% of our total assets. We have invested our 
excess cash primarily in direct obligations of the U.S. government and its agencies, other debt securities guaranteed 
by the U.S. government, and money market funds that invest in U.S. government securities. We consider assets 
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classified as marketable securities to be "available-for-sale," as defined by FASB authoritative guidance. Marketable 
securities totaled $506.8 million at December 31, 2010, are carried at fair value, and the unrealized gains and losses 
are included in other accumulated comprehensive income (loss) as a separate component of stockholders' equity. If 
the decline in the value of a security in our investment portfolio is deemed to be other-than-temporary, we write down 
the security to its current fair value and recognize a loss which may be fully charged against income. For example, 
we recognized other-than-temporary impairment charges related to certain marketable securities of $2.5 million, 
$0.l million, and $0.1 million in 2008, 2009, and 2010, respectively. The current economic environment and the 
continued volatility of securities markets increase the risk that we may not recover the principal we invested and/or 
there may be further declines in the market value of securities in our investment portfolio. As a result, we may incur 
additional charges against income in future periods for other-than-temporary impairments or realized losses upon a 
security's sale or maturity, and such amounts may be material. 

Risks Related to ARCALYST® and the Development of Our Product Candidates 

Successful development of any of our product candidates is highly uncertain. 

Only a small minority of all research and development programs ultimately result in commercially successful 
drugs. Even if clinical trials demonstrate the safety and effectiveness of any of our product candidates for a specific 
disease and the necessary regulatory approvals are obtained, the commercial success of any of our product candidates 
will depend upon their acceptance by patients, the medical community, and third-party payers and on our partners' 
ability to successfully manufacture and commercialize our product candidates. Our product candidates are delivered 
either by intravenous infusion or by intravitreal or subcutaneous injections, which are generally less well received 
by patients than tablet or capsule delivery. If our products are not successfully commercialized, we will not be 
able to recover the significant investment we have made in developing such products and our business would be 
severely harmed. 

We are testing aflibercept, VEGF Trap-Eye, and ARCALYST® in a number oflate-stage clinical trials. Clinical 
trials may not demonstrate statistically sufficient effectiveness and safety to obtain the requisite regulatory approvals 
for these product candidates. In a number of instances, we have terminated the development of product candidates 
due to a lack of or only modest effectiveness. 

Aflibercept is in Phase 3 clinical trials in combination with standard chemotherapy regimens for the treatment 
of 2nd-line metastatic colorectal cancer, l 't-line androgen independent prostate cancer, and 2nd-line metastatic non
small cell lung cancer. Aflibercept may not demonstrate the required safety or efficacy to support an application for 
approval in any of these indications. We do not have proof of concept data from early-stage, double-blind, controlled 
clinical trials that aflibercept will be safe or effective in any of these cancer settings. In March 2010, Genentech, Inc. 
announced that a Phase 3 trial of its VEGF antagonist, Avastin®, in combination with chemotherapy in men with 
prostate cancer, did not meet its primary endpoint. This trial had a very similar design to our ongoing Phase 3 trial 
of aflibercept in prostate cancer. 

We are testing VEGF Trap-Eye in Phase 3 trials for the treatment of wet AMD and the treatment of CRVO. 
Although we reported positive Phase 3 trial results with VEGF Trap-Eye in wet AMD after one year of treatment, 
the trial will continue for an additional year and there is a risk that the results from the second year of the study 
could differ from the previously reported results, and such difference could delay or preclude regulatory approval. 
We also reported positive results in the first of two Phase 3 trials in the treatment ofCRVO. The trial is continuing 
and there is a risk that the final results could differ from the previously reported results, and such final results 
could delay or preclude regulatory approval. There is also a risk that the results of the second Phase 3 trial in CRVO 
may demonstrate different results, and such results could delay or preclude regulatory approval. A number of other 
potential new drugs and biologics which showed promising results in initial clinical trials subsequently failed to 
establish sufficient safety and efficacy data to obtain necessary regulatory approvals. 

ARCALYST® is in Phase 3 clinical trials for the prevention of gout flares in patients initiating uric acid-lowering 
drug therapy. Although we reported positive Phase 3 data from one trial in patients with gout initiating uric acid
lowering drug therapy, there is a risk that the results of the other ongoing trials of ARCALYST® in patients initiating 
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uric acid-lowering drug therapy will differ from the previously reported Phase 3 trial. A number of potential new 
drugs and biologics which showed promising results in initial clinical trials subsequently failed to establish sufficient 
safety and efficacy data to obtain necessary regulatory approvals. 

We are studying our antibody candidates in a wide variety of indications in early stage clinical trials. Many of 
these trials are exploratory studies designed to evaluate the safety profile of these compounds and to identify what 
diseases and uses, if any, are best suited for these product candidates. These early stage product candidates may 
not demonstrate the requisite efficacy andior safety profile to support continued development for some or all of the 
indications that are being, or are planned to be, studied. 

Clinical trials required for our product candidates are expensive and time-consuming, and their outcome is 
highly uncertain. If any of our drug trials are delayed or yield unfavorable results, we will have to delay or may 
be unable to obtain regulatory approval for our product candidates. 

We must conduct extensive testing of our product candidates before we can obtain regulatory approval to market 
and sell them. We need to conduct both preclinical animal testing and human clinical trials. Conducting these trials is 
a lengthy, time-consuming, and expensive process. These tests and trials may not achieve favorable results for many 
reasons, including, among others, failure of the product candidate to demonstrate safety or efficacy, the development 
of serious or life-threatening adverse events (or side effects) caused by or connected with exposure to the product 
candidate, difficulty in enrolling and maintaining subjects in the clinical trial, lack of sufficient supplies of the product 
candidate or comparator drug, and the failure of clinical investigators, trial monitors, contractors, consultants, or trial 
subjects to comply with the trial plan, protocol, or applicable regulations related to GCPs. A clinical trial may fail 
because it did not include a sufficient number of patients to detect the endpoint being measured or reach statistical 
significance. A clinical trial may also fail because the dose(s) of the investigational drug included in the trial were 
either too low or too high to determine the optimal effect of the investigational drug in the disease setting. 

Many of our clinical trials are conducted under the oversight ofIDMCs. These independent oversight bodies are 
made up of external experts who review the progress of ongoing clinical trials, including available safety and efficacy 
data, and make recommendations concerning a trial's continuation, modification, or termination based on interim, 
unblinded data. Any of our ongoing clinical trials may be discontinued or amended in response to recommendations 
made by responsible IDMCs based on their review of such interim trial results. For example, in September 2009, a 
Phase 3 trial that was evaluating aflibercept as a l •t-line treatment for metastic pancreatic cancer in combination with 
gemcitabine was discontinued at the recommendation of an IDMC after a planned analysis of interim efficacy data 
determined that the trial would not meet its efficacy endpoint. The recommended termination of any of our ongoing 
late-stage clinical trials by an IDMC could negatively impact the future development of our product candidate(s), and 
our business may be materially harmed. 

We will need to reevaluate any dmg candidate that does not test favorably and either conduct new trials, 
which are expensive and time consuming, or abandon the drug development program. Even if we obtain positive 
results from preclinical or clinical trials, we may not achieve the same success in future trials. Many companies 
in the biopharmaceutical industry, including Regeneron, have suffered significant setbacks in clinical trials, even 
after promising results have been obtained in earlier trials. The failure of clinical trials to demonstrate safety and 
effectiveness for the desired indication(s) could harm the development of our product candidate(s), and our business, 
financial condition, and results of operations may be materially harmed. 

Serious complication,'i or side effects have occurred, and may continue to occur, in connection with the use of 
our approved product and in clinical trials of some of our product candidates which could cause our regulatory 
approval to be revoked or otherwise negatively affected or lead to delay or discontinuation of development of 
our product candidates which could severely harm our business. 

During the conduct of clinical trials, patients report changes in their health, including illnesses, injuries, and 
discomforts, to their study doctor. Often, it is not possible to determine whether or not the drug candidate being 
studied caused these conditions. Various illnesses, injuries, and discomforts have been reported from time-to-time 
during clinical trials of our product candidates. It is possible that as we test our drug candidates in larger, longer, and 
more extensive clinical programs, illnesses, injuries, and discomforts that were observed in earlier trials, as well as 
conditions that did not occur or went undetected in smaller previous trials, will be reported by patients. Many times, 
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side effects are only detectable after investigational drugs are tested in large scale, Phase 3 clinical trials or, in some 
cases, after they are made available to patients after approval. If additional clinical experience indicates that any of 
our product candidates has many side effects or causes serious or life-threatening side effects, the development of the 
product candidate may fail or be delayed, which would severely harm our business. 

Aflibercept is being studied for the potential treatment of certain types of cancer and our VEGF Trap-Eye 
candidate is being studied in diseases of the eye. There are many potential safety concerns associated with significant 
blockade ofVEGF, that may limit our ability to successfully develop aflibercept and VEGF Trap-Eye. These serious 
and potentially life-threatening risks, based on clinical and preclinical experience of VEGF inhibitors, include 
bleeding, intestinal perforation, hypertension, proteinuria, congestive heart failure, heart attack, and stroke. In 
addition, patients given infusions of any protein, including VEGF Trap delivered through intravenous administration, 
may develop severe hypersensitivity reactions or infusion reactions. Other VEGF blockers have reported side effects 
that became evident only after large scale trials or after marketing approval when large numbers of patients were 
treated. There are risks inherent in the intravitreal administration of drugs like VEGF Trap-Eye, which can cause 
injury to the eye and other complications. These and other complications or side effects could harm the development 
of aflibercept for the treatment of cancer or VEGF Trap-Eye for the treatment of diseases of the eye. 

We have tested ARCALYST® in only a small number of patients. As more patients begin to use our product and 
as we test it in new disease settings, new risks and side effects associated with ARCALYST® may be discovered, and 
risks previously viewed as inconsequential could be determined to be significant. Like cytokine antagonists such 
as Kineret® (anakinra), a registered trademark of Biovitrum, Enbrel® (etanercept), a registered trademark of Amgen 
and Pfizer, and Remicade® (infliximab) a registered trademark of Centocor, ARCALYST® affects the immune 
defense system of the body by blocking some of its functions. Therefore, ARCALYST® may interfere with the body's 
ability to fight infections. Treatment with Kineret®, a medication that works through the inhibition ofIL-1, has been 
associated with an increased risk of serious infections, and serious, life threatening infections have been reported 
in patients taking ARCALYST®. These or other complications or side effects could cause regulatory authorities to 
revoke approvals of ARCALYST® for the treatment of CAPS or deny the approval of ARCALYST® in gout or other 
disease settings. Alternatively, we may be required to conduct additional clinical trials, make changes in the labeling 
of our product, or limit or abandon our efforts to develop ARCALYST® in new disease settings. Any such side effects 
may also result in a reduction, or even the elimination, of sales of ARCALYST® in approved indications. 

We are studying REGN475, a fully human monoclonal antibody to NGF, in a variety of pain indications, 
including osteoarthritis of the knee. In December 2010, the Company was informed by the FDA that a case confirmed 
as avascular necrosis of a joint was seen in another company's anti-NGF program. The FDA believes this case, which 
follows previously-reported cases of joint replacements in patients on an anti-NGF drug candidate being developed 
by another pharmaceutical company, provides evidence to suggest a class-effect and has placed REGN475 on clinical 
hold. There are currently no ongoing trials with REGN475 that are either enrolling or treating patients. 

ARCALYS'I® and our product candidates in development are recombinant proteins that could cause an immune 
response, resulting in the creation of harmful or neutralizing antibodies against the therapeutic protein. 

In addition to the safety, efficacy, manufacturing, and regulatory hurdles faced by our product candidates, the 
administration of recombinant proteins frequently causes an immune response, resulting in the creation of antibodies 
against the therapeutic protein. The antibodies can have no effect or can totally neutralize the effectiveness of the 
protein, or require that higher doses be used to obtain a therapeutic effect. In some cases, the antibody can cross react 
with the patient's own proteins, resulting in an "auto-immune" type disease. Whether antibodies will be created can 
often not be predicted from preclinical or clinical experiments, and their detection or appearance is often delayed, 
so that there can be no assurance that neutralizing antibodies will not be detected at a later date, in some cases even 
after pivotal clinical trials have been completed. Antibodies directed against the receptor domains of ARCALYST® 
were detected in patients with CAPS after treatment with ARCALYST®. Nineteen of 55 subjects (35%) who received 
ARCALYST® for at least 6 weeks tested positive for treatment-emerging binding antibodies on at least one occasion. 
To date, no side effects related to antibodies were observed in these subjects and there were no observed effects on 
drug efficacy or drug levels. It is possible that as we continue to test aflibercept and VEGF Trap-Eye with more 
sensitive assays in different patient populations and possibly larger clinical trials, we will find that subjects given 
aflibercept and VEGF Trap-Eye develop antibodies to these product candidates, and may also experience side effects 
related to the antibodies, which could adversely impact the development of such candidates. 
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We may be unable to formulate or manufacture our product candidate,'i in a way that is suitable for clinical or 
commercial use. 

Changes in product formulations and manufacturing processes may be required as product candidates progress 
in clinical development and are ultimately commercialized. Ifwe are unable to develop suitable product formulations 
or manufacturing processes to support large scale clinical testing of our product candidates, including our antibody 
candidates, we may be unable to supply necessary materials for our clinical trials, which would delay the development 
of our product candidates. Similarly, if we are unable to supply sufficient quantities of our product or develop product 
fommlations suitable for commercial use, we will not be able to successfully commercialize our product candidates. 

Risks Related to Intellectual Property 

If we cannot protect the confidentiality of our trade secrets or our patents are insufficient to protect our 
proprietary rights, our business and competitive position will be harmed. 

Our business requires using sensitive and proprietary technology and other information that we protect as trade 
secrets. We seek to prevent improper disclosure of these trade secrets through confidentiality agreements. If our trade 
secrets are improperly exposed, either by our own employees or our collaborators, it would help our competitors and 
adversely affect our business. We will be able to protect our proprietary rights from unauthorized use by third parties 
only to the extent that our rights are covered by valid and enforceable patents or are effectively maintained as trade 
secrets. The patent position of biotechnology companies involves complex legal and factual questions and, therefore, 
enforceability cannot be predicted with certainty. Our patents may be challenged, invalidated, or circumvented. 
Patent applications filed outside the United States may be challenged by third parties who file an opposition. Such 
opposition proceedings are increasingly common in the European Union and are costly to defend. We have pending 
patent applications in the European Patent Office and it is likely that we will need to defend patent applications 
from third party challengers from time to time in the future. Our patent rights may not provide us with a proprietary 
position or competitive advantages against competitors. Furthermore, even if the outcome is favorable to us, the 
enforcement of our intellectual property rights can be extremely expensive and time consuming. 

We may be restricted in our development, manufacturing, a,id/or commercialization activities by, and could be 
subject to damage awards if we are found to have infringed, third party patents or other proprietary rights. 

Our commercial success depends significantly on our ability to operate without infringing the patents and other 
proprietary rights of third parties. Other parties may allege that they have blocking patents to our products in clinical 
development, either because they claim to hold proprietary rights to the composition of a product or the way it is 
manufactured or used. Moreover, other parties may allege that they have blocking patents to antibody products made 
using our Veloclmmune® technology, either because of the way the antibodies are discovered or produced or because 
of a proprietary position covering an antibody or the antibody's target. 

We are aware of patents and pending applications owned by Genentech that claim certain chimeric VEGF 
receptors. We do not believe that aflibercept or VEGF Trap-Eye infringes any valid claim in these patents or patent 
applications. However, Genentech could seek to initiate a lawsuit or present a counterclaim for patent infringement 
in the declaratory judgment action we have filed, and assert that its patents are valid and cover aflibercept or VEGF 
Trap-Eye or uses thereof. Genentech may be motivated to take such action(s) in an effort to impair our ability to 
develop and sell aflibercept or VEGF Trap-Eye, which represent potential competitive threats to Genentech's VEGF
binding products and product candidates. We commenced in November 2010 a lawsuit against Genentech seeking 
a declaratory judgment that no activities relating to the Regeneron VEGF Trap infringe any valid claim of certain 
Genentech patents. It is possible that the court may decide to dismiss the action on procedural grounds or reach an 
adverse determination that would likely materially harm our business by requiring us to seek a license, which may 
not be available, or precluding the manufacture, further development, or sale of aflibercept or VEGF Trap-Eye, or 
resulting in a damage award. Similar patent actions may be taken in other countries, which could have similar or 
other adverse outcomes that would materially harm our business. 

We are aware of patents and pending applications owned by Roche that claim antibodies to IL-6R and methods of 
treating rheumatoid arthritis with such antibodies. We are developing REGN88, an antibody to IL-6R, for the treatment 
of rheumatoid arthritis. Although we do not believe that REGN88 infringes any valid claim in these patents or patent 
applications, Roche could initiate a lawsuit for patent infringement and assert its patents are valid and cover REGN88. 
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We are aware of a U.S. patent jointly owned by Genentech and City of Hope relating to the production of 
recombinant antibodies in host cells. We currently produce our antibody product candidates using recombinant 
antibodies from host cells and may choose to produce additional antibody product candidates in this manner. Neither 
ARCALYST®, aflibercept, nor VEGF Trap-Eye are recombinant antibodies. If any of our antibody product candidates 
are produced in a manner subject to valid claims in the Genentech patent, then we may need to obtain a license 
from Genentech, should one be available. Genentech has licensed this patent to several different companies under 
confidential license agreements. Ifwe desire a license for any of our antibody product candidates and are unable to 
obtain a license on commercially reasonable terms or at all, we may be restricted in our ability to use Genentech's 
techniques to make recombinant antibodies in or to import them into the United States. 

Further, we are aware of a number of other third party patent applications that, if granted with claims as 
currently drafted, may cover our current or planned activities. \Ve cannot assure you that our products and/or actions 
in manufacturing and selling our product candidates will not infringe such patents. 

Any patent holders could sue us for damages and seek to prevent us from manufacturing, selling, or developing 
our drug candidates, and a court may find that we are infringing validly issued patents of third parties. In the event that 
the manufacture, use, or sale of any of our clinical candidates infringes on the patents or violates other proprietary rights 
of third parties, we may be prevented from pursuing product development, manufacturing, and commercialization of 
our drugs and may be required to pay costly damages. Such a result may materially harm our business, financial 
condition, and results of operations. Legal disputes are likely to be costly and time consuming to defend. 

We seek to obtain licenses to patents when, in our judgment, such licenses are needed. If any licenses are 
required, we may not be able to obtain such licenses on commercially reasonable terms, if at all. The failure to obtain 
any such license could prevent us from developing or commercializing any one or more of our product candidates, 
which could severely harm our business. 

Regulatory and Litigation Risks 

If we do not obtain regulatory approval for our product candidates, we will not be able to market or t.·ell them. 

We cannot sell or market products without regulatory approval. If we do not obtain and maintain regulatory 
approval for our product candidates, including ARCALYST® for the treatment of diseases other than CAPS or VEGF 
Trap-Eye for the treatment of ophthalmologic disease, the value of our company and our results of operations will 
be harmed. In the United States, we must obtain and maintain approval from the FDA for each drug we intend 
to sell. Obtaining FDA approval is typically a lengthy and expensive process, and approval is highly uncertain. 
Foreign governments also regulate drugs distributed in their country and approval in any country is likely to be a 
lengthy and expensive process, and approval is highly uncertain. Except for the FDA approval of ARCALYST® and 
EMA approval of rilonacept for the treatment of CAPS, none of our product candidates has ever received regulatory 
approval to be marketed and sold in the United States or any other country. We may never receive regulatory approval 
for any of our product candidates. 

The FDA enforces Good Clinical Practices (GCPs) and other regulations through periodic inspections of trial 
sponsors, clinical research organizations (CROs), principal investigators, and trial sites. If we or any of the third 
parties conducting our clinical studies are determined to have failed to fully comply with GCPs, the study protocol or 
applicable regulations, the clinical data generated in our studies may be deemed unreliable. This could result in non
approval of our product candidates by the FDA, or we or the FDA may decide to conduct additional audits or require 
additional clinical studies, which would delay our development programs and substantially harm our business. 

Before approving a new drug or biologic product, the FDA requires that the facilities at which the product will be 
manufactured be in compliance with current Good Manufacturing Practices, or cGMP requirements. Manufacturing 
product candidates in compliance with these regulatory requirements is complex, time-consuming, and expensive. 
To be successful, our products must be manufactured for development, following approval, in commercial quantities, 
in compliance with regulatory requirements, and at competitive costs. If we or any of our product collaborators or 
third-party manufacturers, product packagers, or labelers are unable to maintain regulatory compliance, the FDA 
can impose regulatory sanctions, including, among other things, refusal to approve a pending application for a new 
drug or biologic product, or revocation of a pre-existing approval. As a result, our business, financial condition, and 
results of operations may be materially harmed. 
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In addition to the FDA and other regulatory agency regulations in the United States, we are subject to a variety 
of foreign regulatory requirements governing human clinical trials, manufacturing, marketing and approval of drugs, 
and commercial sale and distribution of drugs in foreign countries. The foreign regulatory approval process includes 
all of the risks associated with FDA approval as well as country specific regulations. Whether or not we obtain 
FDA approval for a product in the United States, we must obtain approval by the comparable regulatory authorities 
of foreign countries before we can commence clinical trials or marketing of ARCALYST® or any of our product 
candidates in those countries. 

If we fail to meet the stringent requirements of governmental regulation in the manufacture of our marketed 
product and clinical candidates, we could incur substantial remedial costs, delays in the development of our 
clinical candidates and/or in their commercial launch if they obtain regulatory approval, and a reduction 
in sales. 

We and our third party providers are required to maintain compliance with cGMP, and are subject to inspections 
by the FDA or comparable agencies in other jurisdictions to confirm such compliance. Changes of suppliers or 
modifications of methods of manufacturing may require amending our application to the FDA and acceptance of 
the change by the FDA prior to release of product. Because we produce multiple product candidates at our facility in 
Rensselaer, New York, there are increased risks associated with cGMP compliance. Our inability, or the inability of 
our third party service providers, to demonstrate ongoing cGMP compliance could require us to engage in lengthy 
and expensive remediation efforts, withdraw or recall product, halt or interrupt clinical trials, and/or interrupt 
commercial supply of our marketed product. Any delay, interruption or other issues that arise in the manufacture, 
fill-finish, packaging, or storage of our marketed product and product candidates as a result of a failure of our 
facilities or the facilities or operations of third parties to pass any regulatory agency inspection or maintain cGMP 
compliance could significantly impair our ability to develop and commercialize our products. Any finding of non
compliance could increase our costs, cause us to delay the development of our product candidates, and cause us to 
lose revenue from our marketed product. 

If the testing or use of our products harms people, we could be subject to costly and damaging product 
liability claims. 

The testing, manufacturing, marketing, and sale of drugs for use in people expose us to product liability risk. 
Any informed consent or waivers obtained from people who sign up for our clinical trials may not protect us from 
liability or the cost oflitigation. We may be subject to claims by patients who use ARCALYST® that they have been 
injured by a side effect associated with the drug. Our product liability insurance may not cover all potential liabilities 
or may not completely cover any liability arising from any such litigation. Moreover, in the future we may not have 
access to liability insurance or be able to maintain our insurance on acceptable terms. 

If we market and sell ARCALYS'l® in a way that violates federal or state fraud and abuse laws, we may be 
sub}ect to civil or criminal penalties. 

In addition to FDA and related regulatory requirements, we are subject to health care "fraud and abuse" laws, 
such as the federal False Claims Act, the anti-kickback provisions of the federal Social Security Act, and other state 
and federal laws and regulations. Federal and state anti-kickback laws prohibit, among other things, payments or other 
remuneration to induce or reward someone to purchase, prescribe, endorse or recommend a product that is reimbursed 
under federal or state healthcare programs. Ifwe provide payments or other remuneration to a healthcare professional 
to induce the prescribing of our products, we could face liability under state and federal anti-kickback laws. 

Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false 
claim for payment to the federal government, or knowingly making, or causing to be made, a false statement to 
get a false claim paid. Pharmaceutical companies have been prosecuted under these laws for a variety of alleged 
promotional and marketing activities, such as allegedly providing free product to customers with the expectation that 
the customers would bill federal programs for the product; reporting to pricing services inflated average wholesale 
prices that were then used by federal programs to set reimbursement rates; engaging in promotion for uses that the 
FDA has not approved, known as off-label uses, that caused claims to be submitted to Medicaid for non-covered off
label uses, and submitting inflated best price information to the Medicaid Rebate program. 
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The majority of states also have statutes or regulations similar to the federal anti-kickback law and false claims 
laws, which apply to items and services reimbursed under Medicaid and other state programs, or, in several states, apply 
regardless of the payer. Sanctions under these federal and state laws may include civil monetary penalties, exclusion 
of a manufacturer's products from reimbursement under government programs, criminal fines, and imprisonment. 

Even if it is determined that we have not violated these laws, government investigations into these issues 
typically require the expenditure of significant resources and generate negative publicity, which would harm our 
business and financial results and condition. Because of the breadth of these laws and the narrowness of the safe 
harbors, it is possible that some of our business activities could be challenged under one or more of such laws. 

In recent years, several states and localities, including California, the District of Columbia, Massachusetts, Maine, 
Minnesota, Nevada, New Mexico, Vermont, and West Virginia, have enacted legislation requiring pharmaceutical 
companies to establish marketing compliance programs, and file periodic reports with the state or make periodic 
public disclosures on sales, marketing, pricing, clinical trials, and other activities. Similar requirements are being 
considered in other states. In addition, as part of the federal Patient Protection and Affordable Care Act, or PPACA, 
pharmaceutical companies will be required to file reports with the federal government regarding payments made to 
healthcare professionals. Many of these requirements are new and uncertain, and the penalties for failure to comply 
with these requirements are unclear. Nonetheless, if we are found not to be in full compliance with these laws, we 
could face enforcement actions, fines, and other penalties, and could receive adverse publicity, which would harm 
our business and financial results and condition. 

Our operations may involve hazardous materials and are subject to environmental, health, and safety 
laws and regulations. We may incur substantial liability arising from our activities involving the use of 
hazardous materials. 

As a biopharmaceutical company with significant manufacturing operations, we are subject to extensive 
environmental, health, and safety laws and regulations, including those governing the use of hazardous materials. 
Our research and development and manufacturing activities involve the controlled use of chemicals, viruses, 
radioactive compounds, and other hazardous materials. The cost of compliance with environmental, health, and 
safety regulations is substantial. If an accident involving these materials or an environmental discharge were to occur, 
we could be held liable for any resulting damages, or face regulatory actions, which could exceed our resources or 
insurance coverage. 

Our business is subject to increasingly complex corporate governance, public disclosure, and accounting 
requirements and regulations that could adversely affect our business and financial results and condition. 

We are subject to changing rules and regulations of various federal and state governmental authorities as 
well as the stock exchange on which our Common Stock is listed. These entities, including the Public Company 
Accounting Oversight Board (PCAOB), the SEC and the NASDAQ Global Market, have issued a significant number 
of new and increasingly complex requirements and regulations over the course of the last several years and continue 
to develop additional requirements and regulations in response to laws enacted by Congress, including the Sarbanes
Oxley Act of 2002 and, most recently, the Dodd-Frank Wall Street Reform and Protection Act, or the Dodd-Frank 
Act. There are significant corporate governance and executive compensation-related provisions in the Dodd-Frank 
Act that expressly authorized or required the SEC to adopt additional rules in these areas, such as shareholder 
approval of executive compensation (so-called "say on pay") and proxy access. On January 25, 2011, the SEC adopted 
final rules concerning "say on pay". Our efforts to comply with these requirements and regulations have resulted 
in, and are likely to continue to result in, an increase in expenses and a diversion of management's time from other 
business activities. 

In future years, if we are unable to conclude that our internal control over financial reporting i.-. effective, the 
market value of our Common Stock could be adversely affected. 

As directed by Section 404 of the Sarbanes-Oxley Act of 2002, the SEC adopted rules requiring public companies 
to include a report of management on the Company's internal control over financial reporting in their annual reports 
on Form 10-K that contains an assessment by management of the effectiveness of our internal control over financial 
reporting. In addition, the independent registered public accounting firm auditing our financial statements must 
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attest to and report on the effectiveness of our internal control over financial reporting. Our independent registered 
public accounting firm provided us with an unqualified report as to the effectiveness of our internal control over 
financial reporting as of December 31, 2010, which report is included in this Annual Report on Form 10-K. However, 
we cannot assure you that management or our independent registered public accounting firm will be able to provide 
such an unqualified report as of future year-ends. In this event, investors could lose confidence in the reliability of 
our financial statements, which could result in a decrease in the market value of our Common Stock. In addition, if it 
is determined that deficiencies in the design or operation of internal controls exist and that they are reasonably likely 
to adversely affect our ability to record, process, summarize, and report financial information, we would likely incur 
additional costs to remediate these deficiencies and the costs of such remediation could be material. 

Changes in laws and regulations affecting the healthcare industry could adversely affect our business. 

All aspects of our business, including research and development, manufacturing, marketing, pricing, 
sales, litigation, and intellectual property rights, are subject to extensive legislation and regulation. Changes in 
applicable federal and state laws and agency regulations could have a materially negative impact on our business. 
These include: 

• changes in the FDA and foreign regulatory processes for new therapeutics that may delay or prevent the 
approval of any of our current or future product candidates; 

• new laws, regulations, or judicial decisions related to healthcare availability or the payment for healthcare 
products and services, including prescription drugs, that would make it more difficult for us to market and 
sell products once they are approved by the FDA or foreign regulatory agencies; 

• changes in FDA and foreign regulations that may require additional safety monitoring prior to or 
after the introduction of new products to market, which could materially increase our costs of doing 
business; and 

• changes in FDA and foreign cGMPs that make it more difficult for us to manufacture our marketed 
product and clinical candidates in accordance with cGMPs. 

The PPACA potential regulations easing the entry of competing follow-on biologics in the marketplace, new 
legislation or implementation of existing statutory provisions on importation of lower-cost competing drugs from 
other jurisdictions, and legislation on comparative effectiveness research are examples of previously enacted and 
possible future changes in laws that could adversely affect our business. 

Risks Related to Our Reliance on Third Parties 

If our antibody collaboration with sanofi-aventis is terminated, our business operations and financial condition, 
and our ability to discover, develop, manufacture, and commercialize our pipeline of produd candidates in the 
time expected, or at all, would be materially harmed. 

We rely heavily on funding from sanofi-aventis to support our target discovery and antibody research and 
development programs. Sanofi-aventis has committed to pay up to $1.28 billion between 2010 and 2017 to fund our 
efforts to identify and validate drug discovery targets and pre-clinically develop fully human monoclonal antibodies 
against such targets. In addition, sanofi-aventis funds almost all of the development expenses incurred by both 
companies in connection with the clinical development of antibodies that sanofi-aventis elects to co-develop with 
us. We rely on sanofi-aventis to fond these activities. In addition, with respect to those antibodies that sanofi-aventis 
elects to co-develop with us, such as REGN727, REGN88, REGN668, REGN421, REGN910, and REGN475, we 
rely on sanofi-aventis to lead much of the clinical development efforts and assist with obtaining regulatory approval, 
particularly outside the United States. We also rely on sanofi-aventis to lead the commercialization efforts to support 
all of the antibody products that are co-developed by sanofi-aventis and us. If sanofi-aventis does not elect to co
develop the antibodies that we discover or opts-out of their development, we would be required to fund and oversee 
on our own the clinical trials, any regulatory responsibilities, and the ensuing commercialization efforts to support 
our antibody products. If sanofi-aventis terminates the antibody collaboration or fails to comply with its payment 
obligations thereunder, our business, financial condition, and results of operations would be materially harmed. We 
would be required to either expend substantially more resources than we have anticipated to support our research 
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and development efforts, which could require us to seek additional funding that might not be available on favorable 
terms or at all, or materially cut back on such activities. While we cannot assure you that any of the antibodies 
from this collaboration will ever be successfully developed and commercialized, if sanofi-aventis does not perform 
its obligations with respect to antibodies that it elects to co-develop, our ability to develop, manufacture, and 
commercialize these antibody product candidates will be significantly adversely affected. 

If our collaboration with sanofl-aventis for aflibercept is terminated, or sanofl-aventis materially breaches 
its obligations thereunder, our business operations and financial condition, and our ability to develop_, 
manufacture, and commercialize aflibercept in the time expected, or at all, would be materially harmed. 

We rely heavily on sanofi-aventis to lead much of the development of aflibercept. Sanofi-aventis funds all of 
the development expenses im,'l.ll"red by both companies in connection with the aflibercept program. If the aflibercept 
program continues, we will rely on sanofi-aventis to assist with funding the aflibercept program, provide commercial 
manufacturing capacity, enroll and monitor clinical trials, obtain regulatory approval, particularly outside the United 
States, and lead the commercialization of aflibercept. While we cannot assure you that aflibercept will ever be 
successfully developed and commercialized, if sanofi-aventis does not perform its obligations in a timely manner, or 
at all, our ability to develop, manufacture, and commercialize aflibercept in cancer indications will be significantly 
adversely affected. Sanofi-aventis has the right to terminate its collaboration agreement with us at any time upon twelve 
months advance notice. If sanofi-aventis were to terminate its collaboration agreement with us, we would not have the 
resources or skills to replace those of our partner, which could require us to seek additional funding that might not be 
available on favorable terms or at all, and could cause significant delays in the development and/or manufacture of 
aflibercept and result in substantial additional costs to us. We have limited commercial capabilities and would have to 
develop or outsource these capabilities. Termination of the sanofi-aventis collaboration agreement for aflibercept would 
create substantial new and additional risks to the successful development and commercialization of aflibercept. 

If our collaboration with Bayer HealthCare for VEGF 1'rap-Eye is terminated, or Bayer HealthCare materially 
breaches its obligations thereunder, our business operations and financial condition, and our ability to develap 
and commercialize VEGF 1'rap-Eye in the time expected, or at all, would be materially harmed. 

We rely heavily on Bayer HealthCare to assist with the development ofVEGF Trap-Eye. Under our agreement 
with them, Bayer HealthCare is required to fund approximately half of the development expenses incurred by both 
companies in connection with the global VEGF Trap-Eye development program. If the VEGF Trap-Eye program 
continues, we will rely on Bayer HealthCare to assist with funding the VEGF Trap-Eye development program, lead 
the development ofVEGF Trap-Eye outside the United States, obtain regulatory approval outside the United States, 
and provide all sales, marketing, and commercial support for the product outside the United States. In particular, Bayer 
HealthCare has responsibility for selling VEGF Trap-Eye outside the United States using its sales force. While we 
cannot assure you that VEGF Trap-Eye will ever be successfully developed and commercialized, if Bayer HealthCare 
does not perform its obligations in a timely manner, or at all, our ability to develop, manufacture, and commercialize 
VEGF Trap-Eye outside the United States will be significantly adversely affected. Bayer HealthCare has the right to 
terminate its collaboration agreement with us at any time upon six or twelve months advance notice, depending on 
the circumstances giving rise to termination. If Bayer HealthCare were to terminate its collaboration agreement with 
us, we would not have the resources or skills to replace those of our partner, which could require us to seek additional 
funding that might not be available on favorable terms or at all, and could cause significant delays in the development 
and/or commercialization ofVEGF Trap-Eye outside the United States and result in substantial additional costs to us. 
We currently have limited commercial capabilities and would have to develop or outsource these capabilities outside 
the United States. Termination of the Bayer HealthCare collaboration agreement would create substantial new and 
additional risks to the successful development and commercialization ofVEGF Trap-Eye. 

Our collaborators and service provider!i/ may fail to perform adequately in their efforts to support the development, 
manufacture, and commercialization of ARCALYS'I® and our drug candidates. 

We depend upon third-party collaborators, including sanofi-aventis, Bayer HealthCare, and service providers 
such as CROs, outside testing laboratories, clinical investigator sites, and third-party manufacturers and product 
packagers and labelers, to assist us in the manufacture and preclinical and clinical development of our product 
candidates. If any of our existing collaborators or service providers breaches or terminates its agreement with us or 
does not perform its development or manufacturing services under an agreement in a timely manner or in compliance 
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with applicable GMPs, Good Laboratory Practices (GLPs), or GCP Standards, we could experience additional costs, 
delays, and difficulties in the manufacture or development of, or in obtaining approval by regulatory authorities for 
our product candidates. 

We rely on third party service providers to support the distribution of ARCALYST® and many other related 
activities in connection with the commercialization of ARCALYST® for the treatment of CAPS. We cannot be certain 
that these third parties will perform adequately. If these service providers do not perform their services adequately, 
our efforts to market and sell ARCALYST® for the treatment of CAPS will not be successful. 

Risks Related to the Manufacture of Our Product Candidates 

We have limited manufacturing capacity, which could inhibit our ability to successfully develop or commercialize 
our drugs. 

Our manufacturing facility is likely to be inadequate to produce sufficient quantities of product for commercial 
sale. We intend to rely on our corporate collaborators, as well as contract manufacturers, to produce the large quantities 
of drug material needed for commercialization of our products. We rely entirely on third-party manufacturers for 
filling and finishing services. We will have to depend on these manufacturers to deliver material on a timely basis 
and to comply with regulatory requirements. If we are unable to supply sufficient material on acceptable terms, 
or if we should encounter delays or difficulties in our relationships with our corporate collaborators or contract 
manufacturers, our business, financial condition, and results of operations may be materially harmed. 

We must expand our own manufacturing capacity to support the planned growth of our clinical pipeline. 
Moreover, we may expand our manufacturing capacity to supply commercial quantities of the active pharmaceutical 
ingredients for our product candidates. This will require substantial additional expenditures, and we will need to 
hire and train significant numbers of employees and managerial personnel to staff our facility. Start-up costs can 
be large and scale-up entails significant risks related to process development and manufacturing yields. We may be 
unable to develop manufacturing facilities that are sufficient to produce drug material for all our clinical trials or 
for commercial use. This may delay our clinical development plans and interfere with our efforts to commercialize 
our products. In addition, we may be unable to secure adequate filling and finishing services for our products. As a 
result, our business, financial condition, and results of operations may be materially harmed. 

We may also be unable to obtain key raw materials and supplies for the manufacture of ARCALYST® and 
our product candidates. In addition, we may face difficulties in developing or acquiring production technology 
and managerial personnel to manufacture sufficient quantities of our product candidates at reasonable costs 
and in compliance with applicable quality assurance and environmental regulations and governmental 
permitting requirements. 

Our ability to manufacture our products may be impaired if any of our manufacturing activities are found to 
infringe third-party patents. 

The ability for us to manufacture our products in our Rensselaer, New York facilities, or to utilize contract 
manufacturers to produce our products, depends on our ability to operate without infringing the patents or other 
intellectual property rights of third parties. Other parties may allege that our manufacturing activities infringe 
patents or other intellectual property rights. A judicial decision in favor of such third parties could preclude such 
manufacture of our products. 

If any of our clinical programs are delayed or discontinued, we may face costs related to the unused capacity 
at our manufacturing facilities. 

We have large-scale manufacturing operations in Rensselaer, New York. We use our facilities to produce 
bulk product for clinical and preclinical candidates for ourselves and our collaborations. If our clinical candidates 
are discontinued, or their clinical development is delayed, we may have to absorb one hundred percent of related 
overhead costs and inefficiencies. 
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Third"'.party supply failures, busine,ss interruptions, or natural disasters affecting our manufacturing facilities 
in Rensselaer, New York could adversely affect our ability to supp(v our products. 

We manufacture all of our bulk drug materials at our manufacturing facilities in Rensselaer, New York. We 
would be unable to manufacture these materials if our Rensselaer facilities were to cease production due to regulatory 
requirements or action, business interruptions, labor shortages or disputes, contaminations, fire, natural disasters, or 
other problems at the facilities. 

Certain raw materials necessary for the manufacture and formulation of ARCALYST® and of our product 
candidates are provided by single-source unaffiliated third-party suppliers. In addition, we rely on certain third 
parties to perform filling, finishing, distribution, and other services related to the manufacture of ARCALYST® and 
our product candidates. We would be unable to obtain these raw materials or services for an indeterminate period 
of time if any of these third-parties were to cease or interrupt production or otherwise fail to supply these materials, 
products, or services to us for any reason, including due to regulatory requirements or action, adverse financial 
developments at or affecting the supplier, failure by the supplier to comply with GMPs, business interruptions, or 
labor shortages or disputes. This, in turn, could materially and adversely affect our ability to manufacture or supply 
ARCALYST® or our product candidates for use in clinical trials or commercial supply, which could materially and 
adversely affect our business and future prospects. 

Also, certain of the raw materials required in the manufacture and the formulation of our clinical candidates 
may be derived from biological sources, including mammalian tissues, bovine serum, and human serum albumin. 
There are certain European regulatory restrictions on using these biological source materials. If we are required to 
substitute for these sources to comply with European regulatory requirements, our clinical development activities 
may be delayed or interrupted. 

Risks Related to Commercialization of Products 

I/we are unable to establish sales, marketing, and distribution capabilities, or to enter into agreements with 
third parties to do so, we will be unable to successfully market and sell future products. 

We are marketing and selling ARCALYST® for the treatment of CAPS ourselves in the United States, primarily 
through third party service providers. We have no sales or distribution personnel in the United States and have 
only a small staff with commercial capabilities. We currently have no sales, marketing, commercial, or distribution 
capabilities outside the United States. lf we are unable to obtain those capabilities, either by developing our own 
organizations or entering into agreements with service providers, even if our current or future product candidates 
receive marketing approval, we will not be able to successfully sell those products. In that event, we will not be able 
to generate significant revenue, even if our product candidates receive regulatory approval. We cannot guarantee 
that we will be able to hire the qualified sales and marketing personnel we need or that we will be able to enter into 
marketing or distribution agreements with third-party providers on acceptable terms, if at all. Under the terms of our 
collaboration agreement with sanofi-aventis, we will rely on sanofi-aventis for sales, marketing, and distribution of 
aflibercept in cancer indications, should it be approved in the future by regulatory authorities for marketing. We will 
have to rely on a third party or devote significant resources to develop our own sales, marketing, and distribution 
capabilities for our other product candidates, including VEGF Trap-Eye in the United States and ARCALYST® for 
patients with gout initiating uric acid-lowering drug therapy if such products receive regulatory approval. Though we 
are currently actively pursuing establishing our own sales, marketing, and distribution organization in anticipation of 
filing for and receiving regulatory approval to market and sell in the United States VEGF Trap-Eye and ARCALYST® 
for patients with gout initiating uric acid-lowering drug therapy, we may be unsuccessful in doing so, which would 
harm our business and adversely affect our future prospects. 

There may be too few patients with CAPS to profitably commercialize ARCALYS1® in this indication. 

Our only approved product is ARCALYST® for the treatment of CAPS, a group of rare, inherited auto
inflammatory diseases. These rare diseases affect a very small group of people. The incidence of CAPS has been 
reported to be approximately 1 in 1,000,000 people in the United States. Although the incidence rate of CAPS in 
Europe has not been reported, it is known to be a rare set of diseases. In October 2009, we received European marketing 
authorization for rilonacept for CAPS. In 2009, Novartis received regulatory approval in the U.S. and Europe for its 
IL-1 antibody product for the treatment of CAPS. Given the very rare nature of the disease and the competition from 
Novartis' IL-1 antibody product, we may be unable to profitably commercialize ARCALYST® in this indication. 
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Even if our product candidates are approved for marketing, their commercial success is highly uncertain 
because our competitors have received approval for and may be marketing products with a similar mechanism 
of action or may enter the marketplace with better or lower cost drug.-.. 

There is substantial competition in the biotechnology and pharmaceutical industries from pharmaceutical, 
biotechnology, and chemical companies. Many of our competitors have substantially greater research, preclinical and 
clinical product development and manufacturing capabilities, and financial, marketing, and human resources than 
we do. Our smaller competitors may also enhance their competitive position if they acquire or discover patentable 
inventions, form collaborative arrangements, or merge with large pharmaceutical companies. Even if we achieve 
product commercialization, our competitors have achieved, and may continue to achieve, product commercialization 
before our products are approved for marketing and sale. 

Genentech has an approved VEGF antagonist, Avastin®, on the market for treating certain cancers and many 
different pharmaceutical and biotechnology companies are working to develop competing VEGF antagonists, 
including Novartis, Amgen, Imclone/Eli Lilly, Pfizer, AstraZeneca, and GlaxoSmithKline. Many of these molecules 
are farther along in development than aflibercept and may offer competitive advantages over our molecule. Each 
of Pfizer, Onyx Pharmaceuticals (together with its partner Bayer HealthCare), and GlaxoSmithKline are marketing 
and selling oral medications that target tumor cell growth and new vasculature formation that fuels the growth of 
tumors. The marketing approvals for Genentech's VEGF antagonist, Avastin®, and their extensive, ongoing clinical 
development plan for Avastin® in other cancer indications, make it more difficult for us to enroll patients in clinical 
trials to support aflibercept and to obtain regulatory approval of aflibercept in these cancer settings. This may delay 
or impair our ability to successfully develop and commercialize aflibercept. In addition, even if aflibercept is ever 
approved for sale for the treatment of certain cancers, it will be difficult for our drug to compete against Avastin® 
and the FDA approved kinase inhibitors, because doctors and patients will have significant experience using these 
medicines. In addition, an oral medication may be considerably less expensive for patients than a biologic medication, 
providing a competitive advantage to companies that market such products. 

The market for eye disease products is also very competitive. Novartis and Genentech are collaborating on the 
commercialization and further development of a VEGF antibody fragment, Lucentis®, for the treatment of wet AMD, 
DME, and other eye indications. Lucentis® was approved by the FDA in June 2006 for the treatment of wet AMD 
and in June 2010 for the treatment ofmacular edema following RVO. Lucentis® was also approved by the EMA for 
wet AMD in January 2007 and for DME in January 2011. Many other companies are working on the development 
of product candidates for the potential treatment of wet AMD and DME including those that act by blocking VEGF 
and VEGF receptors, as well as siRNAs that modulate gene expression. In addition, ophthalmologists are using off
label, with success for the treatment of wet AMD, DME, and RVO, a third-party repackaged version ofGenentech's 
approved VEGF antagonist, Avastin®. 

The NEI and others are conducting long-term, controlled clinical trials comparing Lucentis® to Avastin® in the 
treatment of wet AMD. Data from these trials are expected in 2011. Even if VEGF Trap-Eye is ever approved for 
sale for the treatment of eye diseases, it may be difficult for our drug to compete against Lucentis®, because doctors 
and patients have had significant experience using this medicine. Moreover, the relatively low cost of therapy with 
Avastin® in patients with wet AMD presents a significant competitive challenge in this indication. While we believe 
that aflibercept would not be well tolerated if administered directly to the eye, if aflibercept is ever approved for the 
treatment of certain cancers, there is a risk that third parties will attempt to repackage aflibercept for use and sale for 
the treatment of wet AMD and other diseases of the eye, which would present a potential low-cost competitive threat 
to the VEGF Trap-Eye ifit is ever approved for sale. 

The availability of highly effective FDA approved TNF-antagonists such as Enbrel®, Remicade®, Humira® 
(adalimumab), a registered trademark of Abbott, and Simponi® (golimumab), a registered trademark of Centocor, 
and the IL-1 receptor antagonist Kineret®, and other marketed therapies makes it more difficult to successfully 
develop and commercialize ARCALYST® in other indications, and this is one of the reasons we discontinued the 
development of ARCALYST® in adult rheumatoid arthritis. In addition, even if ARCALYST® is ever approved 
for sale in indications where TNF-antagonists are approved, it will be difficult for our drug to compete against 
these FDA approved TNF-antagonists because doctors and patients have had significant experience using these 
effective medicines. Moreover, in such indications these approved therapeutics may offer competitive advantages 
over ARCALYST®, such as requiring fewer injections. 
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There are both small molecules and antibodies in development by other companies that are designed to block 
the synthesis ofIL-1 or inhibit the signaling ofIL-1. For example, Eli Lilly, Xoma (in collaboration with Servier), and 
Novartis are each developing antibodies to IL-I and both Amgen and Medimmune are developing antibodies to the 
IL-1 receptor. In 2009, Novartis received regulatory approval in the U.S. and Europe for canakinumab, a fully human 
anti-interleukin-ILl~ antibody, for the treatment of CAPS. Canakinumab is also in development for atherosclerosis 
and a number of other inflammatory diseases. Novartis' lL-1 antibody and these other drug candidates could offer 
competitive advantages over ARCALYST®. For example, canakinumab is dosed once every eight weeks compared to 
the once-weekly dosing regimen for ARCALYST®. The successful development and/or commercialization of these 
competing molecules could adversely affect sales of ARCALYST® for CAPS and delay or impair our ability to 
commercialize ARCALYST® for indications other than CAPS. 

We are developing ARCALYST® for the prevention of gout flares in patients initiating uric acid-lowering 
therapy. In January 2011, Novartis announced that the results of two Phase 3 studies with canakinumab focused 
on reducing pain and preventing recurrent attacks or "flares" in patients with hard-to-treat gout were positive. In 
addition, Novartis announced that it had submitted an application to the EMA for approval of canakinumab in gout. 
Novartis also announced that it plans to submit to the FDA in the first quarter of 2011 an application for approval 
of canakinumab in gout. Canakinurnab is dosed less frequently for the treatment of CAPS and may be perceived as 
offering competitive advantages over ARCALYST® in gout by some physicians, which would make it difficult for us 
to successfully commercialize ARCALYST® in that disease. 

Currently, inexpensive, oral therapies such as analgesics and other NSAIDs are used as the standard of care to 
treat the symptoms of gout diseases. These established, inexpensive, orally delivered drugs will make it difficult for 
us to successfully commercialize ARCALYST® in these diseases. 

Our early-stage clinical candidates in development are all fully human monoclonal antibodies, which were 
generated using our Velocimmune® technology. Our antibody generation technologies and early-stage clinical 
candidates face competition from many pharmaceutical and biotechnology companies using various technologies. 

Numerous other companies are developing therapeutic antibody products. Companies such as Pfizer, Johnson 
& Johnson, AstraZeneca, Amgen, Biogen Idec, Novartis, Genentech/Roche, Bristol-Myers Squib, Abbott, and 
GlaxoSmithKline have generated therapeutic products that are currently in development or on the market that are 
derived from recombinant DNA that comprise human antibody sequences. 

We are aware of several pharmaceutical and biotechnology companies actively engaged in the research and 
development of antibody products against targets that are also the targets of our early-stage product candidates. 
For example, Pfizer, Johnson & Johnson, and Abbott are developing antibody product candidates against NGF. 
Genentech/Roche is marketing an antibody against IL-6R (tocilizumab) for the treatment of rheumatoid arthritis, 
and several other companies, including Centocor Ortho Biotech and Bristol-Myers Squibb, have antibodies against 
IL-6 in clinical development for this disease. GlaxoSmithKline, in partnership with OncoMed Pharmaceuticals, 
has a Dll4 antibody in clinical development for the treatment of solid tumors. Aerovance has two formulations of a 
biologic directed against IL-4 in clinical development. Amgen previously had an antibody against IL-4R in clinical 
development for the treatment of asthma. We believe that several companies, including Amgen and Pfizer, have 
development programs for antibodies against PCSK9. Amgen, Pfizer, and AstraZeneca have development programs 
underway for antibodies against ANG2. If any of these or other competitors announces a successful clinical study 
involving a product that may be competitive with one of our product candidates or the grant of marketing approval 
by a regulatory agency for a competitive product, such developments may have an adverse effect on our operations 
or future prospects. 

The successful commercialization of ARCALYSJ'i» and our product candidates will depend on obtaining 
coverage and reimbursement for use of these products from third-party payers and these payers may not agree 
to cover or reimburse for use of our products. 

Our product candidates, if commercialized, may be significantly more expensive than traditional drug 
treatments. For example, we are developing ARCALYST® for the prevention of gout flares in patients initiating 
uric acid-lowering drug therapy. Patients suffering from this gout indication are currently treated with inexpensive 
therapies, including NSAIDs. These existing treatment options are likely to be considerably less expensive and may 
be preferable to a biologic medication for some patients. Our future revenues and profitability will be adversely 
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affected if United States and foreign governmental, private third-party insurers and payers, and other third-party 
payers, including Medicare and Medicaid, do not agree to defray or reimburse the cost of our products to the patients. 
If these entities refuse to provide coverage and reimbursement with respect to our products or provide an insufficient 
level of coverage and reimbursement, our products may be too costly for many patients to afford them, and physicians 
may not prescribe them. Many third-party payers cover only selected drugs, making drugs that are not preferred by 
such payers more expensive for patients, and require prior authorization or failure on another type of treatment before 
covering a particular drug. In particular, payers may impose these obstacles to coverage on higher-priced drugs, as 
our product candidates are likely to be. 

We market and sell ARCALYST® in the United States for the treatment of a group of rare genetic disorders 
called CAPS. We have received European Union marketing authorization for rilonacept for the treatment of 
CAPS. There may be too few patients with CAPS to profitably commercialize ARCALYST®. Physicians may not 
prescribe ARCALYST®, and CAPS patients may not be able to afford ARCALYST®, if third party payers do not 
agree to reimburse the cost of ARCALYST® therapy and this would adversely affect our ability to commercialize 
ARCALYST® profitably. 

In addition to potential restrictions on coverage, the amount of reimbursement for our products may also reduce 
our profitability. Government and other third-party payers are challenging the prices charged for healthcare products 
and increasingly limiting, and attempting to limit, both coverage and level of reimbursement for prescription drugs. 
In March 2010, the PPACA and a related reconciliation bill were enacted in the U.S. This legislation imposes cost 
containment measures that are likely to adversely affect the amount of reimbursement for our future products. The 
foll effects of this legislation are unknown at this time and will not be known until regulations and guidance are 
issued by the Centers for Medicare and Medicaid Services and other federal and state agencies. Some states are 
also considering legislation that would control the prices of drugs, and state Medicaid programs are increasingly 
requesting manufacturers to pay supplemental rebates and requiring prior authorization by the state program for use 
of any drug for which supplemental rebates are not being paid. It is likely that federal and state legislatures and health 
agencies will continue to focus on additional health care reform in the future that will impose additional constraints 
on prices and reimbursements for our products. 

Since ARCALYST® and our product candidates in clinical development will likely be too expensive for most 
patients to afford without health insurance coverage, if our products are unable to obtain adequate coverage and 
reimbursement by third-party payers, our ability to successfully commercialize our product candidates may be 
adversely impacted. Any limitation on the use of our products or any decrease in the price of our products will have 
a material negative effect on our ability to achieve profitability. 

In certain foreign countries, pricing, coverage, and level of reimbursement of prescription drugs are subject 
to governmental control, and we may be unable to negotiate coverage, pricing, and reimbursement on terms that 
are favorable to us. In some foreign countries, the proposed pricing for a drug must be approved before it may be 
lawfully marketed. The requirements governing drug pricing vary widely from country to country. For example, the 
European Union provides options for its member states to restrict the range of medicinal products for which their 
national health insurance systems provide reimbursement and to control the prices of medicinal products for human 
use. A member state may approve a specific price for the medicinal product or it may instead adopt a system of direct 
or indirect controls on the profitability of the company placing the medicinal product on the market Our results of 
operations may suffer if we are unable to market our products in foreign countries or if coverage and reimbursement 
for our products in foreign countries is limited or delayed. 

Risk Related to Employees 

We are dependent on our key personnel and if we camwt recruit and retain leaders in our research, development, 
manufacturing, and commercial organizations, our business will be harmed. 

We are highly dependent on certain of our executive officers and other key members of our senior management 
team. If we are not able to retain any of these persons or our Chairman, our business may suffer. In particular, we 
depend on the services of P. Roy Vagelos, M.D., the Chairman of our board of directors, Leonard Schleifer, M.D., Ph.D., 
our President and ChiefExecutive Officer, George D. Yancopoulos, M.D., Ph.D., our Executive Vice President, Chief 
Scientific Officer and President, Regeneron Research Laboratories, and Neil Stahl, Ph.D., our Senior Vice President, 
Research and Development Sciences. As we prepare for commercialization in the United States of our late-stage 
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product candidates should they receive regulatory approval, we will also be highly dependent on the expertise and 
services of members of our senior management leading these commercialization efforts. There is intense competition 
in the biotechnology industry for qualified scientists and managerial personnel in the development, manufacture, and 
commercialization of drugs. We may not be able to continue to attract and retain the qualified personnel necessary 
to continue to advance our business and achieve our strategic objectives. 

Risks Related to Our Common Stock 

Our stock price is extremely volatile. 

There has been significant volatility in our stock price and generally in the market prices of biotechnology 
companies' securities. Various factors and events may have a significant impact on the market price of our Common 
Stock. These factors include, by way of example: 

• progress, delays, or adverse results in clinical trials; 

• announcement of technological innovations or product candidates by us or competitors; 

• fluctuations in our operating results; 

• third party claims that our products or technologies infringe their patents; 

• public concern as to the safety or effectiveness of ARCALYST® or any of our product candidates; 

• developments in our relationship with collaborative partners; 

• developments in the biotechnology industry or in government regulation of healthcare; 

• large sales of our Common Stock by our executive officers, directors, or significant shareholders; 

• arrivals and departures of key personnel; and 

• general market conditions. 

The trading price of our Common Stock has been, and could continue to be, subject to wide fluctuations in 
response to these and other factors, including the sale or attempted sale of a large amount of our Common Stock in 
the market. Broad market fluctuations may also adversely affect the market price of our Common Stock. 

Future sales of our Common Stock by our significant shareholders or us may depress our stock price and 
impair our ability to raise funds in new share offerings. 

A small number of our shareholders beneficially own a substantial amount of our Common Stock. As of 
December 31, 2010, our four largest shareholders plus Leonard S. Schleifer, M.D, Ph.D., our ChiefExecutive Officer, 
beneficially owned 50.9% of our outstanding shares of Common Stock, assuming, in the case of our Chief Executive 
Officer, the conversion of his Class A Stock into Common Stock and the exercise of all options held by him which are 
exercisable within 60 days of December 31, 2010. In September 2003, sanofi-aventis (then Aventis Pharmaceuticals 
Inc.) purchased 2,799,552 newly issued, unregistered shares of our Common Stock, and in December 2007 sanofi
aventis purchased an additional 12 million newly issued, unregistered shares of our Common Stock. Under our 
investor agreement, as amended, with sanofi-aventis, these shares may not be sold until December 20, 2017 except 
under limited circumstances and subject to earlier termination of these restrictions upon the occurrence of certain 
events. In addition, in October 2010, sanofi-aventis purchased an additional 1,017,401 shares of Common Stock in 
our underwritten public offering. As of December 31, 2010, sanofi-aventis beneficially owned 15,816,953 shares of 
our Common Stock, representing approximately 18.1% of the shares of Common Stock then outstanding. If sanofi
aventis, or our other significant shareholders or we, sell substantial amounts of our Common Stock in the public 
market, or the perception that such sales may occur exists, the market price of our Common Stock could fall. Sales of 
Common Stock by our significant shareholders, including sanofi-aventis, also might make it more difficult for us to 
raise funds by selling equity or equity-related securities in the future at a time and price that we deem appropriate. 

Our existing shareholders may be able to exert significant influence over matters requiring 
shareholder approval. 
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Holders of Class A Stock, who are generally the shareholders who purchased their stock from us before our 
initial public offering, are entitled to ten votes per share, while holders of Common Stock are entitled to one vote per 
share. As of December 31, 2010, holders of Class A Stock held 20.0% of the combined voting power of all shares of 
Common Stock and Class A Stock then outstanding. These shareholders, if acting together, would be in a position to 
significantly influence the election of our directors and to effect or prevent certain corporate transactions that require 
majority or supermajority approval of the combined classes, including mergers and other business combinations. 
This may result in our taking corporate actions that other shareholders may not consider to be in their best interest 
and may affect the price of our Common Stock. As of December 31, 2010: 

• our current executive officers and directors beneficially owned 13.l % of our outstanding shares of 
Common Stock, assuming conversion of their Class A Stock into Common Stock and the exercise of all 
options held by such persons which are exercisable within 60 days of December 31, 2010, and 26.7% of 
the combined voting power of our outstanding shares of Common Stock and Class A Stock, assuming 
the exercise of all options held by such persons which are exercisable within 60 days of December 31, 
2010; and 

• our four largest shareholders plus Leonard S. Schleifer, M.D., Ph.D. our Chief Executive Officer, 
beneficially owned 50.9% of our outstanding shares of Common Stock, assuming, in the case of our 
Chief Executive Officer, the conversion of his Class A Stock into Common Stock and the exercise of 
all options held by him which are exercisable within 60 days of December 31, 2010. In addition, these 
five shareholders held 55.8% of the combined voting power of our outstanding shares of Common Stock 
and Class A Stock, assuming the exercise of all options held by our Chief Executive Officer which are 
exercisable within 60 days of December 31, 2010. 

Pursuant to an investor agreement, as amended, sanofi-aventis has agreed to vote its shares, at sanofi
aventis' election, either as recommended by our board of directors or proportionally with the votes cast by our 
other shareholders, except with respect to certain change of control transactions, liquidation or dissolution, stock 
issuances equal to or exceeding 10% of the then outstanding shares or voting rights of Common Stock and Class 
A Stock, and new equity compensation plans or amendments if not materially consistent with our historical equity 
compensation practices. 

The anti-takeover effects of provisions of our charter, by-laws, and of New York corporate law and the 
contractual "standstill" provisions in our investor agreement with sanofi-aventis, could deter, delay, or prevent 
an acquisition or other "change in control" of us and could adversely affect the price of our Common Stock. 

Our amended and restated certificate of incorporation, our by-laws, and the New York Business Corporation 
Law contain various provisions that could have the effect of delaying or preventing a change in control of our 
company or our management that shareholders may consider favorable or beneficial. Some of these provisions could 
discourage proxy contests and make it more difficult for shareholders to elect directors and take other corporate 
actions. These provisions could also limit the price that investors might be willing to pay in the future for shares of 
our Common Stock. These provisions include: 

• authorization to issue "blank check" preferred stock, which is preferred stock that can be created and 
issued by the board of directors without prior shareholder approval, with rights senior to those of our 
common shareholders; 

• a staggered board of directors, so that it would take three successive annual meetings to replace all of 
our directors; 

• a requirement that removal of directors may only be effected for cause and only upon the affirmative 
vote of at least eighty percent (80%) of the outstanding shares entitled to vote for directors, as well as a 
requirement that any vacancy on the board of directors may be filled only by the remaining directors; 

• any action required or permitted to be taken at any meeting of shareholders may be taken without a 
meeting, only if, prior to such action, all of our shareholders consent, the effect of which is to require that 
shareholder action may only be taken at a duly convened meeting; 

• any shareholder seeking to bring business before an annual meeting of shareholders must provide timely 
notice of this intention in writing and meet various other requirements; and 
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• under the New York Business Corporation Law, in addition to certain restrictions which may apply to 
"business combinations" involving the Company and an "interested shareholder", a plan of merger or 
consolidation of the Company must be approved by two-thirds of the votes of all outstanding shares 
entitled to vote thereon. See the risk factor immediately above captioned "Our existing shareholders may 
be able to exert significant influence over matters requiring shareholder approval." 

Until the later of the fifth anniversaries of the expiration or earlier termination of our antibody collaboration 
agreements with sanofi-aventis or our aflibercept collaboration with sanofi-aventis, sanofi-aventis will be bound by 
certain "standstill" provisions, as amended, which contractually prohibit sanofi-aventis from acquiring more than 
certain specified percentages of our Class A Stock and Common Stock (taken together) or otherwise seeking to 
obtain control of the Company. 

In addition, we have a Change in Control Severance Plan and our Chief Executive Officer has an employment 
agreement that provides severance benefits in the event our officers are terminated as a result of a change in control 
of the Company. Many of our stock options issued under our Amended and Restated 2000 Long-Term Incentive Plan 
may become fully vested in connection with a "change in control" of our company, as defined in the plan. These 
contractual provisions may also have the effect of deterring, delaying, or preventing an acquisition or other change 
in control. 

ITEM lB. UNRESOLVED STAFF COMMENTS 

None. 

ITEM 2. PROPERTIES 

We conduct our research, development, manufacturing, and administrative activities at our owned and leased 
facilities. Under our main lease in Tarrytown, New York, as amended, we lease approximately 545,600 square feet of 
laboratory and office facilities, including approximately 401,600 square feet of space that we currently occupy and 
approximately 144,000 square feet of additional new space that we expect to occupy in early 2011. The term of the 
lease will expire in June 2024. The lease contains three renewal options to extend the term of the lease by five years 
each and early termination options on approximately 316,000 square feet of space. The lease provides for monthly 
payments over its term and additional charges for utilities, taxes, and operating expenses. Monthly lease payments 
on the new space commenced in January 2011 and charges for utilities, taxes, and operating expenses commenced 
in January 2010. 

In December 2009, we entered into a separate agreement to lease approximately 6,600 square feet oflaboratory 
and office space at our current Tarrytown location. The term of this lease will expire in August 2011 after which time 
we have the option to include this space in our main Tarrytown lease, as described above. 

In October 2008, we entered into an operating sublease for approximately 14,100 square feet of office space in 
Bridgewater, New Jersey. The term of the lease expires in July 2011. 

We own facilities in Rensselaer, New York, consisting of three buildings totaling approximately 395,500 square 
feet ofresearch, manufacturing, office, and warehouse space. 

The following table summarizes information regarding our current real property leases: 

Location 

Tarrytown, New York ............... . 
Tarrytown, New York ............... . 

Bridgewater, New Jersey(2l ........... . 

Square 
Footage 

545,600 
6,600 

14,100 

Expiration 

June 2024 
August2011 

July 2011 

Current Monthly 
Base Rental 
ChargesC'J 

$1,767,600 
$ 21,900 

$ 21,700 

Renewal Option 
Available 

Three 5-year terms 
Incorporate into main 
Tarrytown lease 
None 

(ll Excludes additional charges for utilities, real estate taxes, and operating expenses, as defined. 

(Zl Relates to sublease in Bridgewater, New Jersey, as described above. 
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We believe that our existing owned and leased facilities are adequate for ongoing research, development, 
manufacturing, and administrative activities. In the future, we may lease, operate, or purchase additional 
facilities in which to conduct expanded research and development and manufacturing activities and support 
commercial operations. 

ITEM 3. LEGAL PROCEEDINGS 

From time to time, we are a party to legal proceedings in the course of our business. We do not expect any such 
current legal proceedings to have a material adverse effect on our business or financial condition. On November 19, 
2010, Regeneron filed a complaint against Genentech, Inc. in the United States District Court for the Southern 
District of New York seeking a declaratory judgment that no activities relating to VEGF Trap infringe any valid 
claim of certain Genentech patents. On January 12, 2011, Genentech filed a motion to dismiss the complaint. The 
motion is currently pending. We may initiate similar actions in countries outside the United States. 

ITEM 4. [REMOVED AND RESERVED] 
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PARTH 

ITEM 5. MARKET FOR REGISTRANT'S COMMON EQUITY, RELATED STOCKHOLDER 
MATTERS, AND ISSUER PURCHASES OF EQUITY SECURITIES 

Our Common Stock is quoted on The NASDAQ Global Select Market under the symbol "REGN." Our Class A 
Stock, par value $.001 per share, is not publicly quoted or traded. 

The following table sets forth, for the periods indicated, the range of high and low sales prices for our Common 
Stock as reported by The NASDAQ Global Select Market: 

High Low 

2009 
First Quarter. ........................... . $20.08 $11.81 
Second Quarter ......................... . 18.42 12.11 
Third Quarter. .......................... . 23.49 16.05 
Fourth Quarter .......................... . 24.97 15.02 

2010 
First Quarter. ........................... . $30.51 $23.42 
Second Quarter ......................... . 30.58 22.32 
Third Quarter ........................... . 27.53 20.45 
Fourth Quarter .......................... . 33.94 24.29 

As of February 11, 2011, there were 432 shareholders of record of our Common Stock and 39 shareholders of 
record of our Class A Stock. 

We have never paid cash dividends and do not anticipate paying any in the foreseeable future. 

The information under the heading "Equity Compensation Plan Information" in our definitive proxy statement 
with respect to our 2011 Annual Meeting of Shareholders to be filed with the SEC is incorporated by reference into 
Item 12 of this Annual Report on Form 10-K. 
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STOCK PERFORMANCE GRAPH 

Set forth below is a line graph comparing the cumulative total shareholder return on Regeneron's Common 
Stock with the cumulative total return of (i) The NASDAQ Pharmaceuticals Stocks Index and (ii) The NASDAQ 
Stock Market (U.S.) Index for the period from December 31, 2005 through December 31, 2010. The comparison 
assumes that $100 was invested on December 31, 2005 in our Common Stock and in each of the foregoing indices. 
All values assume reinvestment of the pre-tax value of dividends paid by companies included in these indices. The 
historical stock price performance of our Common Stock shown in the graph below is not necessarily indicative of 
future stock price performance. 

$250.00 

$200.00 ....................................................................................................................................................... """······· : -+- Regeneron 

- NASDAQ Pham, 

$150.00 ·•·································································.:.;.;;---:·········································· :..-····································· , 
---"~--- NASDAQ US 

$100.00 

$0.00 

12/31/2005 12/31/2006 12/31/2007 12131/2008 12/31/2009 12131/2010 

12/31/2005 12/31/2006 12/31/2007 12/31/2008 12/31/2009 12/31/2010 

Regeneron .................... $100.00 $126.23 $151.89 $115.47 $152.08 $206.48 
NASDAQ Phann ............... 100.00 97.88 102.94 95.78 107.62 116.66 
NASDAQ US ................. 100.00 109.84 119.14 57.41 82.53 97.95 
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ITEM 6. SELECTED FINANCIAL DATA 

The selected financial data set forth below for the years ended December 31, 2010, 2009, and 2008 and 
at December 31, 2010 and 2009 are derived from and should be read in conjunction with our audited financial 
statements, including the notes thereto, included elsewhere in this report. The selected financial data for the years 
ended December 31, 2007 and 2006 and at December 31, 2008, 2007, and 2006 are derived from our audited financial 
statements not included in this report. 

Statement of Operations Data 
Revenues 

Collaboration revenue ............................. . 

Technology licensing ............................. . 
Contract manufacturing ........................... . 

Net product sales ................. , ........... , ... . 

Contract research and other ........................ . 

Expenses 

Research and development ......................... . 
Contract manufacturing ........... , ..... , .. , ...... . 

Selling, general, and administrative .................. . 

Cost of goods sold ................................ . 

Loss from operations ................................. . 

Other income (expense) 
Investment income ............................... . 

Interest expense .................................. . 

Loss on early extinguishment of debt ................. . 

Net loss before income tax expense and cumulative 
effect of a change in accounting principle ............. . 

Income tax (benefit) expense .......................... . 

Net loss before cumulative effect ofa 
change in accounting principle ...................... . 

Cumulative effect of a change in accounting principle 
related to share-based payments ..................... . 

Net loss ........................................... . 

Net loss per share, basic and diluted: 
Net loss before cumulative effect ofa 

change in accounting principle ................... . 
Cumulative effect of a change in accounting principle 

related to share-based payments .................. . 

Net loss ........................................ . 
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2010 

$ 386,725 

40,150 

25,254 

6,945 

459,074 

489,252 

65,201 

2,093 

556,546 
(97,472) 

2,122 

(9,118) 

(6,996) 

(104,468) 

(104,468) 

$(104,468) 

$ (1.26) 

$ (1.26) 

Year Ended December 31, 

2009 2007 2006 

(In thousands, except per share data) 

$314,457 $185,138 $ 87,648 $ 47,763 

40,013 40,000 28,421 

12,311 
18,364 6,249 

6,434 7,070 8,955 3,373 
379,268 238,457 125,024 63,447 

398,762 274,903 202,468 137,064 
8,146 

52,923 48,880 37,929 25,892 

1,686 923 
453,371 324,706 240,397 171,102 
(74,103) (86,249) (115,373) (107,655) 

4,488 18,161 20,897 16,548 

(2,337) (7,752) (12,043) (12,043) 

(938) 

2,151 9,471 8,854 4,505 

(71,952) (76,778) (106,519) (103,150) 
(4,122) 2,351 

(67,830) (79,129) (106,519) (103,150) 

813 

$ (67,830) $ (79,129) $(106,519) $(102,337) 

$ (0.85) $ (1.00) $ (1.61) $ (l.78) 

0.01 

$ (0.85) $ (1.00) $ (1.61) $ (l.77) 
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At December 31, 

2010 2009 2008 2007 2006 

(In thousands) 

Balance Sheet Data 

Unrestricted and restricted cash, cash equivalents, and 
marketable securities (current and non-current) ............ $ 626,939 $390,010 $527,461 $846,279 $522,859 

Total assets ............. , ............................ 1,089,432 741,202 724,220 957,881 585,090 

Notes payable (current and non-current) ................... 200,000 200,000 
Facility lease obligations (current and non-current) ............ 160,030 109,022 54,182 21,623 
Capital lease obligations (current and non-current) ............. 2,829 
Stockholders' equity ................................... 527,815 396,762 421,514 459,348 216,624 

ITEM 7. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND 
RESULTS OF OPERATIONS 

Overview 

We are a biopharmaceutical company that discovers, develops, and commercializes pharmaceutical products 
for the treatment of serious medical conditions. We currently have one marketed product: ARCALYST® Injection 
for Subcutaneous Use, which is available for prescription in the United States for the treatment of CAPS, including 
FCAS and MWS in adults and children 12 and older. 

We have 11 product candidates in clinical development, including three that are in late-stage (Phase 3). All of 
these product candidates were discovered in our research laboratories. Our late-stage programs are VEGF Trap-Eye, 
which is being developed using intraocular delivery for the treatment of serious eye diseases; ARCALYST®, which is 
being developed for the prevention of gout flares in patients initiating uric acid-lowering treatment; and aflibercept, 
which is being developed in oncology in collaboration with sanofi-aventis. Our earlier stage clinical programs include 
the following fully human antibodies, which are being developed in collaboration with sanofi-aventis: 

• REGN727, an antibody to PCSK9 for LDL cholesterol reduction; 

• REGN88, an antibody to IL-6R, which is being developed m rheumatoid arthritis and 
ankylosing spondylitis; 

• REGN668, an antibody to IL-4R, which is being developed in atopic dermatitis and asthma; 

• REGN421, an antibody to D114, a novel angiogenesis target, which is being developed in oncology, 

• REGN910, an antibody to ANG2, another novel angiogenesis target, which is being developed 
in oncology; 

• REGN475, an antibody to NGF, which is being developed for the treatment of pain (currently on clinical 
hold); and 

• REGN728 and REGN846, two antibodies in clinical development against undisclosed targets. 

Developing and commercializing new medicines entails significant risk and expense. Since inception we have 
not generated any significant sales or profits from the commercialization of ARCALYST® or any of our other product 
candidates. Before significant revenues from the commercialization of ARCALYST® or our other product candidates 
can be realized, we (or our collaborators) must overcome a number of hurdles which include successfully completing 
research and development and obtaining regulatory approval from the FDA and regulatory authorities in other 
countries. In addition, the biotechnology and pharmaceutical industries are rapidly evolving and highly competitive, 
and new developments may render our products and technologies uncompetitive or obsolete. 
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From inception on January 8, 1988 through December 31, 2010, we had a cumulative loss of $1.0 billion, 
principally related to our research and development activities. We expect to continue to incur substantial expenses 
related to our research and development activities, a significant portion of which we expect to be reimbursed by our 
collaborators. We plan to submit a BLA to the FDA in the first half of2011 for marketing approval of VEGF Trap-Eye 
in wet AMO in the U.S. Tn addition, Bayer HealthCare intends to submit regulatory applications in the first half of201 l 
for marketing approval ofVEGF Trap-Eye in wet AMD in Europe. Ifwe receive positive Phase 3 clinical trial results, 
we also expect to file for regulatory approval of ARCALYST® for the prevention of gout flares and of aflibercept in 
one or more oncology indications. We expect to incur substantial costs to prepare for potential commercialization 
of these late-stage product candidates and, if one or more of these product candidates receive regulatory approval, 
to fund the launch of the product(s). Thus, we expect to continue to incur substantial operating losses over at least 
the next few years related primarily to our research and development and commercialization activities. Also, our 
research and development activities outside our collaborations, the costs of which are not reimbursed, may expand 
and require additional resources. Our losses may fluctuate from quarter to quarter and will depend on, among other 
factors, the scope and progress of our research and development efforts, the progress of our efforts to commercialize 
our late-stage product candidates, the timing of certain expenses, and the amount of reimbursement that we receive 
from collaborators. We cannot predict whether or when our late-stage product candidates will receive regulatory 
approval or, if such approval is received, whether we will be able to successfully commercialize such product(s), or 
ifwe do commercialize such product(s), whether or when they may become profitable. 

A primary driver of our expenses is our number of full-time employees. Our annual average headcount in 2010 
was 1,249 compared with 980 in 2009 and 810 in 2008. In 20l0, 2009, and 2008 our average headcount increased 
primarily to support our expanded research and development activities in connection with our antibody collaboration 
with sanofi-aventis. In 2011, we expect our average headcount to increase to approximately 1,600-1,650, primarily to 
support the further expansion of our research and development activities, especially in connection with our antibody 
collaboration with sanofi-aventis, and activities in connection with preparing for the potential commercialization of 
our late-stage product candidates. 

Management of cash flow is extremely important as we continue our research and development activities and 
prepare for potential commercialization of our late-stage product candidates. Our principal sources of cash to-date 
have been from (i) sales of common equity, both in public offerings and to our collaborators, including sanofi-aventis, 
(ii) funding from our collaborators and licensees in the form of up-front and milestone payments, technology licensing 
payments, and payments for our research and development activities, and (iii) a private placement of convertible debt, 
which was repaid in full during 2008. The most significant use of our cash is for research and development activities, 
which include drug discovery, preclinical studies, clinical trials, and the manufacture of drug supplies for preclinical 
studies and clinical trials. We are reimbursed for a substantial portion of these research and development activities 
by our collaborators. A significant use of our cash will also be for activities in connection with preparing for the 
potential commercialization of our late-stage product candidates. 
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The planning, execution, and results of our clinical programs are significant factors that can affect our operating 
and financial results. In our clinical programs, key events in 2010 and 2011 to date were, and plans for the remainder 
of2011 are, as follows: 

Clinical Program 2010 and 2011 Events to Date 2011 Plans 

VEGF Trap-Eye • Reported positive 52-week results in the • File for regulatory approval of 
Phase 3 VIEW 1 and VIEW 2 trials in VEGF Trap-Eye in wet AMD in 
wetA.i\.'ID the first halfof 2011 

• Reported positive six-month results • Report initial six-month data from 
in the Phase 3 COPERNICUS trial GALILEO in the first half of 2011 
in CRVO and completed patient • Report two-year data from VIEW 
enrollment in the Phase 3 GALILEO 1 and VIEW 2, and one-year data 
trial in CRVO from COPERNICUS in the second 

• Reported positive 24-week and 52- halfof2011 
week results from the Phase 2 DME • If GALILEO is successful, file 
trial (DA VINCI) for regulatory approval ofVEGF 

• Initiated a Phase 3 trial in Asia in CNV Trap-Eye in CRVO 
of the retina as a result of pathologic 
myopia 

ARCALYST® • Reported positive results from PRE- • Report data from PRE-SURGE 2 
SURGE 1 and completed patient and RE-SURGE in the first quarter 
enrollment of PRE-SURGE 2 and of2011 
RE-SURGE. PRE-SURGE 1 and 2 • If PRE-SURGE 2 and RE-SURGE 
are Phase 3 studies that are evaluating are successful, file for regulatory 
ARCALYST® in the prevention of gout approval of ARCALYST® for the 
flares associated with the initiation of prevention of gout flares associated 
uric acid-lowering drug therapy with the initiation of uric acid-

• Reported that in a Phase 3 study lowering drug therapy by mid 2011 
evaluating ARCALYST in the 
treatment of pain during an acute gout 
flare, there was no significant benefit 
from combining ARCALYST with an 
NSAID versus an NSAID alone 

Aflibercept • Completed patient enrollment in the • Report data from VITAL and 
(VEGF Trap- Phase 3 studies in non-small cell VELOUR in the first half of 2011 
Oncology) lung cancer (VITAL), prostate cancer • An IDMC is expected to conduct 

(VENICE), and colorectal cancer an interim analysis of VENICE in 
(VELOUR) mid-2011 

• Completed patient enrollment in a Phase • Report data from AFFIRM 
2 1st-line study in metastatic colorectal 
cancer (AFFIRM) 

• An IDMC conducted an interim 
analysis of VELOUR and 
recommended that the study continue 
to completion as planned with no 
modifications 

REGN727 • Reported proof-of-concept data from • Report data from the Phase 2 
(PCSK9 Antibody) a Phase l study for LDL cholesterol program for LDL cholesterol 

reduction reduction 

• Initiated a Phase 2 program for LDL 
cholesterol reduction 
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Clinical Program 

REGN88 
(IL-6R Antibody) 

REGN668 
(IL-4R Antibody) 

REGN421 
(0114 Antibody) 

REGN910 
(ANG2 Antibody) 

REGN475 
(NGF Antibody) 

REGN728 
(target 
not disclosed) 

REGN846 
(target 
not disclosed) 

Ill 

Ill 

Ill 

• 
Ill 

• 

Ill 

• 

Ill 

2010 and 2011 Events to Date 

Initiated a Phase 2/3 dose-ranging 
study in rheumatoid arthritis 
Initiated a Phase 2 dose-ranging study 
in ankylosing spondylitis 
Reported data from the Phase 1 
program in rheumatoid arthritis 

Completed a Phase 1 study in healthy 
volunteers 
Initiated a Phase lb program in atopic 
dermatitis 

Continued patient enrollment in 
Phase l program 

Initiated a Phase 1 study in oncology 

Reported top-line results from Phase 2 
studies in osteoarthritis of the knee and 
acute sciatica 
Phase 2 studies placed on clinical 
hold in December 2010 by the FDA 
due to adverse events seen with NGF 
antibodies under development at other 
pharmaceutical companies 

Initiated clinical development in an 
undisclosed indication 

Initiated clinical development in an 
undisclosed indication 

Critical Accounting Policies and Use of Estimates 

2011 Plans 

Report initial data in rheumatoid 
arthritis and in ankylosing 
spondylitis 

Initiate a Phase 2 program in 
asthma 

Initiate a Phase 2 program in 
advanced malignancies 

A summary of the significant accounting policies that impact us is provided in Note 2 to our Financial Statements, 
beginning on page F-7. The preparation of financial statements in accordance with accounting principles generally 
accepted in the United States of America (GAAP) requires management to make estimates and assumptions that 
affect reported amounts and related disclosures in the financial statements. Management considers an accounting 
estimate to be critical if: 

• It requires an assumption (or assumptions) regarding a future outcome; and 

• Changes in the estimate or the use of different assumptions to prepare the estimate could have a material 
effect on our results of operations or financial condition. 

Management believes the current assumptions used to estimate amounts reflected in our financial statements 
are appropriate. However, if actual experience differs from the assumptions used in estimating amounts reflected 
in our financial statements, the resulting changes could have a material adverse effect on our results of operations, 
and in certain situations, could have a material adverse effect on our liquidity and financial condition. The critical 
accounting estimates that impact our financial statements are described below. 
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Revenue Recognition 

Collaboration Revenue 

We earn collaboration revenue in connection with collaboration agreements to develop and commercialize 
product candidates and utilize our technology platforms. We currently have collaboration agreements with sanofi
aventis and Bayer HealthCare. The terms of collaboration agreements typically include non-refundable up-front 
licensing payments, research progress (milestone) payments, and payments for development activities. Non-refundable 
up-front license payments, where continuing involvement is required of us, are deferred and recognized over the 
related perfonnance period. We estimate our performance period based on the specific terms of each agreement, 
and adjust the performance periods, if appropriate, based on the applicable facts and circumstances. Payments which 
are based on achieving a specific substantive performance milestone, involving a degree of risk, are recognized as 
revenue when the milestone is achieved and the related payment is due and non-refundable, provided there is no 
future service obligation associated with that milestone. Substantive performance milestones typically consist of 
significant achievements in the development life-cycle of the related product candidate, such as completion of clinical 
trials, filing for approval with regulatory agencies, and approvals by regulatory agencies. In determining whether a 
payment is deemed to be a substantive performance milestone, we take into consideration (i) the nature, timing, and 
value of significant achievements in the development life-cycle of the related development product candidate, (ii) the 
relative level of effort required to achieve the milestone, and (iii) the relative level of risk in achieving the milestone, 
taking into account the high degree of uncertainty in successfully advancing product candidates in a drug development 
program and in ultimately attaining an approved drug product. Payments for achieving milestones which are not 
considered substantive are accounted for as license payments and recognized over the related performance period. 

We enter into collaboration agreements that include varying arrangements regarding which parties perform and 
bear the costs of research and development activities. We may share the costs of research and development activities 
with our collaborator, such as in our VEGF Trap-Eye collaboration with Bayer HealthCare, or we may be reimbursed 
for all or a significant portion of the costs of our research and development activities, such as in our aflibercept and 
antibody collaborations with sanofi-aventis. We record our internal and third-party development costs associated 
with these collaborations as research and development expenses. When we are entitled to reimbursement of all or a 
portion of the research and development expenses that we incur under a collaboration, we record those reimbursable 
amounts as collaboration revenue proportionately as we recognize our expenses. lfthe collaboration is a cost-sharing 
arrangement in which both we and our collaborator perform development work and share costs, in periods when 
our collaborator incurs development expenses that benefit the collaboration and Regeneron, we also recognize, as 
additional research and development expense, the portion of the collaborator's development expenses that we are 
obligated to reimburse. 

In connection with non-refundable licensing payments, our performance period estimates are principally 
based on projections of the scope, progress, and results of our research and development activities. Due to the 
variability in the scope of activities and length of time necessary to develop a drug product, changes to development 
plans as programs progress, and uncertainty in the ultimate requirements to obtain governmental approval for 
commercialization, revisions to performance period estimates are likely to occur periodically, and could result in 
material changes to the amount of revenue recognized each year in the future. In addition, our estimated performance 
periods may change if development programs encounter delays or we and our collaborators decide to expand or 
contract our clinical plans for a drug candidate in various disease indications. Also, if a collaborator terminates an 
agreement in accordance with the terms of the agreement, we would recognize any unamortized remainder of an 
up-front or previously deferred payment at the time of the termination. 

Product Revenue 

Revenue from product sales is recognized when persuasive evidence of an arrangement exists, title to product 
and associated risk ofloss has passed to the customer, the price is fixed or determinable, collection from the customer 
is reasonably assured, and we have no further performance obligations. Revenue and deferred revenue from product 
sales are recorded net of applicable provisions for prompt pay discounts, product returns, estimated rebates payable 
under governmental programs (including Medicaid), distributor fees, and other sales-related deductions. We review 
our estimates of rebates payable each period and record any necessary adjustments in the current period's net 
product sales. 
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Clinical Trial Expenses 

Clinical trial costs are a significant component of research and development expenses and include costs 
associated with third-party contractors. We outsource a substantial portion of our clinical trial activities, utilizing 
external entities such as CROs, independent clinical investigators, and other third-party service providers to assist 
us with the execution of our clinical studies. For each clinical trial that we conduct, certain clinical trial costs are 
expensed immediately, while others are expensed over time based on the expected total number of patients in the 
trial, the rate at which patients enter the trial, and the period over which clinical investigators or contract research 
organizations are expected to provide services. 

Clinical activities which relate principally to clinical sites and other administrative functions to manage our 
clinical trials are performed primarily by CROs. CROs typically perform most of the start-up activities for our 
trials, including document preparation, site identification, screening and preparation, pre-study visits, training, and 
program management. On a budgeted basis, these start-up costs are typically 10% to 20% of the total contract value. 
On an actual basis, this percentage range can be significantly wider, as many of our contracts with CROs are either 
expanded or reduced in scope compared to the original budget, while start-up costs for the particular trial may not 
change materially. These start-up costs usually occur within a few months after the contract has been executed and 
are event driven in nature. The remaining activities and related costs, such as patient monitoring and administration, 
generally occur ratably throughout the life of the individual contract or study. In the event of early termination of a 
clinical trial, we accrue and recognize expenses in an amount based on our estimate of the remaining non-cancelable 
obligations associated with the winding down of the clinical trial and/or penalties. 

For clinical study sites, where payments are made periodically on a per-patient basis to the institutions performing 
the clinical study, we accrue expense on an estimated cost-per-patient basis, based on subject enrollment and activity 
in each quarter. The amount of clinical study expense recognized in a quarter may vary from period to period based 
on the duration and progress of the study, the activities to be performed by the sites each quarter, the required level of 
patient enrollment, the rate at which patients actually enroll in and drop-out of the clinical study, and the number of 
sites involved in the study. Clinical trials that bear the greatest risk of change in estimates are typically those that have 
a significant number of sites, require a large number of patients, have complex patient screening requirements, and 
span multiple years. During the course of a trial, we adjust our rate of clinical expense recognition if actual results 
differ from our estimates. Our estimates and assumptions for clinical expense recognition could differ significantly 
from our actual results, which could cause material increases or decreases in research and development expenses 
in future periods when the actual results become known. No material adjustments to our past clinical trial accrual 
estimates were made during the years ended December 31, 2010, 2009, or 2008. 

Stock-based Employee Compensation 

We recognize stock-based compensation expense for grants of stock option awards and restricted stock to 
employees and non-employee members of our board of directors under our long-term incentive plans based on the 
grant-date fair value of those awards. The grant-date fair value of an award is generally recognized as compensation 
expense over the award's requisite service period. 

We use the Black-Scholes model to compute the estimated fair value of stock option awards. Using this model, 
fair value is calculated based on assumptions with respect to (i) expected volatility of our Common Stock price, 
(ii) the periods of time over which employees and members of our board of directors are expected to hold their options 
prior to exercise (expected lives), (iii) expected dividend yield on our Common Stock, and (iv) risk-free interest rates, 
which are based on quoted U.S. Treasury rates for securities with maturities approximating the options' expected 
lives. Expected volatility has been estimated based on actual movements in our stock price over the most recent 
historical periods equivalent to the options' expected lives. Expected lives are principally based on our historical 
exercise experience with previously issued employee and board of directors option grants. The expected dividend 
yield is zero as we have never paid dividends and do not currently anticipate paying any in the foreseeable future. 
Stock-based compensation expense also includes an estimate, which is made at the time of grant, of the number 
of awards that are expected to be forfeited. This estimate is revised, if necessary, in subsequent periods if actual 
forfeitures differ from those estimates. 
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The assumptions used in computing the fair value of option awards reflect our best estimates but involve 
uncertainties related to market and other conditions, many of which are outside of our control. Changes in any 
of these assumptions may materially affect the fair value of stock options granted and the amount of stock-based 
compensation recognized in future periods. 

In addition, we have granted performance-based stock option awards which vest based upon the optionee 
satisfying certain performance and service conditions as defined in the agreements. Potential compensation cost, 
measured on the grant date, related to these performance options will be recognized only if, and when, we estimate 
that these options will vest, which is based on whether we consider the options' performance conditions to be probable 
of attainment. Our estimates of the number of performance-based options that will vest will be revised, if necessary, 
in subsequent periods. Changes in these estimates may materially affect the amount of stock-based compensation 
that we recognize in future periods related to performance-based options. 

Marketable Securities 

We have invested our excess cash primarily in direct obligations of the U.S. government and its agencies, 
other debt securities guaranteed by the U.S. government, and money market funds that invest in U.S. Government 
securities. We consider our marketable securities to be "available-for-sale," as defined by authoritative guidance 
issued by the Financial Accounting Standards Board (FASB). These assets are carried at fair value and the unrealized 
gains and losses are included in other accumulated comprehensive income (loss) as a separate component of 
stockholders' equity. If the decline in the value of a marketable security in our investment portfolio is deemed to be 
other-than-temporary, we write down the security to its current fair value and recognize a loss that may be charged 
against income. 

On a quarterly basis, we review our portfolio of marketable securities, using both quantitative and qualitative 
factors, to determine if declines in fair value below cost are other-than-temporary. Such factors include the length of 
time and the extent to which market value has been less than cost, financial condition and near-term prospects of the 
issuer, recommendations of investment advisors, and forecasts of economic, market, or industry trends. With respect 
to debt securities, this review process also includes an evaluation of our intent to sell an individual debt security or our 
need to sell the debt security before its anticipated recovery or maturity. With respect to equity securities, this review 
process includes an evaluation of our ability and intent to hold the securities until their full value can be recovered. 
This review is subjective and requires a high degree of judgment. For example, as a result of our quarterly reviews 
of our marketable securities portfolio, during 2010, 2009, and 2008 we recorded charges for other-than-temporary 
impairment of our marketable securities totaling $0.1 million, $0.1 million, and $2.5 million, respectively. 

Depreciation of Property, Plant, and Equipment 

Property, plant, and equipment are stated at cost, net of accumulated depreciation. Depreciation is provided 
on a straight-line basis over the estimated useful lives of the assets. In some situations, the life of the asset may 
be extended or shortened if circumstances arise that would lead us to believe that the estimated life of the asset 
has changed. The life of leasehold improvements may change based on the extension of lease contracts with our 
landlords. Changes in the estimated lives of assets will result in an increase or decrease in the amount of depreciation 
recognized in future periods. For example, effective in the first quarter of 2010, the estimated useful lives of certain 
capitalized laboratory and other equipment, which is a component of property, plant, and equipment, were extended. 
The effect of this change in estimate was to lower depreciation expense by $4.0 million and to lower our net loss per 
share by $0.05 for the year ended December 31, 2010. 
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Results of Operations 

Years Ended December 31. 2010 and 2009 

NetLmts 

Regeneron reported a net loss of $104.5 million, or $1.26 per share (basic and diluted), for the year ended 
December 31, 2010, compared to a net loss of $67.8 million, or $0.85 per share (basic and diluted) for 2009. The 
increase in our net loss in 2010 was principally due to higher research and development expenses, partly offset by 
higher collaboration revenue in connection with our antibody collaboration with sanofi-aventis. 

Revenues 

Revenues in 2010 and 2009 consist of the following: 

(In millions) 2010 2009 

Collaboration revenue ........................ . 
Sanofi-aventis .......................... . $311.3 $247.2 
Bayer HealthCare ........................ . 75.4 67.3 --- ---

Total collaboration revenue ............. . 386.7 314.5 
Technology licensing revenue ................. . 40.2 40.0 
Net product sales ............................ . 25.3 18.4 
Contract research and other revenue ............ . 6.9 6.4 --- ---

Total revenue ........................ . $459.1 $379.3 

Sanofi-aventis Collaboration Revenue 

The collaborationrevenue we earned from sanofi-aventis, as detailed below, consisted primarily ofreimbursement 
for research and development expenses and recognition of revenue related to non-refundable up-front payments of 
$105.0 million related to the aflibercept collaboration and $85.0 million related to the antibody collaboration. 

Sanofi-aventis Collaboration Revenue 

(In millions) 

Aflibercept: 
Regeneron expense reimbursement ............................................ . 
Recognition of deferred revenue related to up-front payments ....................... . 

Total aflibercept ........................................................ . 
Antibody: 

Regeneron expense reimbursement ............................................ . 
Recognition of deferred revenue related to up-front and other payments ............... . 
Recognition of revenue related to VelociGene® agreement .......................... . 

Total antibody .......................................................... . 
Total sanofi-aventis collaboration revenue .......................................... . 

Years ended 
December 31, 

2010 2009 

$ 16.5 $ 26.6 
9.9 9.9 

26.4 36.5 

276.0 198.l 
7.3 9.9 
1.6 2.7 

284.9 210.7 --- ---
$311.3 $247.2 

Sanofi-aventis' reimbursement of our aflibercept expenses decreased in 2010 compared to 2009, primarily 
due to lower costs related to internal research activities and manufacturing aflibercept clinical supplies. As of 
December 31, 2010, $32.6 million of the original $105.0 million of up-front payments related to afiibercept was 
deferred and will be recognized as revenue in future periods. 

In 2010, sanofi-aventis' reimbursement of our antibody expenses consisted of$137.7 million under the discovery 
agreement and $138.3 million of development costs under the license agreement, compared to $99.8 million and 
$98.3 million, respectively, in 2009. The higher reimbursement amounts in 2010 compared to 2009 were due to 
an increase in our research activities conducted under the discovery agreement and increases in our development 
activities for antibody candidates under the license agreement. 
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Recognition of deferred revenue related to sanofi-aventis' $85.0 million up-front payment decreased in 2010 
compared to 2009 due to the November 2009 amendments to expand and extend the companies' antibody collaboration. 
In connection with the November 2009 amendment of the discovery agreement, sanofi-aventis is funding up to 
$30 million of agreed-upon costs incurred by us to expand our manufacturing capacity at our Rensselaer, New York 
facilities, of which $23.4 million was received or receivable from sanofi-aventis as of December 31, 2010. Revenue 
related to these payments for such funding from sanofi-aventis is deferred and recognized as collaboration revenue 
prospectively over the related performance period in conjunction with the recognition of the original $85.0 million 
up-front payment. As of December 31, 2010, $79.8 million of the sanofi-aventis payments was deferred and will be 
recognized as revenue in future periods. 

In August 2008, we entered into a separate VelociGene® agreement with sanofi-aventis. In 2010 and 2009, we 
recognized $1.6 million and $2.7 million, respectively, in revenue related to this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earned from Bayer HealthCare, as detailed below, consisted of cost sharing of 
Regeneron VEGF Trap-Eye development expenses, substantive performance milestone payments, and recognition 
of revenue related to a non-refundable $75.0 million up-front payment received in October 2006 and a $20.0 
million milestone payment received in August 2007 (which, for the purpose of revenue recognition, was not 
considered substantive). 

Bayer HealthCare Collaboration Revenue 

(In millions) 

Cost-sharing ofRegeneron VEGF Trap-Eye development expenses ..................... . 
Substantive performance milestone payments ....................................... . 
Recognition of deferred revenue related to up-front and other milestone payments .......... . 

Total Bayer HealthCare collaboration revenue .................................... . 

Years ended 
December 31, 

2010 2009 -- --
$45.5 $37.4 

20.0 
9.9 

$75.4 

20.0 
9.9 

$67.3 

Cost-sharing of our VEGF Trap-Eye development expenses with Bayer HealthCare increased in 2010 compared 
to 2009 due to higher internal development activities and higher clinical development costs in connection with 
our Phase 3 COPERNICUS trial in CRVO. In the fourth quarter of 2010, we earned two $10.0 million substantive 
milestone payments from Bayer HealthCare for achieving positive 52-week results in the VIEW 1 study and positive 
6-month results in the COPERNICUS study. In July 2009, we earned a $20.0 million substantive performance 
milestone payment from Bayer HealthCare in connection with the dosing of the first patient in the COPERNICUS 
study. In connection with the recognition of deferred revenue related to the $75.0 million up-front payment and $20.0 
million milestone payment received in August 2007, as of December 31, 2010, $47.0 million of these payments was 
deferred and will be recognized as revenue in future periods. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreements with AstraZeneca and Astellas, each of the $20.0 million 
annual, non-refundable payments were deferred upon receipt and recognized as revenue ratably over approximately the 
ensuing year of each agreement. In both 2010 and 2009, we recognized $40.0 million of technology licensing revenue 
related to these agreements. In addition, in connection with the amendment and extension of our license agreement with 
Astellas, in August 2010, we received a $165.0 million up-front payment, which was deferred upon receipt and will be 
recognized as revenue ratably over a seven-year period beginning in mid-2011. As of December 31, 2010, $176.6 million 
of these technology licensing payments was deferred and will be recognized as revenue in future periods. 

Net Product Sales 

In 2010 and 2009, we recognized as revenue $25.3 million and $18.4 million, respectively, of ARCALYST® net 
product sales for which both the right of return no longer existed and rebates could be reasonably estimated. The 
Company had limited historical return experience for ARCALYST® beginning with initial sales in 2008 through the 
end of 2009; therefore, ARCALYST® net product sales were deferred until the right of return no longer existed and 
rebates could be reasonably estimated. Effective in the first quarter of 2010, the Company determined that it had 
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accumulated sufficient historical data to reasonably estimate both product returns and rebates of ARCALYST®. As 
a result, $4.8 million of previously deferred ARCALYST® net product sales were recognized as revenue in the first 
quarter of 2010. The effect of this change in estimate related to ARCALYST® net product sales revenue was to lower 
our net loss per share by $0.06 in 2010. At December 31, 2010, there was no deferred revenue related to ARCALYST® 
net product sales. 

Contract Research and Other Revenue 

Contract research and other revenue in 2010 and 2009 included $4.6 million and $5.5 million, respectively, 
recognized in connection with our five-year grant from the NIH, which we were awarded in September 2006 as part 
of the NIH's Knockout Mouse Project. 

Expense.~ 

Total operating expenses increased to $556.5 million in 2010 from $453.4 million in 2009. Our average headcount 
in 2010 increased to 1,249 from 980 in 2009 principally as a result of our expanding research and development 
activities, which were primarily attributable to our antibody collaboration with sanofi-aventis. 

Operating expenses in 2010 and 2009 included a total of $39.9 million and $31.3 million, respectively, of non
cash compensation expense related to employee stock option and restricted stock awards (Non-cash Compensation 
Expense), as detailed below: 

Expenses 

(In millions) 

Research and development .......................... . 
Selling, general, and administrative ................... . 
Cost of goods sold . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . 

Total operating expenses . . . . . . . . . . . . . . . . . . . . . . . .. . 

Expenses 

(In millions) 

Research and development ......................... . 
Selling, general, and administrative .................. . 
Cost of goods sold . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. 

Total operating expenses . . . . . . . . . . . . . . . . . . . . . . . .. 

For the year ended December 31, 2010 

Expenses before 
inelusion of Non-cash 

Compensation 
Expense 

$466.9 
47.6 

2.1 
$516.6 

Non-cash 
Compensation 

Expense 

$22.3 
17.6 

Expenses as 
Reported 

$489.2 
65.2 
2.1 

$556.5 

For the year ended December 31, 2009 
Expenses before 

inclusion of Non-cash 
Compensation 

Expense 

$380.0 
40.4 

1.7 
$422.l 

Non-cash 
Compensation 

Expense 

$ 18.8 
12.5 

$ 31.3 

Expenses as 
Reported 

$398.8 
52.9 

1.7 
$453.4 

The increase in total Non-cash Compensation Expense in 2010 was primarily attributable to (i) the recognition 
of higher expense in 2010 in connection with performance-based stock options that we estimate will vest, (ii) the 
increase in stock option awards in 2010, due in part to the increase in headcount, and (iii) the higher fair market 
value of our Common Stock on the date of our annual employee option grants made in December 2009 compared to 
December 2008. 
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Research and Development Expenses 

Research and development expenses increased to $489.2 million in 2010 from $398.8 million in 2009. The 
following table summarizes the major categories of our research and development expenses in 2010 and 2009: 

Research and Development Expenses 

(In millions) 

Payroll and benefits(1l .............................................. . 

Clinical trial expenses ............................................. . 
Clinical manufacturing costs<2J •••••••••••••••••••••••••••••••••••••••• 

Research and other development costs ................................. . 
Occupancy and other operating costs .................................. . 
Cost-sharing of Bayer HealthCare VEGF Trap-Eye development expenses<3l .. . 

Total research and development expenses ........................... . 

Year Ended 
December 31, 

2010 2009 

$131.7 $ 99.9 
106.9 111.6 
95.6 66.7 
53.8 42.3 
52.3 40.6 
48.9 37.7 --- ---

$489.2 $398.8 

Increase 
(Decrease) 

$31.8 
(4.7) 
28.9 
11.5 
11.7 
11.2 --

$ 90.4 

<1J Includes $19.3 million and $16.2 million of Non-cash Compensation Expense in 2010 and 2009, respectively. 

(
2l Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical 

trials, including related payroll and benefits, Non-cash Compensation Expense, manufacturing materials and 
supplies, depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $3.0 million and 
$2.6 million of Non-cash Compensation Expense in 2010 and 2009, respectively. 

<3l Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs VEGF Trap
Eye development expenses, we also recognize, as additional research and development expense, the portion 
of Bayer HealthCare's VEGF Trap-Eye development expenses that we are obligated to reimburse. Bayer 
HealthCare provides us with estimated VEGF Trap-Eye development expenses for the most recent fiscal 
quarter. Bayer HealthCare's estimate is reconciled to its actual expenses for such quarter in the subsequent 
fiscal quarter and our portion of its VEGF Trap-Eye development expenses that we are obligated to reimburse 
is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. 
Clinical trial expenses decreased due primarily to lower costs related to our Phase 3 clinical development program 
for ARCALYST® in gout, partly offset by higher costs related to our clinical development programs for VEGF Trap
Eye, principally in connection with our COPERNICUS trial in CRVO. Clinical manufacturing costs increased due to 
higher facility-related costs in connection with the expansion of our manufacturing capacity at our Rensselaer facility 
and higher costs related to manufacturing clinical supplies of monoclonal antibodies, partly offset by lower costs 
related to manufacturing aflibercept clinical supplies. Research and other development costs increased primarily due 
to higher costs associated with our antibody programs. Occupancy and other operating costs increased principally 
in connection with our higher headcount, expanded research and development activities, and new and expanded 
leased laboratory and office facilities in Tarrytown, New York. Cost-sharing of Bayer HealthCare's VEGF Trap-Eye 
development expenses increased primarily due to higher costs in connection with the VIEW 2 trial in wet AMD 
which is being conducted by Bayer HealthCare. 
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We prepare estimates of research and development costs for projects in clinical development, which include direct 
costs and allocations of certain costs such as indirect labor, Non-cash Compensation Expense, and manufacturing 
and other costs related to activities that benefit multiple projects, and, under our collaboration with Bayer HealthCare, 
the portion of Bayer HealthCare's VEGF Trap-Eye development expenses that we are obligated to reimburse. Our 
estimates of research and development costs for clinical development programs are shown below: 

Project Costs 
(in millions) 

ARCALYST® ............................................ . 
VEGF Trap-Eye .......................................... . 
Aflibercept ............................................. . 
REGN88 ................................................ . 
REGN727 ............................................... . 
Other antibody candidates in clinical development .............. . 
Other research programs & unallocated costs .................. . 

Total research and development expenses ................... . 

Year ended 
December 31, 

2010 2009 

$ 56.8 $ 67.7 
138.5 109.8 

13.5 23.3 
25.0 36.9 
36.0 21.1 
65.5 53.3 

153.9 86.7 --- ---
$489.2 $398.8 

Increase 
(Decrease) 

$(10.9) 
28.7 
(9.8) 

(11.9) 
14.9 
12.2 
67.2 --

$ 90.4 

Drug development and approval in the United States is a multi-step process regulated by the FDA. The 
process begins with discovery and preclinical evaluation, leading up to the submission of an IND to the FDA which, 
if successful, allows the opportunity for study in humans, or clinical study, of the potential new drug. Clinical 
development typically involves three phases of study: Phases 1, 2, and 3. The most significant costs in clinical 
development are in Phase 3 clinical trials, as they tend to be the longest and largest studies in the drug development 
process. Following successful completion of Phase 3 clinical trials for a biological product, a BLA must be submitted 
to, and accepted by, the FDA, and the FDA must approve the BLA prior to commercialization of the drug. It is not 
uncommon for the FDA to request additional data following its review of a BLA, which can significantly increase the 
drug development timeline and expenses. We may elect either on our own, or at the request of the FDA, to conduct 
further studies that are referred to as Phase 3B and 4 studies. Phase 3B studies are initiated and either completed 
or substantially completed while the ELA is under FDA review. These studies are conducted under an IND. Phase 
4 studies, also referred to as post-marketing studies, are studies that are initiated and conducted after the FDA has 
approved a product for marketing. In addition, as discovery research, preclinical development, and clinical programs 
progress, opportunities to expand development of drug candidates into new disease indications can emerge. We may 
elect to add such new disease indications to our development efforts (,vith the approval of our collaborator for joint 
development programs), thereby extending the period in which we will be developing a product. For example, we, 
and our collaborators where applicable, continue to explore further development of ARCALYST®, afiibercept, and 
VEGF Trap-Eye in different disease indications. 

There are numerous uncertainties associated with drug development, including uncertainties related to safety 
and efficacy data from each phase of drug development, uncertainties related to the enrollment and performance of 
clinical trials, changes in regulatory requirements, changes in the competitive landscape affecting a product candidate, 
and other risks and uncertainties described in Item lA, "Risk Factors" under "Risks Related to ARCALYST® 
and the Development of Our Product Candidates," "Regulatory and Litigation Risks," and "Risks Related to 
Commercialization of Products." The lengthy process of seeking FDA approvals, and subsequent compliance with 
applicable statutes and regulations, require the expenditure of substantial resources. Any failure by us to obtain, or 
delay in obtaining, regulatory approvals could materially adversely affect our business. 

For these reasons and due to the variability in the costs necessary to develop a pharmaceutical product and the 
uncertainties related to future indications to be studied, the estimated cost and scope of the projects, and our ultimate 
ability to obtain governmental approval for commercialization, accurate and meaningful estimates of the total cost 
to bring our product candidates to market are not available. Similarly, we are currently unable to reasonably estimate 
if our product candidates will generate material product revenues and net cash inflows. In 2008, we received FDA 
approval for ARCALYST® for the treatment of CAPS, a group of rare, inherited auto-inflammatory diseases that 
affect a very small group of people. We currently do not expect to generate material product revenues and net cash 
inflows from the sale of ARCALYST® for the treatment of CAPS. 
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Selling, General, and Administrative Expenses 

Selling, general, and administrative expenses increased to $65.2 million in 2010 from $52.9 million in 2009 
due primarily to increases in compensation expense and recruitment costs, principally in connection with higher 
headcount in 2010, and an increase in Non-cash Compensation Expense for the reasons described above. 

Cost of Goods Sold 

Cost of goods sold in 2010 and 2009 was $2.1 million and $1.7 million, respectively, and consisted primarily 
of royalties and other period costs related to ARCALYST® commercial supplies. To date, ARCALYST® shipments 
to our customers have primarily consisted of supplies of inventory manufactured and expensed as research and 
development costs prior to FDA approval in 2008; therefore, the costs of these supplies were not included in costs of 
goods sold. 

Other Income and Expe11se 

Investment income decreased to $2.l million in 2010 from $4.5 million in 2009, due primarily to lower yields 
on, and lower average balances of, cash and marketable securities. 

Interest expense increased to $9.1 million in 2010 from $2.3 million in 2009. Interest expense is primarily 
attributable to the imputed interest portion of payments to our landlord, commencing in the third quarter of 2009, to 
lease newly constructed laboratory and office facilities in Tarrytown, New York. 

Income Tax Expe11se (Benefit) 

In 2010, we did not recognize any income tax expense or benefit. In 2009, we recognized a $4.1 million income 
tax benefit, consisting primarily of (i) $2.7 million resulting from a provision in the Worker, Homeownership, and 
Business Assistance Act of2009 that allowed us to claim a refund of U.S. federal alternative minimum tax that we 
paid in 2008, and (ii) $0.7 million resulting from a provision in the American Recovery and Reinvestment Act of 
2009 that allowed us to claim a refund for a portion of our unused pre-2006 research tax credits. 

Years Ended December 31, 2009 and 2008 

Net Loss 

Regeneron reported a net loss of $67.8 million, or $0.85 per share (basic and diluted), for the year ended 
December 31, 2009, compared to a net loss of $79.1 million, or $1.00 per share (basic and diluted) for 2008. The 
decrease in our net loss in 2009 was principally due to higher collaboration revenue in connection with our antibody 
collaboration with sanofi-aventis, receipt of a $20.0 million substantive performance milestone payment in connection 
with our VEGF Trap-Eye collaboration with Bayer HealthCare, and higher ARCALYST® sales, partly offset by 
higher research and development expenses, as detailed below. 

Revenues 

Revenues in 2009 and 2008 consist of the following: 

(In million,f) 2009 2008 

Collaboration revenue ........................ . 
Sanofi-aventis ........................... . $247.2 $154.0 
Bayer HealthCare ........................ . 67.3 31.2 

Total collaboration revenue ............. . 314.5 185.2 
Technology licensing revenue ................. . 40.0 40.0 
Net product sales ............................ . 18.4 6.3 
Contract research and other revenue ............ . 6.4 7.0 --- ---

Total revenue . . . . . . . . . . . . ............ . $379.3 $238.5 
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Sanofi-aventis Collaboration Revenue 

The collaboration revenue we earned from sanofi-aventis, as detailed below, consisted primarily of reimbursement 
for research and development expenses and recognition of revenue related to non-refundable up-front payments of 
$105.0 million related to the aflibercept collaboration and $85.0 million related to the antibody collaboration. 

Sanofi-aventis Collaboration Revenue 
(In millions) 

Aflibercept: 
Regeneron expense reimbursement ............................................ . 
Recognition of deferred revenue related to up-front payments ....................... . 

Total aflibercept . . . . . . . . . . . . . . . . . . . . . . . . . . . ............................. . 
Antibody: 

Regeneron expense reimbursement ............................................ . 
Recognition of deferred revenue related to up-front payment ....................... . 
Recognition of revenue related to VelociGene® agreement .......................... . 

Total antibody. . . . . . . . . . . . . . . . . . . . . . . . . . . . . ............................. . 
Total sanofi-aventis collaboration revenue . . . . . . . . . . . . ............................. . 

Years ended 
December 31, 

2009 2008 

$ 26.6 $ 35.6 
9.9 8.8 

36.5 44.4 

198.l 97.9 
9.9 10.5 
2.7 1.2 

210.7 109.6 --- ---
$247.2 $154.0 

Sanofi-aventis' reimbursement of our aflibercept expenses decreased in 2009 compared to 2008, primarily due 
to lower costs related to internal research activities and manufacturing aflibercept clinical supplies. Recognition of 
deferred revenue related to sanofi-aventis' up-front aflibercept payments increased in 2009 compared to 2008 due to 
shortening the estimated performance period over which this deferred revenue is being recognized, effective in the 
fourth quarter of 2008. As of December 31, 2009, $42.5 million of the original $105.0 million of up-front payments 
related to aflibercept was deferred and will be recognized as revenue in future periods. 

In 2009, sanofi-aventis' reimbursement of our antibody expenses consisted of$99.8 million under the discovery 
agreement and $98.3 million of development costs under the license agreement, compared to $72.2 million and $25.7 
million, respectively, in 2008. The higher reimbursement amounts in 2009 compared to 2008 were due to an increase 
in our research activities conducted under the discovery agreement and increases in our development activities for 
antibody candidates under the license agreement. Recognition of deferred revenue related to sanofi-aventis' $85.0 
million up-front payment decreased in 2009 compared to 2008 due to the November 2009 amendments to expand and 
extend the companies' antibody collaboration. As of December 31, 2009, $63.7 million of the original $85.0 million 
up-front payment was deferred and will be recognized as revenue in future periods. 

In August 2008, we entered into a separate VelociGene® agreement with sanofi-aventis. In 2009 and 2008, we 
recognized $2.7 million and $1.2 million, respectively, in revenue related to this agreement. 

Bayer HealthCare Collaboration Revenue 

The collaboration revenue we earned from Bayer HealthCare, as detailed below, consisted of cost sharing of 
Regeneron VEGF Trap-Eye development expenses and recognition of revenue related to a non-refundable $75.0 
million up-front payment received in October 2006 and a $20.0 million milestone payment received in August 2007 
(which, for the purpose of revenue recognition, was not considered substantive). 

Bayer HealthCare Collaboration Revenue 
(In millions) 

Cost-sharing ofRegeneron VEGF Trap-Eye development expenses ....................... . 
Substantive performance milestone payment . . . . . . . . . . ............................... . 
Recognition of deferred revenue related to up-front and other milestone payments ........... . 

Total Bayer HealthCare collaboration revenue ..................................... . 
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Cost-sharing of our VEGF Trap-Eye development expenses with Bayer HealthCare increased in 2009 compared 
to 2008. Under the terms of the collaboration, in 2009, all agreed-upon VEGF Trap-Eye development expenses 
incurred by Regeneron and Bayer HealthCare under a global development plan were shared equally. In 2008, the 
first $70.0 million of agreed-upon VEGF Trap-Eye development expenses were shared equally, and we were solely 
responsible for up to the next $30.0 million. During the fourth quarter of 2008, we were solely responsible for most 
of the collaboration's VEGF Trap-Eye development expenses, which reduced the amount of cost-sharing revenue 
we earned from Bayer HealthCare in 2008. In addition, cost-sharing revenue increased in 2009, compared to 2008, 
due to higher clinical development costs in connection with our VIEW 1 trial in wet AMD, Phase 2 DA VINCI trial 
in DME, and COPERNICUS trial in CRVO. In July 2009, we received a $20.0 million substantive performance 
milestone payment from Bayer HealthCare in connection with our COPERNICUS trial, which was recognized as 
collaboration revenue. Recognition of deferred revenue related to the up-front and August 2007 milestone payments 
from Bayer HealthCare decreased in 2009 from 2008 due to an extension of the estimated performance period over 
which this deferred revenue is being recognized, effective in the fourth quarter of 2008. As of December 31, 2009, 
$56.8 million of these up-front licensing and milestone payments was deferred and will be recognized as revenue in 
future periods. 

Technology Licensing Revenue 

In connection with our Veloclmmune® license agreements with AstraZeneca and Astellas, each of the $20.0 
million annual, non-refundable payments were deferred upon receipt and recognized as revenue ratably over 
approximately the ensuing year of each agreement. In both 2009 and 2008, we recognized $40.0 million of technology 
licensing revenue related to these agreements. 

Net Product Sales 

In 2009 and 2008, we recognized as revenue $18.4 million and $6.3 million, respectively, of ARCALYST® 
net product sales for which both the right of return no longer existed and rebates could be reasonably estimated. At 
December 31, 2009, deferred revenue related to ARCALYST® net product sales totaled $4.8 million. 

Contract Research and Other Revenue 

Contract research and other revenue in 2009 and 2008 included $5.5 million and $4.9 million, respectively, 
recognized in connection with our five-year grant from the NIH, which we were awarded in September 2006 as part 
of the NIH's Knockout Mouse Project. 

Expenses 

Total operating expenses increased to $453.4 million in 2009 from $324.7 million in 2008. Our average headcount 
in 2009 increased to 980 from 810 in 2008 principally as a result ofour expanding research and development activities, 
which were primarily attributable to our antibody collaboration with sanofi-aventis. 

Operating expenses in 2009 and 2008 included a total of$31.3 million and $32.5 million, respectively, ofNon
cash Compensation Expense, as detailed below: 

Expenses 
(In millions) 

Research and development .......................... . 
Selling, general, and administrative ................... . 
Cost of goods sold . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . 

Total operating expenses ......................... . 
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For the year ended December 31, 2009 
Expenses before 

inclusion of Non-cash 
Compensation 

Expense 

$380.0 
40.4 

1.7 
$422.1 

Non-cash 
Compensation 

Expense 

$18.8 
12.5 

$31.3 

Expenses as 
Reported 

$398.8 
52.9 

1.7 
453.4 
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For the year ended December 31, 2008 

Expenses 
(In millions) 

Research and development .......................... . 
Selling, general, and administrative . . . . . . . . . . . . . . . . . .. . 
Cost of goods sold . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. . 

Total operating expenses . . . . . . . . . . . . . . . . . . . . . . . .. . 

Expenses before 
inclusion of Non-cash 

Compensation 
Expense 

$255.9 
35.4 
0.9 

$292.2 

Non-cash 
Compensation 

Expense 

$19.0 
13.5 

Expenses as 
Reported 

$274.9 
48.9 

0.9 
$324.7 

The decrease in total Non-cash Compensation Expense in 2009 was primarily attributable to the lower fair 
market value of our Common Stock on the date of our annual employee option grants made in December 2008 as 
compared to the fair market value of annual employee option grants made in recent years prior to 2008. 

Research and Development Expenses 

Research and development expenses increased to $398.8 million in 2009 from $274.9 million in 2008. The 
following table summarizes the major categories of our research and development expenses in 2009 and 2008: 

Research and Development Expenses 
(In millions) 

Payroll and benefits<lJ ................................................ . 
Clinical trial expenses ............................................... . 
Clinical manufacturing costs<2l ........................................ . 

Research and other development costs . . . . . . . . . . . . . . . ................... . 
Occupancy and other operating costs ................................... . 
Cost-sharing of Bayer HealthCare VEGF Trap-Eye development expenses<3l .... . 

Total research and development ..................................... . 

Year Ended 
December 31, 

2009 2008 

$ 99.9 $ 81.7 
111.6 49.3 
66.7 53.8 
42.3 29.6 
40.6 30.5 
37.7 30.0 

$398.8 $274.9 

Increase 

$ 18.2 
62.3 
12.9 
12.7 
10.1 
7.7 

$123.9 

(ll Includes $16.2 million and $16.7 million ofNon-cash Compensation Expense in 2009 and 2008, respectively. 

<2J Represents the full cost of manufacturing drug for use in research, preclinical development, and clinical trials, 
including related payroll and benefits, Non-cash Compensation Expense, manufacturing materials and supplies, 
depreciation, and occupancy costs of our Rensselaer manufacturing facility. Includes $2.6 million and $2.3 
million of Non-cash Compensation Expense in 2009 and 2008, respectively. 

<3l Under our collaboration with Bayer HealthCare, in periods when Bayer HealthCare incurs VEGF Trap
Eye development expenses, we also recognize, as additional research and development expense, the portion 
of Bayer HealthCare's VEGF Trap-Eye development expenses that we are obligated to reimburse. Bayer 
HealthCare provides us with estimated VEGF Trap-Eye development expenses for the most recent fiscal 
quarter. Bayer HealthCare's estimate is reconciled to its actual expenses for such quarter in the subsequent 
fiscal quarter and our portion of its VEGF Trap-Eye development expenses that we are obligated to reimburse 
is adjusted accordingly. 

Payroll and benefits increased principally due to the increase in employee headcount, as described above. 
Clinical trial expenses increased due primarily to higher costs related to our clinical development programs for 
(i) VEGF Trap-Eye, including our VIEW 1 trial in wet AMD, DA VINCI trial in DME, and COPERNICUS trial 
in CRVO, (ii) ARCALYST®, related to our Phase 3 clinical development program in gout, and (iii) monoclonal 
antibody candidates, which are in earlier stage clinical development. Clinical manufacturing costs increased due to 
higher costs related to manufacturing clinical supplies of ARCALYST® and monoclonal antibodies, partly offset by 
lower costs related to manufacturing aflibercept clinical supplies. Research and other development costs increased 
primarily due to higher costs associated with our antibody programs. Occupancy and other operating costs increased 
principally in connection with our higher headcount, expanded research and development activities, and new and 
expanded leased laboratory and office facilities in Tarrytown, New York. Cost-sharing of Bayer HealthCare's VEGF 
Trap-Eye development expenses increased primarily due to higher costs in connection with the VIEW 2 trial in wet 
AMD and the GALILEO trial in CRVO, both of which are being conducted by Bayer HealthCare. 
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