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these generic applicants are able to compete for this contract for 2011, we would not expect the Brazilian government to purchase any of
our HIV products in 2011.

In addition, concerns over the cost and availability of Tamiflu related to a potential avian flu and H1N1 influenza pandemic have
generated international discussions over compulsory licensing of our Tamiflu patents. For example, the Canadian government may
allow Canadian manufacturers to manufacture and export the active mgredient in Tamiflu to eligible developing and least developed
countries under Canada’s Access to Medicines Regime. Furthermore, Roche has issued voluntary licenses to permit third-party
manufacturing of Tamiflu. For example, Roche has granted a sublicense to Shanghai Pharmaceutical (Group) Co., Ltd. for China and a
sublicense to India’s Hetero Drugs Limited for India and certain developing countries. Should one or more compulsory licenses be issued
permitting generic manufacturing to override our Tamiflu patents, or should Rocheissue additional voluntarylicenses to permit third-party
manufacturing of Tamiflu, those developments could reduce royalties we receive from Roche’s sales of Tamiflu. Certain countries do not
permit enforcementof our patents, and third-party manufacturers are able to sell generic versions of our products in those countries.
Compulsory licenses orsales of generic versions of our products could significantly reduce oursales and adversely affect our results of
operations, particularly if generic versions of our products are imported into territories where we have existing commercial sales.

 

Employees

Asof January 31, 2011, we had approximately 4,000 full-time employees. We believe we have goodrelations with our employccs.

Environment, Health and Safety

Weseek to comply with all applicable statutory and administrative requirements concerning environmental quality and worker health
and safety. We have made, and will continue to make, expenditures for environmental compliance and protection. Such expenditures have
not had, and are not expected to have, a material effect on our capital expenditures, results of operations or competitive position.

Weare voluntarily assessing our greenhouse gas emissions, and have begunto take action to reduce such emissions, for example
through establishing employee commuter programs and evaluating the energy efficiency of our buildings. Various laws and regulations
have been implemented or are under consideration to mitigate the effects of climate change caused by greenhouse gas emissions. For
example, the California Air Resources Boardis in the process of drafting regulations to meet state emissions targets. Based on current
information and subject to the finalization of the proposed regulations, we believe that our primary risk related to climate changeis the risk
of increased energy costs. However, becatse we are not an energy intensive business, we do notanticipate being subject to a cap and trade
system or any other mitigation measures that would likely be material to our capital expenditures, results of operations or competitive
position.

Weare also subject to other federal, state and local regulations regarding workplace safety and protection of the environment. We use
hazardous materials, chemicals, viruses and various radioactive compoundsin our R&Dactivities and cannot eliminate the risk of
accidental contamination or injury from these materials. Certain misuse or accidents involving these materials could lead to significant
litigation,fines and penalties.

Other Information

We are subject to the information requirements of the Exchange Act. Therefore, we file periodic reports, proxy statements and other
information with the SEC. Such reports, proxy statements and other information may be obtained by visiting the Public Reference Room
of the SEC at 100 F Street, NE, Washington, D.C. 20549 or by calling the SEC at 1-800-SEC-0330, by sending an electronic message to
the SEC at publicinfo@sec.govor by sending a fax to the SEC at 1-202-777-1027. In addition, the SEC maintains a website
(www.sec.gov) that contains reports, proxy and information statements, and other information regarding issuers that file electronically.
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The mailing address of our headquarters 1s 333 Lakeside Drive, Foster City, California 94404, and ourtelephone numberatthat
location is 650-574-3000. Our website 1s www.gilead.com. Through a link on the “Investors” section of our website (under “SEC Filings”
in the “Financial Information” section), we make available the following filings as soon as reasonably practicable after they are
electronically filed with or furnished to the SEC: our Annual Reports on Form 10-K; Quarterly Reports on Form 10-Q; Current Reports on
Form 8-K; and any amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Exchange Act. All suchfilings
are available free of charge upon request.

 

ITEM 1A. RISK FACTORS

In evaluating our business, you should carefully consider the following risks in addition to the other information in this Annual
Report on Form 10-K. A manifestationofanyofthe following risks could materially and adversely affect our business, results of
operations andfinancial condition. We note thesefactors for investors as permitted by the Private Securities Litigation Reform Act of
1995. It is not possible to predict or identify all suchfactors and, therefore, vou should not considerthefollowing risks to be a complete
statementofall the potential risks or uncertainties that weface.

A substantial portion of our revenuesis derived from sales of our HIV products, particularly Atripla and Truvada. If we are
unable to maintain or continue increasing sales of these products, our results of operations may be adverselyaffected.

We are currently dependent onsales of our products for the treatment of HIV infection, particularly Atripla and Truvada, to support
our existing operations. Our HIV products contain tenofovir disoproxil fumarate and/or emtricitabine, which belongto the nucleoside class
of antiviral therapeutics. Were the treatment paradigm for HIV to change, causing nucleoside-based therapeutics to fall out of favor, orif
we were unable to continue increasing our HIV productsales, our results of operations wouldlikely suffer and we would likely need to
scale back our operations, including our spending on research and development (R&D)efforts. For the year ended December31, 2010,
Atripla and Truvada productsales together were $5.58 billion, or 70% of ourtotal revenues. We maynot beable to sustain the growth rate
of sales of our HIV products, especially Atripla and Truvada, for any number of reasons including, but not limitedto, the following:

. Asour HIV products are used over a longer period oftime 1n many patients and in combination with other products, and
additional studies are conducted, new issues with respect to safety, resistance and interactions with other drugs may arse, which
could cause us to provide additional warnings or contraindications on our labels, narrow our approved indicationsor halt sales
ofa product, each of which could reduce our revenues.

*—As our HIV products mature, private insurers and government retmbursers often reduce the amount they will reimburse patients
for these products, which increases pressure on usto reduceprices.

«—A large part of the market for our HIV products consists of patients who are already taking other HIV drugs. If we are not
successful m encouraging physicians to change paticnts’ regimens to include our HIV products, the sales of our HIV products
will be limited.

* As generic HIV products are introduced into major markets, ourability to maintain pricing and market share maybe affected.

If we fail to commercialize new products or expandthe indications for existing products, our prospects for future revenues may be
adversely affected.

If we do not introduce new products to market or mercase sales of our existing products, we will not be able to increase or maintain
our total revenues and continue to expand our R&D efforts. Drug developmentis inherently risky and many product candidates fail during
the drug developmentprocess. For example, in April 2010, we announced our decision to terminate our Phase 2b clinical trial of GS 9450
for the treatmentof chronic
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hepatitis C. In January 2011, we announced our decision to terminate our Phase 3 clinical trial of ambrisentan inpatients with idiopathic
pulmonary fibrosis. In addition, in January 2011, we received a “refuse to file” notification from the U.S. Food and Drug Administration
(FDA) regarding our new drug application (NDA)forthe single-tablet regimen of Truvada and Tibotec Pharmaceuticals’ investigational
TMC278for the treatment of HIV-1 infection in adults. The FDA requested additional information with respect to the Chemistry,
Manufacturing and Controls section of the NDA.In February 2011, we re-filed our new drug application, which included the requested
information, and are awaiting the FDA’s response as to whetherit is substantially complete to permit a substantive review. If the FDA
remains unsatisfied with the completeness of our application, our NDA may not be approved orourtimeline for obtaining regulatory
approval for the product, if granted, may be further delayed.

A portion of our pre-tax incomeis derived from royalty revenue recognized from sales of Tamiflu by Roche. If sales of Tamiflu
were to decrease, our pre-tax income will be disproportionately and adversely affected.

F, Hoffmann-La Roche Lid (together with Hoffmann-La Roche Inc., Roche) markets Tamiflu worldwide forthe treatment and
prevention of influenza under a royalty-paying collaborative agreement with us. We recognized $386.5 million in royalty revenue for the
year ended December 31, 2010 related to royalties received [rom sales of Tamiflu by Roche. Although such royally revenue represented
approximately 5% of our total revenues in 2010, it represented approximately 10% of our pre-tax income during the period. Roche’s
‘Tamiflu sales have unpredictable variability due to their strong relauionship with global pandemic planning efforts. Tamiflu royallies
increased sharply in 2009 andthefirst quarter of 2010 primarilyas a result of pandemic planning initiatives worldwide. Tamiflu royalties
declined sharply in the second quarter of 2010 due to the fulfillment of many of the existing pandemic orders from governments and
corporations. Based on Roche’s reported sales of Tamiflu for the three months ended December 31, 2010, we expect Tamiflu royalties to
be approximately $13.3 million in the first quarter of 2011. We recognize royalties on Tamiflu sales by Rochein the quarter following the
quarter in which Tamiflu 1s sold. As sales of Tamiflu decrease, our royalty revenues will decrease and our pre-tax income will decrease
disproportionately. Any such decrease could be material and could adversely impact our operating results.

Ourresults of operations will be adversely affected by current and potential future healthcare reforms.

Legislative and regulatory changes to governmentprescription drug procurement and reimbursement programsoccurrelatively
frequently in the United States and forcign jurisdictions. In March 2010, healthcare reform Icgislation was adopted in the United States. As
a result, we are required to further rebate or discount products reimbursed or paid for by various public payers, including Medicaid and
other entities eligible to purchase discounted products through the 340B Drug Pricing Program under the Public Health Service Act, such
as ADAPs. The discounts, rebates and fees in the legislation that impacted us include:

*—effective January 1, 2010, our minimumbase rebate amount owed to Medicaid on products reimbursed by Medicaid has been
increased by 8%, and the discounts or rebates we owe to ADAPsand other Public Health Service entities which reimburse or
purchase our products have also been increased by 8%;

 

. ctfective March 23, 2010, we are required to extend rebates to paticnts reccrving our products through Medicaid managed care
organizations;

. effective January 1, 2011, we are required to provide a 50% discount on products sold to patients while they are in the Medicare
Part D “donut hole;” and

 
* effective 2011, we, along with other pharmaceutical manufacturers of branded drug products, are required to pay a portion of a

new industry fee (also known as the pharmaccutical excise tax), calculated based on sclect governmentsales during the 2010
calendar year as a percentage of total industry governmentsales.

For 2011, excluding the impact of the new pharmaceutical excise tax, we estimate that the impact of healthcare reform on product
sales will be approximately 5-6% ofour U.S. net product sales.
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Manyofthe specific determinations necessary to mplement the healthcare reformlegislation have yet to be decided and
communicated by the federal government. For example, we do not know how many or howquicklypatients receiving our product under
the Medicare Part D programwill reach the “donut hole” or howdetails of the pharmaceutical excise tax will be calculated and reflected in
our financial results. Based on the information that we have to date, we estimate the 2011 impact of the pharmaceutical excise tax to be
between $30-50 million, which will be classified as selling, general and administrative (SG&A) expense. The excisetax 1s not tax
deductible. In calculating the anticipated financial impacts of healthcare reform described above, we made several estimates and
assumptions with respect to our expected payer mix and how the reforms will be implemented.

Further, even though not addressed in the healthcare reform legislation, discussions continue at the federal level on legislation that
would either allow or require the federal governmentto directly negotiate price concessions from pharmaceutical manufacturers or set
nmunimum requirements for Medicare Part D pricing.

In addition, state Medicaid programscould request additional supplemental rebates on our products as a result of the increase in the
federal base Medicaid rebate. Private insurers could also use the enactment of these increased rebates to exert pricing pressure on our
products, and to the extent that private insurers or managed care programs follow Medicaid coverage and payment developments, the
adverse effects may be magnified by private insurers adopting lower payment schedules.

Ourexisting products are subject to reimbursement from government agencies and other third parties. Pharmaceutical pricing
and reimbursement pressures may reduceprofitability.

Successful commercialization of our products depends, in part, on the availability of governmental and third-party payer
reimbursementfor the cost of such products and related treatments. Government health administration authorities, private health insurers
and other organizations generally provide rembursement. In the United States, the European Union and other significant or potentially
significant markets tor our products and product candidates, government authoritics and third-party paycrs are inercasingly attempting to
limit or regulate the price of medical products and services, particularly for newand innovative products and therapies, which has resulted
in lower average sclling prices. For example, a significant portion of our sales of the majority of our products are subject to significant
discounts from list price and rebate obligations. In addition, state ADAPs, which purchase a significant portion of our HIV products,rely
on federal, supplemental federal and state funding to help fund purchases of our products. If federal and state funds are not available in
amounts sufficient to support the numberofpatients that rely on ADAPs,as one state is currently experiencing, sales of our HIV products
could be negatively impacted which would reduce our revenues. Further, the increased emphasis on managed healthcare in the United
States and on country and regional pricing and reimbursement controls in the European Union will put additional pressure on product
pricing, reimbursement and usage, which may adversely affect our product sales and profitability. These pressures can arise from rules and
practices of managed care groups, judicial decisions and governmental laws and regulations relaled to Medicare, Medicaid and healthcare
reform, pharmaceutical reimbursementpolicies and pricing in general.

In Europe, the success of our commercialized products, and any othcr product candidates we may develop, will depend largely on
obtaining and maintaining government reimbursement, because in many European countriespatients are unlikely to use prescription drugs
that are not reimbursed by their governments. In addition, negotiating priccs with governmental authoritics can delay commercialization
by 12 months or more. Reimbursementpolicies may adversely affect our ability to sell our products on a profitable basis. In many
international markets, governments control the prices of prescription pharmaceuticals, including through the implementation of reference
pricing, price cuts, rebates, revenue-related taxes and profit control, and they expect prices of prescripuion pharmaceuticals to decline over
the life of the product or as volumesincrease.

 Recently, many countrics in the European Union have increased the amount of discounts required on our products, and these cfforts
could continue as countries attempt to manage healthcare expenditures, especially in light of the severe fiscal and debt crises experienced
by many countries in the European Union. For example, in 
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June 2010, Spain imposed an incremental discount on all branded drugs and in August 2010, Germany increased the rebate on prescription
pharmaceuticals. Other countries have recently imposed or could impose similar discounts on our products. As generic drugs come to
market, we may face price decreases for our products in some countries in the European Union.

Approximately 44% of our product sales occur outside the United States, and currency fluctuations and hedging expenses may
cause our earnings to fluctuate, which could adversely affect our stock price.

Becausea signiticant percentage of our product salcs are denominated in forcign currencies, primarily the Euro, we face exposure to
adverse movements in foreign currency exchange rates. When the U.S. dollar strengthens against these foreign currencies, the relative
valuc of sales made in the respective forcign currency decreases. Conversely, when the U.S. dollar weakens against these currencies, the
relative value of such sales increases. Overall, we are a net receiver of foreign currencies and, therefore, benefit from a weaker U.S. dollar
and are adverselyaffected by a stronger U.S. dollar relative to those foreign currencies in which wetransact significant amounts of
business.

We use foreign currency exchange forward and option contracts to hedge a percentage of our forecasted international sales, primarily
those denominated in the Euro. We also hedge certain monetary assets and liabilities denominated in foreign currencies, which reduces but
does not eliminate our exposure to currencyfluctuations between the date a transaction is recorded and the date that cash is collected or
paid. We cannot predict future fluctuations in the foreign currency exchangerate of the U.S. dollar. [f the U.S. dollar appreciates
significantly against certain currencies and our hedging program doesnotsufficiently offset the effects of such appreciation, our results of
operations will be adversely affected and our stock price may decline.

Additionally, the expenses that we recognize in relation to our hedging activities can also cause our earningsto fluctuate. ‘The level of
hedging expenses that we recognize in a particular period 1s impacted by the changesin interest rate spreads between the foreign
currencies that we hedge and the U.S. dollar.

Ourinability to accurately estimate demand for our products, as well as sales fluctuations as a result of inventorylevels held by
wholesalers, pharmacies and non-retail customers makeit difficult for us to accurately forecast sales and may cause our earnings
to fluctuate, which could adversely affect our financial results and our stock price.

In 2010, approximately 82% of our product sales in the United States were to three wholesalers, Cardinal Health, Inc., McKesson
Corp. and AmerisourceBergen Corp. The U.S. wholesalers with whom we have entered into inventory management agreements make
estimates to determine end user demand and maynot be completely effective in matching their inventory levels to actual end user demand.
As aresult, changes in inventory levels held by those wholesalers can cause our operating results to fluctuate unexpectedly if our sales to
these wholesalers do not match end user demand.In addition, inventory is held at retail pharmacies and other non-wholesale locations with
whom we have no inventory management agreements and no control over buying patterns. Adverse changes in economic conditions or
other factors may cause retail pharmacies to reduce their mventories of our products, which would reduce their orders from wholesalers
and, consequently, the wholesalers’ orders from us, even 1f end user demand has not changed. For example, during the second quarter of
2009, the wholesalers increased their inventory levels for Atripla and lruvada, while inventory levels for Viread decreased. In the third
quarter of 2009, the wholesalers drew down on their inventory such that inventory levels for Atripla and Truvadaat the end ofthe third
quarter of 2009 were more consistent with the levels held during the first quarter of 2009. As inventory in the distribution channel
fluctuates from quarter to quarter, we may continue to see fluctuations in our earnings and a mismatch between prescription demand for
our products and our revenucs.

Tn addition, the non-retail sector in the United States, which includes governmentinstitutions, including state ADAPs, correctional
facilities and large health maintenance organizations, tends to be even less consistent
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in terms of buying patterns and often causes quarter over quarter fluctuations that do not necessarily mirror patient demand. For example,
in the first quarter of 2010, non-retail purchases, driven by certain state ADAPs, were lower as a percentage of their federal ADAPfiscal
year purchases compared to the first quarters of 2008 and 2009. We believe this decrease was driven by higher purchasing patterns
observed during the last three quarters of 2009 as compared to the same period in 2008. The annual grant cycles for federal and state
ADAP funds may cause ADAPpurchasing patterns to not reflect patient demand, and we expect to continue to experience fluctuations in
the purchasing patterns of our non-retail customers which mayresult in fluctuations in our product sales, revenues and earnings in the
future.

In light of the global economic downturn and budget crises faced by many Europe countnes, we have observed variations in
purchasing patterns induced by cost containment measures in Europe. We believe these measures have caused some purchasers to reduce
inventory of our products in the distribution channels, and in some cases, even at the patient level, which has decreased our revenues and
caused fluctuations in our product sales and earnings. We may continueto see this trend in the future.

Weface significant competition.

We face significant competition from large pharmaceutical and biotechnology companies, most of whom have substantially greater
resources than we do. In addition, our competitors have more products and have operatedin thefields in which we compete for longer than
we have. Our HIV products compete primarily with products from the joint venture cstablished by GSK and Pfizer which markets tixed-
dose combination products that compete with Atripla and Truvada.

For example, lamivudine, marketed by this joint venture, is competitive with emtricitabine, the active pharmaceutical ingredient of
Emtriva and a component of both Atripla and ‘Iruvada. In May 2010, the compound patent covering Eprvir (lamivudine)itself expired in
the United States and we expect to see generic lamivudine in the United States in the near future. Generic lamivudine has been available in
Spain since March 2010. We expect that generic versions of lamrvudine will be launched in other countrics within the European Union as
early as thefirst quarter of 2011.

 For Hepsera and Viread for treatment of chronic hepatitis B, we compete primarily with products produced by GSK, BMS and
Novartis Pharmaceuticals Corporation (Novartis) in the United States, the Muropean Union and China. For AmBisome, we compete
primarily with products produced by Merck and Pfizer. In addition, we are aware of at least two lipid formulations that claim similarity to
AmBisome becoming available outside of the United States, including the possible entry of one such formulation in Greece. These
formulations may reduce market demand for AmBisome. Furthermore, the manufacture of lipid formulations of amphotericin B is very
complex and if any of these formulations are found to be unsafe, sales of AmBisome maybe negatively impacted by association. Letairis
competes directly with a product produced by Actelion Pharmaceuticals US,Inc. (Actelion) and indirectly with pulmonary arterial
hypertension products from United ‘Therapeutics Corporation and Pfizer. Ranexa competes predominantly with generic compounds from
three distinct classes of drugs, beta-blockers, calctum channel blockers and long-acting nitrates for the treatment of chronic angina in the
United States. Cayston competes with a product marketed by Novartis. l'amitlu competes with products sold by GSK and gencric
competitors.

In addition, a number of companies are pursuing the developmentof technologies which are competitive with our existing products
or research programs.‘hese competing companies include specialized pharmaceutical firms and large pharmaceutical companiesacting
either independently or together with other pharmaceutical companies. Furthermore, academicinstitutions, government agencies and other
public and private organizations conducting rescarch may scck patent protection and may establish collaborative arrangements for
competitive products or programs.
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If significant safety issues arise for our marketed products or our product candidates, our future sales maybe reduced, which
would adverselyaffect our results of operations.

The data supporting the marketing approvals for our products and forming the basis for the safety warningsin our product labels
were obtained in controlled clinical trials of limited duration and, in somecases, from post-approval use. As our products are used over
longer periods of time by manypatients with underlying health problems, taking numerous other medicines, we expect to continue to find
new issues such as safety, resistance or drug interaction issues, which may require us to provide additional warnings or contraindications
on our labels or narrow our approved indications, each of which could reduce the market acceptance of these products.

Our product Letairis, which was approved by the FDA in June 2007, 1s a memberofa class of compoundscalled endothelin receptor
antagonists (/RAs) which pose specific risks, including seriousrisks ofliver injury and birth defects. Because ofthese risks, [etairis 1s
available only through the Letairis Education and Access Program (LEAP), a restricted distribution program intended to help physicians
and patients learn about the risks associated with the product and assure appropriate use ofthe product. As the product 1s used by
additional patients, we may discover new risks associated with Letairis which may result in changes to the distribution program and
additional restrictions on the use of Letairis which may decrease demandfor the product.

If serious safety, resistance or drug interaction issues arise with our marketed products, sales of these products could be limited or
halted by us or by regulatory authorities and our results of operations would be adversely affected.

Ouroperations depend on compliance with complex FDA and comparable international regulations. Failure to obtain broad
approvals on a timely basis or to maintain compliance could delay or halt commercialization of our products.

The products we develop must be approved for marketing and sale by regulatory authontes and, once approved, are subjectto
extensive regulation by the FDA, the European Medicines Agency and comparable regulatory agencies in other countries. We are
continumg clinical trials for Atripla, Truvada, Viread, Hepsera, Emtriva, AmBisome, Letairis, Ranexa and Cayston for currently approved
and additional uses. We anticipate that we will file for marketing approval im additional countries and for additional indications and
products over the next several years. These products may fail to recetve such marketing approvals on a timely basis, orat all.

 

Further, our marketed products and how we manufacture and sell these products are subject to extensive regulation and review.
Discovery of previously unknown problems with our marketed products or problems with our manufacturing or promotional activities may
result in restrictions on our products, including withdrawal ofthe products fromthe market. If we fail to comply with applicable regulatory
requirements, we could be subject to penalties including fines, suspensions of regulatory approvals, productrecalls, seizure of products
and criminal prosecution. For example, on September 24, 2010, our San Dimas manufacturing facility recerved a Warning Letter from the
FDA.See the Risk Factor entitled “Manufacturing problems could delay product shipments and regulatory approvals, which may
adversely affect our results of operations.”

On September 27, 2007, President Bush signed into law the Food and Drug Administration Amendments Act of 2007, which
significantly expanded the FDA’s authority, including, amongother things,to: 

* require sponsors of marketed products to conduct post-approval clinical studies to assess a knownseriousrisk, signals of
serioustisk or to identify an unexpected seriousrisk;

s mandate labeling changes to products, at any point in a product’s lifecycle, based on new safety information; and

* require sponsors to implement a Risk Evaluation and Mitigation Strategy for a product which could include a medication guide,
patient package insert, a communicationplan to healthcare providers or
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other elements as the FDA deemsare necessary to assure safe use of the drug, which could include imposing certainrestrictions
on distribution or use of a product.

Failure to comply with these or other requirements, if imposed on a sponsor by the FDA, could result in significant civil monctary
penalties and our operating results may be adversely affected.

Theresults and anticipated timelines of our clinical trials are uncertain and may not support continued developmentof a product
pipeline, which would adverselyaffect our prospects for future revenue growth.

We are required to demonstrate the safety and efficacy of products that we develop for each intended use through extensive
preclinical studies and clinical trials. The results from preclinical and earlyclinical studies do not always accurately predict results in later,
large-scale clinicaltrials. ven successfully completed large-scale clinicaltrials may not result in marketable products. If any of our
product candidates fails to achieve its primary endpointin clinicaltrials, if safety issues arise or if the results from our clinical trials are
otherwise inadequate to support regulatory approval of our product candidates, commercialization ofthat product candidate could be
delayed or halted. For example, in April 2010, we announced our decision to terminate our Phase 2b clinical trial of GS 9450 for the
treatment of chronic hepatitis C. In addition, we may also face challengesin clinicaltrial protocol design. If the clinical tnals for any ofthe
product candidates in our pipeline are delayed or terminated, our prospects for future revenue growth would be adversely impacted. For
cxample, we face numerousrisks and uncertaintics with our product candidates, including clvitcgravir, our novel HIV integrase inhibitor
for the treatment of HIV infection; and the fixed-dose regimenof elvitegravir, cobicistat and Truvada for the treatment of HIV in
treatment-naive patients; cach currently in Phase 3 clinical trials that could prevent completion of development of these product
candidates. These risks include our ability to enroll patients in clinicaltrials, the possibility of unfavorable results of our clinical trials, the
need to modify or delay our clinical trials or to perform additionaltrials and the risk of failing to obtain FDA and other regulatory body
approvals. As a result, our product candidates may never be successfully commercialized. Further, we may makea strategic decision to
discontinue development of our product candidates if, for example, we believe commercialization will be difficult relative to other
opportunities in our pipeline. If these programs and others in our pipeline cannot be completed on a timely basis orat all, then our
prospects for future revenue growth may be adversely impacted. In addition, clinical trials involving our commercial products could raise
new safely issues for our existing products, which could in tur decrease our revenues and harm our business.

Dueto ourreliance on third-party contract research organizations to conduct ourclinical trials, we are unable to directly control
the timing, conduct, expense and quality of ourclinicaltrials.

We extensively outsource our clinical trial activities and usually perform only a small portion of the start-up activities in-house. We
rely on independent third-party contract research organizations (CROs) to perform most ofour clinical studies, including document
preparation, site identification, screening and preparation, pre-studyvisits, training, program management and bioanalytical analysis.
Many important aspects of the services performed for us by the CROsare outof our direct control. If there is any dispute or disruption in
our relationship with our CROs,our clinical trials may be delayed. Morcover, in our regulatory submissions, we rely on the quality and
validity of the clinical work performed by third-party CROs. If any of our CROs’ processes, methodologies or results were determined to
be invalid or inadequate, our own clinical data and results and related regulatory approvals could be adversely impacted.

We dependon relationships with other companies for sales and marketing performance and revenues. Failure to maintain these
relationships, poor performance by these companies or disputes with these companics could negatively impact our business.

We rely on a numberof significant collaborative relationships with major pharmaceutical companies for our sales and marketing
performancein certain territories. These include collaborations with 3MS for Atripla in the United States, [iurope and Canada; Roche for
Tamiflu worldwide; and GSK for ambrisentan in territories outside
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of the United States. In some countries, we rely on international distributors for sales of Truvada, Viread, Hepsera, Emtriva and
AmBisome. Someofthese relationships also involve the clinical developmentof these products by our partners. Reliance on collaborative
relationships poses a numberofrisks, including the risk that:

* we are unable to control the resources our corporate partners devote to our programsor products;

* disputes may arise with respect to the ownership of nghts to technology developed with our corporate partners;

. disagreements with our corporate partners could cause delays in, or termination of, the research, development or
commercialization of product candidatesor result in litigation or arbitration;

. contracts with our corporate partners may fail to provide significant protection or mayfail to be effectively enforced if one of
these partners fails to perform;

* our corporate partners have considerable discretion in electing whether to pursue the development of any additional products
and may pursue alternative technologies or products either on their ownor in collaboration with our competitors,

* our corporate partners with marketing nghts may choose to pursue competing technologies or to devote fewer resourcesto the
marketing of our products than they do to products of their own development; and

. our distributors and our corporate partners may be unable to pay us, particularlyin light of current economic conditions.

Given these risks, there is a great deal of uncertainty regarding the success of our current and future collaborative efforts. If these
efforts fail, our product development or commercialization of new products could be delayed or revenues from products could decline.

Under our April 2002 licensing agreement with GSK, we gave GSKtheright to control clinical and regulatory development and
commercialization of Hepsera in territorics in Asia, Africa and Lat America. These include major markets for Hepsera, such as China,
Japan, ‘Taiwan and South Korea. In November 2009, we entered into an agreement with GSK that provided GSK with exclusive
commercialization rights and registration responsibilities for Viread for the treatment of chronic hepatitis B in China. In October 2010, we
granted similar rights to GSK in Japan and Saudi Arabia. The success of Hepsera and Viread Lor the treatment of chronic hepatitis B mn
these territories depends almost entirely on the efforts of GSK. In this regard, GSK promotes Epivir-HB V/Zetfix, a product that competes
with Hepsera and Viread [or the treatment of chronic hepatitis B. Consequently, GSK’s marketing strategy for Hepsera and Viread for the
treatment of chronic hepatitis B may be influenced by its promotion of Epivir-HBV/Zetfix. We receive royalties from GSK equal to a
percentage of GSK’s net sales of Hepsera and Viread forthe treatment of chronic hepatitis B as well as net sales of GSK’s Epivir-
HBV/Zettix. If GSK fails to devote sufficient resources to, or does not succeed in developing or commercializing Hepsera or Viread for
the treatment of chronic hepatitis B inits territories, our potential revenues inthese territories may be substantially reduced.

   
  

 

In addition, Cayston and Letairis are distributed through third-party specialty pharmacies, which are pharmacies specializing in the
dispensing of medications for complex or chronic conditions that may require a high level of patient education and ongoing
counseling. The use of specially pharmacies requires significant coordinauion with our sales and marketing, medical affairs, regulatory
affairs, legal and finance organizations and involvesrisks, cluding but not limited to risks that these specialty pharmacies will:

* not provide us with accurate or timely information regarding their inventories, patient data or safety complaints;

* not effectively sell or support Cayston or Letairis;

* not devote the resources necessary to sell Cayston or Letairis in the volumes and within the time frames that we expect;

35

REG_NDNY00000039

Regeneron Exhibit 1227.036
Regeneronv. Novartis

IPR2021-00816



Regeneron Exhibit 1227.037
Regeneron v. Novartis

IPR2021-00816

Table of Contents

* not be able to satisfy their financial obligationsto us or others; or

* cease operations.

We also rely on a third party to administer LEAP,the restricted distribution program designed to support Letairis. This third party
provides mformation and education to prescribers and patients on the risks of Letairis, confirms insurance coverage and investigates
alternative sources of rermbursementor assistance, ensures fulfillment of the risk management requirements mandated for Letairis by the
FDAand coordinates and controls dispensing to patients through the third-party specialty pharmacies. Failure ofthis third party or the
specialty pharmaciesthat distribute I.etairis to perform as expected may result in regulatory action from the FDA or decreased I..etairis
sales, either of which would harm our business.

Further, Cayston may only be taken by patients using a specific inhalation device that delivers the drug to the lungsof patients. Our
ongoing distribution of Caystonis entirely reliant upon the manufacturerof that device. For example, the manufacturer could encounter
other issues with regulatory agencies related to the device or be unable to supply sufficient quantities of this device. In addition, the
manufacturer may not be able to provide adequate warranty support forthe device after it has been distributed to patients. With respect to
distribution of the drug and device to patients, we are reliant on the capabilities of specialty pharmacies. For example, the distribution
channelfor drug and device 1s complicated and requires coordination. The retmbursement approval processes associated with both drug
and device are similarly complex. If the device manufacturer is unable to obtain reimbursement approval or receives approval at a lower-
than-expected price, sales of Cayston maybe adversely affected. Any of the previously described issues may limit the sales of Cayston,
which would adversely affect our financialresults.

Expenses associated with clinical trials may cause our earnings to fluctuate, which could adversely affect our stock price.

The clinical trials required for regulatory approval of our products, as well as clinical trials we are required to conductafter approval,
are very expensive. It is difficult to accurately predict or control the amount or timing of these expenses from quarterto quarter, and the
FDA and/or other regulatory agencies may require more clinical testing than we originally anticipated. Uneven and unexpected spending
on these programs may cause our operating results to fluctuate from quarter to quarter, and ourstock price may decline.

Oursuccess will dependto a significant degree on ourability to protect our patents and other intellectual property rights both
domestically and internationally. We may not be able to obtain effective patents to protect our technologies from use by
competitors and patents of other companies could require us to stop using or payfor the use of required technology.

Patents and other proprietary rights are very important to our business. Our success will dependto a significant degree on our ability
to:

* obtain patents and licenses to patent rights;

. preserve trade secrets; and

*—operate without infringing on the proprietary rights of others.

If we have a properly designed and enforceable patent, 1t can be moredifficult for our competitors to use our technology to create
competitive products and more difficult for our competitors to obtain a patent that prevents us from using technology we create. As part of
our businesssiralegy, we actively seek patent protection both in the United States and internationally and file additional patent
applications, when appropriate, to cover improvements in our compounds, products and technology.

We have a numberof U.S. and forcign patents, patent applications and nghts to patents related to our compounds, products and
technology, but we cannot be certain that issued patents will be enforceable or provide
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adequate protectionorthat pending patent applications will result in issued patents. Patent applications are confidential for a period of time
until a patent is issued. As a result, we may not knowif our competitorsfiled patent applications for technology covered by our pending
applications orif we were the first to mvent the technology that is the subject of our patent applications. Competitors may have filed patent
applications or received patents and may obtain additional patents and proprietary rights that block or compete with our products.In
addition,if competitors file patent applications covering our technology, we may haveto participate in interference proceedings or
litigation to determinethe right to a patent. Litigation and interference proceedings are unpredictable and expensive, such that, even if we
are ultimately successful, our results of operations may be adversely affected by such events.

From limeto lime, certain individuals or entities may challenge our patents. For example, m 2007, the Public Patent Foundation filed
requests for re-examination with the United States Patent and Trademark Office (PTO) challenging four of our patents related to tenofovir
disoproxil fumarate, whichis an active ingredient in Atripla, Truvada and Viread. The PTO granted these requests and issued non-fmal
rejections for the four patents, which is a step common in a proceeding to initiate the re-examination process. In 2008, the PTO confirmed
the patentability of all fourpatents.

Although we were successful in responding to the PTO actions in the instance above, similar organizations may still challenge our
patents in foreign jurisdictions. For example, in April 2008, the Brazilian Health Ministry, citing the U.S. patent re-examination
proceedings as grounds for rejection, requested that the Brazilian patent authorily issue a decision that is not supportive of our patent
application for tenofovir disoproxil fumarate in Brazil. In August 2008, an examiner in the Brazilian patent authority issued a final
rejection of our fumarate salt patent application, the only patent application for tenofovir disoproxil fumarate we havefiled in Brazil. We
then filed an appeal within the patent authority responding to the questions raised in the rejection. In July 2009, the Brazilian patent
authority again rejected the application. This was the highest level of appeal available to us within the Brazilian patent authority. We have
filed a crvil action in Brazilian federal court to further appeal the action of the Brazilian patent authority. We cannot predict the outcome of
this proceeding on our tenofovir disoproxil fumarate patent application. If we are unsuccessful in our appeal to the courts of the decision
bythe patent authority, the Brazilian government would likely purchase generic tenofovir disoproxil fumarate, which would significantly
reduce oursales of HIV products in Brazil. In 2010, the Brazilian government purchased approximately $50 million of our HIV preducts.
We are aware of applications from two generic companiesto sell a generic version of Viread in Brazil. If one or both of these generic
applicants are able to compete for this contract for 2011, we would not expect the Brazilian government to purchase any of our HIV
products in 2011.

 

 

As another example, the Patent Office of India initially allowed our claims covering tenofovir disoproxil and tenofovir disoproxil
fumarate. However, underIndiancrvil procedure, prior to the official grant of the allowed applications, several parties filed legal actions to
protest the decision to grant the patents. In August 2009, the Indian Patent Office announcedthat it had decided these actions against us
and would not therefore allow the patents to be granted. We havefiled an appeal within the Indian Patent Office Intellectual Property
Appellate Board on both of these applications. We cannot predict the outcome of these proceedings. If we are unsuccessful in our appeal of
these decisions, any further appeals will have to be pursued in the Indian court system, and may ultimately prove unsuccessful. In the
meantime, any competitor is able to sell generic tenofovir disoproxil fumarate in India. In addition, if we are unsuccessful in appealing any
further negative decisions by the Indian Patent Office in the Indian courts, these competitors would be able to continue to sell generic
tenofovir disoproxil fumarate, which could reduce the amount of royalties we receive from our Indian generic licenses.

 

Patents do not cover ranolazine, the active ingredient of Ranexa. Instead, when it was discovered that only a sustained release
formulation of ranolazine would achieve therapeutic plasmalevels, patents were obtained on those formulations and the characteristic
plasmalevels they achieve. Patents do not cover the active ingredients in AmBisome.In addition, we do not have patent filings in China or
certain other Asian countries covering all forms of adefovir dipivoxil, the active ingredient in Hepsera. Asia is a major market for therapies
for hepatitis B, the indication for which Hepsera has been developed.
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We may obtain patents for certain products many years before marketing approval is obtained for those products. Because patents
have a limited life, which may begin to run prior to the commercial sale of the related product, the commercial value of the patent may be
limited. However, we may be able to apply for patent term extensions in some countries.

Aspart of the approval process of some of our products, the FDA granted an exclusivity period during which other manufacturers’
applications for approval of generic versions of our product will not be granted. Generic manufacturers often wait to challenge the patents
protecting products that have been granted exclusivity until one year priorto the end ofthe exclusivity period. From lime lo ime, we have
received notices from manufacturers indicating that they intend to import chemical intermediates possibly for use in making our products.
Generic manufacturers have sought and may continue to seek FDA approval for a similar or identical drug through an abbreviated new
drug application (ANDA), the application form typically used by manufacturers seeking approval of a generic drug.

For example, in November 2008, we received notice that Teva Pharmaceuticals (Teva) submitted an ANDAto the FDA requesting
permission lo manufacture and market a generic version of Truvada. In the notice, Teva alleges that two ofthe patents associated with
emtricitabine are invalid, unenforceable and/or will not be infringed by Teva’s manufacture, use or sale of a generic version of Truvada. In
December 2008, we filed a lawsuit against Teva for infringementof the two emtricilabine patents. In March 2009, we received nolice that
leva submitted an ANDA to the FDA requesting permission to manufacture and market a generic version of Atripla. In the notice, Teva
challenged the same two emtricitabine patents. In May 2009, we filed another lawsuit against Teva for infringementof the two
emtricitabine patents, and this lawsuit was consolidated with the lawsuit filed in December 2008. In January 2010, we received notice that
‘Teva submitted an ANDA to the FDA requesting permission to manufacture and market a generic version of Viread. In the notice, Teva
challenged four of the tenofovir disoproxil fumarate patents protecting Viread. In January 2010, we also received notices from Teva
amending its ANDAsrelated to Atripla and Truvada. In the notice related to Truvada, Teva challenged four patents related to tenofovir
disoproxil fumarate and two additional patents related to emtricitabine. In the notice related to Atripla, Teva challenged four patents
related to tenofovir disoproxil fumarate, two additionalpatents related to emtricitabine and two patents related to efavirenz. In March
2010, wefiled a lawsuit against Teva for infringement of the four Viread patents and two additional emtricitabine patents. In March 2010,
BMSand Merckfiled a lawsuit against Teva forinfringement of the patents related to efavirenz.

In June 2010, we received notice that Lupin Limited (Lupin) submitted an ANDA to the FDA requesting permission lo manufacture
and market a generic version of Ranexa. In the notice, Lupin alleges that ten of the patents associated with Ranexaare invalid,
unenforceable and/or will not be infringed by Lupin’s manufacture, use orsale of a generic version of Ranexa. In July 2010, wefiled a
lawsuit against Lupin for infringementof our patents for Ranexa.

In August 2010, we received notice that Sigmapharm Labs (Sigmapharm) submitted an ANDAto the FDA requesting permission to
manufacture and market a generic version of Hepsera. In the nolice, Sigmapharm alleges that both of the patents associated with Hepsera
are invalid, unenforceable and/or will not be infringed by Sigmapharm’s manufacture, use or sale of a generic version of Hepsera. In
September 2010, we filed a lawsuit against Sigmapharmforinfringement of our patents for Hepsera. One of the patents challenged by
Sigmapharm is also being challenged by Ranbaxy, Inc. (Ranbaxy) pursuant to a notice received in October 2010. The patent challenged by
Ranbaxy expires m July 2018. We have the option offiling a lawsuit at any time if we believe that Ranbaxy1s infringing ourpatent.

In February 2011, we received notice that Natco Pharma Limited (Natco) submitted an ANDAto the FDA requesting permission to
manufacture and market a generic version of Tamrflu. In the notice, Natco alleges that a patent associated with Tamiflu 1s invalid,
unenforceable and/or will not be infringed by Natco’s manufacture, use or sale of a generic version of Tamiflu. We are currently reviewing
the notice letter and have 45 days from the date of receipt to commencea patent infringement lawsuit against Natco.
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We cannot predict the ultimate outcomeof these actions, and we may spend significant resources enforcing these patents. If we are
unsuccessful in these lawsuits, some or all of our original claims in the patents may be narrowed or invalidated and the patent protection
for Atripla, Truvada, Viread, Hepsera, Ranexa and Tamiflu in the United States could be substantially shortened. Further,if all of the
patents covering those products are invalidated, the FDA could approve the requests to manufacture a generic version of such products
prior to the expiration date of those patents.

Oursuccess dependsin large part on our ability to operate without infringing upon the patents or other proprietary rights of third
parties.

If we infringe the patents of others, we maybe prevented from commercializing products or may be required to obtain licenses from
these third parties. We may not be able to obtain alternative technologies or any required license on reasonable termsorat all. If we fail to
obtain these licenses or alternative technologies, we may be unable to develop or commercialize someorall of our products. For example,
we are aware of a body of patents thal mayrelate to our operation of LEAP,our restricted distribution program designed to support
Letairis.

Furthermore, we use significant proprietary technology and rely on unpatented trade secrets and proprietary know-howto protect
certain aspects of our production and other technologies. Our trade secrets may become knownor independently discovered by our
compctitors.

Manufacturing problems could delay product shipments and regulatory approvals, which may adversely affect our results of
operations.

We depend on third parties to perform manufacturing activities effectively and on a timely basis for the majority of our solid dose
products. In addition, Roche, either by itself or through third parties, is responsible for manufacturing Tamiflu. The manufacturing process
for pharmaceutical products is highly regulated and regulators may shut down manufacturing facilities that they believe do not comply
with regulations. We, our third-party manufacturers and our corporate partners are subject to current Good Manufacturing Practices
(GMP), which are extensive regulations governing manufacturing processes, stability testing, record keeping and quality standards as
defined by the FDA and the Muropean Medicines Agency. Similar regulations are in effect in other countries.

Our third-party manufacturers and corporate partners are independententities who are subject to their own unique operational and
financial risks which are out of our control. If we or any of these third-party manufacturers or corporate partners fail to perform as
required, this could impair our ability to deliver our products on a timely basis or receive royalties or cause delays in ourclinical trials and
applications for regulatory approval. To the extent these risks materialize and affect their performance obligations to us, our financial
results may be adversely affected.

Our manufacturing operations are subject to routine inspections by regulatory agencies. For example, in January and February 2010,
the FDA conducted a routine inspection of our San Dimas, California, manufacturing and distribution facility, where we manufacture
AmBisome and Cayston, fill and finish Macugen, and package solid dosage form products. At the conclusion ofthat inspection, the FDA
issued Form 483 Inspectional Observations stating concerns over: the maintenance of aseptic processing conditions in the manufacturing
suite for our AmBisome product; environmental maintenance issues in the San Dimas warehousing facility, batch sampling; and the
timeliness of completion of annual product quality reports. On September 24, 2010, our San Dimas manufacturing facility received a
Warning Letter from the FDA further detailing the FDA’s concernsover the AmBisome manufacturing environment, including control
systems and monitoring, procedures to prevent microbiological contamination and preventative cleaning and equipment maintenance.
Referencing certain Vireadlots, the letter also stated concerns connected with quality procedures, controls and investigation procedures,
and a generalized concern overthe effectiveness of the San Dimasquality unit in carrying outits responsibilities.
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In November and December2010, the FDA re-inspected the San Dimasfacility. The re-inspection closed with no additional Form
483 observations. Consequently, we believe that we have addressed the FDA’s concernsas stated in the Form 483 observations and the
Warning Letter, but we are awaiting confirmation of acceptance from the FDA.

Unless and until we receive confirmation from the FDA thatit is satisfied we have corrected outstanding issues, the FDA may
withhold permission to export AmBisome and Cayston manufactured at San Dimasto certain countries outside the United States and
Europe. The FDA may also withhold approval of pending drug applicationslisting the San Dimasfacility. Since, as required, we have
notified appropriate international regulatory authorities of the letter’s issuance, it is possible that the letter may impact our ability to supply
our aseplic products manufactured at San Dimas (AmBisome, Cayston and Macugen) outside the United States. If as a result of a Warming
Letter, we are unable to receive export or regulatory approvals for AmBisomeor any other products at issue, we may be unabletosell
sufficient quantities of these products to meet market demand, which would decrease our revenues and harmour business. As described
further in the risk factor entitled “We may notbe able to obtain materials or supplies necessary to conductclinicaltrials or to manufacture
and sell our products, which would limit ourability to generate revenues” below, we manufacture AmBisomeandfill and finish Macugen
exclusively at our San Dimasfacility.

 

We do not believe the Warning Letter will impact our ability to supply anyof the solid dosage form products that we package at the
San Dimasfacility, which include Atnpla, Truvada, Viread, Emtnva, Hepsera, Letairis and Ranexa.In the event our solid dosage form
products were affected, we have alternate sites from which we could supply such products.

Ourability to successfully manufacture and commercialize Cayston will depend upon ourability to manufacture in a multi-
productfacility.

Aztreonam,the active pharmaceutical ingredient in Cayston, is a mono-bactam Gram-negative antibiotic. We manufacture Cayston
by ourselves in San Dimas, California, or through third parties, in multi-product manufacturing facilitics. Historically, the FDA has
permitted the manufacture of mono-bactamsin multi-product manufacturingfacilities; however, there can be no assurance that the FDA
will continuc to allow this practice. We do not currently have a single-productfacility that can be dedicated to the manufacture of Cayston
nor have we engaged a contract manufacturer with a single-productfacility for Cayston. If the FDA prohibits the manufacture of mono-
bactam antibiotics, like aztreonam, in multi-product manufacturing facilitics in the future, we may notbe able to procure a single-product
manufacturing facility in a timely manner, which would adverselyaffect our commercial supplies of Cayston and our anticipated financial
results attributable to such product.

On September 24, 2010, our San Dimas manufacturing facility recerved a Warning Letter from the FDA. See the Risk Factor entitled
“Manufacturing problems could delay product shipments and regulatory approvals, which may adversely affect our results of operations.”
It 1s possible that the Warning Letter may impact our ability to supply Cayston manutactured at San Dimasoutside of the United States,
which would decrease our revenues and harm our business.

We maynotbe able to obtain materials or supplies necessary to conductclinical trials or to manufacture andsell our products,
which would limit our ability to generate revenues.

We need access to certain supplies and products to conduct our clinical trials and to manufacture our products.In light of the global
economic downtum, we have hadincreased difficulty in purchasing certain of the raw materials used in our manufacturing process. If we
are unable to purchase sufficient quantities of these materials or find suitable alternate materials in a timely manner, our development
efforts for our product candidates may be delayed or our ability to manufacture our products would be limited, which would limit our
ability to generate revenues.
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Suppliers of key components and materials must be named m an NDA filed with the FDA for any product candidate for which we
are seeking FDA approval, and significant delays can occurif the qualification of a newsupplier is required. Even after a manufacturer1s
qualified by the FDA, the manufacturer must continue to expend time, money andeffort in the area of production and quality control to
ensure full compliance with GMP. Manufacturers are subject to regular, periodic inspections by the FDA followinginitial approval.If, as a
result of these inspections, the FDA determinesthat the equipment, facilities, laboratories or processes do not comply with applicable FDA
regulations and conditions of product approval, the FDA maysuspend the manufacturing operations. If the manufacturing operations of
any of the single suppliers for our products are suspended, we maybe unable to generate sufficient quantities of commercialor clinical
supplies of product to meet market demand, which would in turn decrease our revenues and harm our business. In addition, if delivery of
material from our suppliers were interrupted for any reason, we may be unable to ship certain of our products for commercial supply orto
supply our products in developmentfor clinicaltrials. In addition, some of our products and the materials that we utilize in our operations
are madeat only one facility. For example, we manufacture AmBisomeandfill and finish Macugen exclusively at our facilities in San
Dimas, California. In the eventof a disaster, including an earthquake, equipmentfailure or other difficulty, we may be unable to replace
this manufacturing capacity in a timely manner and may be unable to manufacture AmBisome and Macugen to meet market needs.

Cayston is dependent on two different third-party single-source suppliers. First, aztreonam, the active pharmaceutical ingredient in
aztreonam for inhalation solution, is manufactured bya single supplier at a single site. Second, it is administered to the lungsof patients
througha device that is made bya single supplierat a single site. Disruptions or delays with any of these single suppliers could adversely
affect our ability to supply Cayston, and we cannotbesure that alternative suppliers can be identified in a timely manner, or at all. See the
Risk Factorentitled “Ourability to successfully manufacture and commercialize Cayston will depend uponourability to manufacture in a
multi-productfacility.”

In addition, we depend on a single supplier for high quality cholesterol, which is used in the manufacture of AmBisome. Wealso
depend onsingle suppliers for the active pharmaceutical ingredient of Vistide, Ranexa and Cayston and forthe tableting of Emtriva and
Letairis. Astellas US LLC, which markets Lexiscan in the United States, is responsible for the commercial manufacture and supply of
product in the United States and is dependent on a single supplier for the active pharmaceutical ingredient of Lexiscan. Problems with any
of the single suppliers we depend on may negatively impact our development and commercialization efforts.

 

A significant portion of the raw materials and intermediates used to manufacture our HIV products (Atripla, Truvada, Viread and
Emtriva) are supplied by Chinese-based companies. As a result, an international trade dispute between China and the United States or any
other actions by the Chinese government that would limit or prevent Chinese companies from supplying these materials would adversely
affect our ability to manufacture and supply our HIV products to meet market needs and have a material and adverse effect on our
operating results.

Weface credit risks from our European customers that may adverselyaffect our results of operations.

Our European product sales to government-owned or supported customers in Greece, Italy, Portugal and Spain are subject to
significant payment delays due to governmentfunding and reimbursement practices. This has resulted and may continue to result in an
increase in days sales outstanding duc to the average Icngth of time that we have accounts reccivable outstanding. Our accounts receivable
in these countries totaled approximately $965.9 million as of December 31, 2010, of which $428.5 million was more than 120 days past
due based on contractual payment terms. Asa result of the fiscal and debt crises in these countries, the number of days our invoices are
past due has continued to increase in line with that being expenenced by other pharmaceutical companies that are also selling directly to
hospitals. Historically, recetvables balances with certain publicly-owned hospitals accumulate over a period of time and are then
subsequentlysettled as large lump sum payments. If significant changes were to occur in the rembursementpractices of these European
governmentsor if
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government funding becomes unavailable, we maynot be able to collect on amounts due to us from these customers and ourresults of
operations would be adversely affected. For example, at December 31, 2010, we had $109.1 million due from publicly-owned hospitals in
Greece. The Greek governmenthasofferedto settle the majority of their outstanding receivables with zero-couponbonds, which are
expected to trade at a discount to face value, and we have agreed to accept the bonds. As of December 31, 2010, we received bonds to
settle recervables totaling $12.8 million. We anticipate recetving the remaining bondsin full by the end of the first quarter of 2011. At
December 31, 2010, our allowance for doubtful accounts was adequate to cover exposurerelated to the expected discount on these bonds.
In Spain, Italy and Portugal we are actively pursuing collection of the overdue receivables and taking action as necessary to enforce our
legal right to payment.

Our revenues and gross margin could be reduced by imports from countries where our products are available at lower prices.

Prices for our products are based on local market economics and competition and sometimesdiffer from country to country. Our
sales in countries with relatively higher prices may be reduced if products can be imported into those or other countries [rom lower price
markets. There have been cases in which other pharmaceutical products were sold at steeply discounted prices in the developing world and
then re-exported to European countries where they could be re-sold at much higherprices. If this happens with our products, particularly
lruvada and Viread, which we have agreed to make available at substantially reduced prices to 130 countries participating in our Gilead
Access Program, or Atnpla, which Merck distributesat substantially reduced prices to HIV infected patients in developing countnes under
our August 2006 agreement, our revenues would be adversely affected. In addition, we have established partnerships with thirteen Indian
generic manufacturers to distribute high-quality, low-cost generic versions of tenofovir disoproxil fumarate to 95 developing world
countries, including India. If generic versions of our medications underthese licenses are then re-exported to the United States, Europe or
other markets outside of these 95 countries, our revenues would be adversely affected.

In addition, purchases of our products in countries where ourselling pricesare relatively lowfor resale in countries in which our
selling prices are relatively high may adversely impact our revenues and gross margin and maycause oursales to fluctuate from quarter to
quarter. For example, in the European Union, we are required to permit products purchased in one country to be sold in another country.
Purchases of our products in countries where our selling prices are relatively lowfor resale in countries in which ourselling prices are
relatively high affect the inventory level held by our wholesalers and can cause the relative sales levels in the various countries to fluctuate
from quarter to quarter and not reflect the actual consumer demandin any given quarter. These quarterly fluctuations may impact our
earnings, which could adversely affect our stock price and harm our business.

Expensivelitigation and government investigations may reduce our earnings.

In November 2008, we received notice that Teva submitted an ANDAto the FDA requesting permission to manufacture and market
a generic version of ‘I'ruvada. In the notice, ‘leva alleges that two ofthe patents associated with emtricitabine are invalid, unenforceable
and/or will not be infringed by Teva’s manufacture, use or sale of a generic version of Truvada. In December 2008, we filed a lawsuit
against ‘leva for infringementof the two emtricitabine patents. In March 2009, we reccived notice that ‘leva submitted an ANDA to the
FDArequesting permission to manufacture and market a generic version of Atripla. In the notice, Teva challenged the same two
cmtricitabine patents. In May 2009, we filed another lawsuit against Teva for infringement of the two cmtricitabinc patents, and this
lawsuit was consolidated with the lawsuit filed in December 2008. In January 2010, we received notice that Teva submitted an ANDAto
the FDA requesting permission to manufacture and market a generic version of Viread. In the notice, Teva challenged four of the tenofovir
disoproxil fumarate patents protecting Viread. In January 2010, we also received notices from Teva amending its ANDAstelated to
Atripla and Truvada. In the notice related to Truvada, Teva challenged four patents related to tenofovir disoproxil fumarate and two
additional patents related to emtricitabine. In the notice related to Atipla, Teva challenged four
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patents related to tenofovir disoproxil fumarate, two additional patents related to emtricitabine and two patents related to efavirenz.In
March 2010, we filed a lawsuit against Teva for infringement of the four Viread patents and two additional emtricitabine patents. In March
2010, BMS and Merckfiled a lawsuit against Teva for infrmgementof the patents related to efavirenz.

In June 2010, we received notice that Lupin submitted an ANDA to the FDA requesting permission to manufacture and market a
generic version of Ranexa. In the notice, Lupin alleges that ten of the patents associated with Ranexaare invalid, unenforceable and/or will
not be infnnged by Lupin’s manufacture, use or sale of a generic version of Ranexa. In July 2010, we filed a lawsuit against Lupin for
infringement of our patents for Ranexa.

In August 2010, we received notice that Sigmapharm submitted an ANDAto the FDA requesting permission to manufacture and
market a generic version of Hepsera.In the notice, Sigmapharm alleges that both of the patens associated with Hepseraare invalid,
unenforceable and/or will not be mfringed by Sigmapharm’s manufacture, use or sale of a generic version of Hepsera. In September 2010,
we filed a lawsuit against Sigmapharm for mfringementof our patents for Hepsera. One of the patents challenged by Sigmaphamm is also
being challenged by Ranbaxy pursuant to a notice recetved in October 2010. The patent challenged by Ranbaxyexpiresin July 2018. We
are considering our options for enforcing our patent.

In February 2011, we received notice that Natco submitted an ANDAto the FDA requesting permission to manufacture and market a
generic version of‘lamitlu. In the notice, Natco alleges that a patent associated with ‘lamitlu is invalid, uncnforccable and/or will not be
infringed by Natco’s manufacture, use or sale of a generic version of Tamiflu. We are currently reviewing the notice letter and have 45
days from the date of receipt to commencea patent infringement lawsuit against Natco.

We cannotpredict the ultimate outcome ofthese actions, and we may spendsignificant resources enforcing these patents. If we are
unsuccessful in these lawsuits, some or all of our original claims in the patents may be narrowed or invalidated and the patent protection
for Atripla, ‘lruvada, Viread, Hepscra, Ranexa and ‘lamitlu in the United States could be substantially shortened. Further, if all of the
patents covering those products are invalidated, the FDA could approve the requests to manufacture a generic version of such products
prior to the expiration date of those patents.

The outcomeofthe lawsuits above, or any other lawsuits that may be brought against us, are inherently uncertain, and adverse
developments or outcomescan result in significant expenses, monetary damages, penalties or injunctive relief against us that could
significantly reduce our earnings and cash flows and harm our business.

In some countries, we may be required to grant compulsory licenses for our products or face generic competition for our products.

In a numberof developing countries, governmentofficials and other interested groups have suggested that pharmaceutical companies
should make drugs for HIV infection available at lowcost. Alternatively, governments in those developing countries could require that we
grant compulsory licenses to allow competitors to manufacture andsell their own versions of our products, thereby reducing our product
sales. For example, in the past, certain offices of the government of Brazil have expressed concern overthe affordability of our HIV
products and declared that they were considering issuing compulsory licenses to permit the manufacture of otherwise patented products for
HIV infection, including Viread. In July 2009, the Brazilian patent authority rejected our patent application for tenofovir disoproxil
fumarate, the active pharmaceutical ingredient in Viread. This was the highest level of appeal available to us within the Brazilian patent
authority. We havefiled a civil action in Brazilian federal court to further appeal the action of the Brazilian patent authority. If we are
unable to successfully appeal the decision by the patent authority in the courts, the Brazilian government would likely purchase generic
tenofovir disoproxil fumarate, which would significantly reduce our sales of HIV products in
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Brazil. In 2010, the Brazilian government purchased approximately $50 million of our HIV products. Further, we are aware of applications
from two generic companiesto sell a generic version of Viread in Brazil. If one or both of these generic applicants are able to compete for
this contract for 2011, we would not expect the Brazilian government to purchase any of our HIV products in 2011. 

In addition, concerns over the cost and availability of Tamiflu related to a potential avian flu pandemic and H1N1 influenza have
generated international discussions over compulsory licensing of our Tamiflu patents. For example, the Canadian government may
allow Canadian manufacturers lo manufacture and export the aclive ingredient m Tamiflu to eligible developing and least developed
countries under Canada’s Access to Medicines Regime. Furthermore, Roche has issued voluntary licenses to permit third-party
manufacturing of Tamiflu. For example, Roche has granted a sublicense to Shanghai Pharmaceutical (Group) Co., Lid. for China and a
sublicense to India’s Hetero Drugs Limited for India and certain developing countries. Should one or more compulsorylicenses be issued
permitting generic manufacturing to override our Tamiflu patents, or should Rocheissue additional voluntary licenses to permit third-party
manufacturing of Tamiflu, those developments could reduce royalties we receive from Roche’s sales of Tamiflu. Certain countries do not
permit enforcement of ourpatents, and third-party manufacturers are able to sell generic versions of our products in those countries.
Compulsory licensesor sales of generic versions of our products could significantly reduce our sales and adversely affect our results of
operations, particularly if generic versions of our products are imported into territories where we have existing commercial sales.

 

We mayface significant liability resulting from our products that may not be covered by insurance and successful claims could
materially reduce our earnings.

The testing, manufacturing, marketing and use of our commercial products, as well as product candidates in development, involve
substantial risk of product liability claims. These claims may be madedirectly by consumers, healthcare providers, pharmaceutical
companiesor others. In recent years, coverage and availability of cost-cffcctive product liability insurance has decreased, so we may be
unable to maintain sufficient coverage for productliabilities that may arise. In addition, the cost to defend lawsuits or pay damages for
product liability clams may exceed our coverage. If we are unable to maintain adequate coverage or if claims exceed our coverage, our
financial condition and our ability to clinically test our product candidates and market our products will be adversely impacted. In
addition, negative publicity associated with any claims, regardless of their merit, may decrease the future demand for our products and
impair our financial condition.

Business disruptions from natural or man-made disasters may harm our future revenues.

Our worldwide operations could be subject to business interruptions stemming from natural or man-made disasters for which we may
be self-insured. Our corporate headquarters and Palo Alto locations, which together house a majority of our research and development
activities, and our San Dimas manufacturing facility are located in California, a seismically active region. As we do not carry earthquake
insurance and significant recovery time could be required to resume operations, our financial condition and operating results could be
materially adversely affected in the event of a major earthquake.

Changesin oureffective income tax rate could reduce our earnings.

Various factors may have favorable or unfavorable effects on our income tax rate. These factors include, but are not limited to,
interpretations of existing tax laws, changes in tax laws and rates, our portion of the non-tax deductible pharmaceutical excise tax that we
will be required to pay starting in 2011 as a result of the enactment of U.S. healthcare reform legislation, the accounting for stock options
and other share-based payments, mergers and acquisitions, future levels of R&D spending, changes in accounting standards, changesin the
mix of earnings in the various tax jurisdictions in which we operate, changesin overall levels of pre-tax earnings and resolution of federal,
state and foreign incometax audits. The impact on our incometax provision resulting from the above mentioned factors may be significant
and could have a negative impact on our net income.
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Ourincome tax returns are audited by federal, state and foreign tax authorities. We are currently under examination by the Internal
Revenue Service for the 2005, 2006 and 2007 tax years and by variousstate and foreign jurisdictions. There are differing interpretations of
tax laws and regulations, and as a result, significant disputes may arise with these tax authorities involving issues of the timing and amount
of deductions and allocations of income among varioustax jurisdictions. Resolution of one or more of these exposures in any reporting
period could have a material impact onthe results of operations forthat period.

Changes in accounting rules or policies may affect our financial position and results of operations.

U.S. generally accepted accounting principles and related implementation guidelines and interpretations can be highly complex and
involve subjective judgments. Changesin these rules or their interpretation, the adoption of new guidance orthe application of existing
guidance to changesin our business could significantly affect our financial position and results of operations.

If we fail to attract and retain highly qualified personnel, we maybe unable to successfully develop new product candidates,
conductourclinical trials and commercialize our product candidates.

Our future success will depend in large part on our continued ability to attract and retain highly qualified scientific, technical and
management personnel, as well as personnel with expertise in clinical testing, governmental regulation and commercialization. We face
competition for personnel from other companies, universities, public and private research institutions, government entities and other
organizations. Competition for qualified personnel in the biopharmaceuticalfield is intense, and there 1s a limited pool of qualified
potential employees to recruit. We may notbe able to attract and retain quality personnel on acceptable terms. If we are unsuccessful in
our recruitment and retention efforts, our business may be harmed.

ITEM 1B. UNRESOLVED STAFF COMMENTS

Notapplicable.

ITEM2. PROPERTIES

Ourcorporate headquarters, including ourprincipal offices and some of our commercial, administrative, research and development
(R&D)facilities, are located in Foster City, California, where we own 18 buildings.

Welease facilities in Foster City, Palo Alto and San Dimas, California, to house some of our manufacturing, warehousing and R&D
activities. In addition, we also lease facilities in Branford, Connecticut and Seattle, Washington to house some of our administrative and
R&Dactivities.

Our international headquarters, which include some of our commercial, medical and administrative facilities, are located and leased
in the London area in the United Kingdom.

We own a manufacturing facility in Cork, Ireland, that we primarily use for solid dose tablet manufacturing ofour antiviral products,
as well as product packaging activitics. We also lease and ownfacilitics 1n the Dublin areaofIrcland to house distribution activities.

We also own a manutacturing facility in Udmonton, Alberta, Canada, that we primarily use to conduct process research and scale-up
of our clinical development candidates, the manufacturing of our active pharmaceutical ingredients for both investigational and
commercial products and our chemical developmentactivities to improve existing commercial manufacturing processes.

We haveleased additional facilities to house our commercial, medical and administrative activities in Australia, Austria, Belgrum,
Canada, France, Germany, Greece, Ireland, Italy, Netherlands, Poland, Portugal,
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Spain, Sweden, Switzerland, Turkey and the United Kingdom. Wealso lease an office in Shanghai, China to provide sourcing and
manufacturing support primarily related to our commercial purchases of active pharmaceutical ingredients.

Webelicve that our cxisting properties, including both ownedandIcascd sites, arc in good condition and suitable for the conduct of
our business. We believe our capital resourcesare sufficient to purchase, lease or construct any additionalfacilities required to meet our
expected long-term growth needs.

ITEM 3. LEGAL PROCEEDINGS

In November 2008, we received notice that Teva submitted an ANDA to the FDA requesting permission to manufacture and market
a generic version of Truvada. In the notice, Teva alleges that two of the patents associated with emtricitabine, owned by Emory University
and licensed exclusivelyto us, are invalid, unenforceable and/or will not be infringed by Teva’s manufacture, use or sale of a generic
version of Truvada. In December 2008, we filed a lawsuit in U.S. District Court in New York against Teva for infringement of the two
emtricitabine patents. In March 2009, we received notice that Teva submitted an ANDAto the FDA requesting permission to manufacture
and market a generic version of Atripla. In the notice, Teva challenged the same two emtricitabine patents. In May 2009, wefiled another
lawsuit in U.S. District Court in New York against Teva for infringementof the two emtricitabine patents, and this lawsuit was
consolidated with the lawsuit filed in December 2008. In January 2010, we received notice that Teva submitted an ANDAto the FDA
requesting permission to manufacture and market a generic version of Viread. In the notice, Teva challenged four of the tenofovir
disoproxil fumarate patents protecting Viread. In January 2010, we also recetved notices from Teva amending its ANDAs related to
Atripla and Truvada. In the notice related to Truvada, Teva challenged four patents related to tenofovir disoproxil fumarate and two
additional patents related to emtricitabine. In the notice related to Atripla, Teva challenged four patents related to tenofovir disoproxil
fumarate, two additional patents related to emtricitabine and two patents related to efavirenz. In March 2010, wefiled a lawsuit against
‘eva for infringementofthe four Viread patents and two additional emtricitabine patents. In March 2010, BMS and Merckfiled a lawsuit
against Teva for infringementof the patents related to efavirenz.

In June 2010, we received notice that Lupin submitted an ANDAto the FDA requesting permission to manufacture and market a
generic version of Ranexa. In the notice, Iupin alleges that ten of the patents associated with Ranexaare invalid, unenforceable and/or will
not be infringed by Lupin’s manufacture, use or sale of a generic version of Ranexa. In July 2010, wefiled a lawsuit in U.S. District Court
in NewJersey against Iupin for infringementof our patents for Ranexa.

In August 2010, we received notice that Sigmapharm submitted an ANDA to the FDA requesting permission to manufacture and
market a generic version of Hepsera. In the notice, Sigmapharm alleges that both of the patents associated with Hepsera are mvalid,
unenforceable and/or will not be infringed by Sigmapharm’s manufacture, use or sale of a generic version of Hepsera. In September 2010,
wefiled a lawsuit in U.S. District Court in New Jersey against Sigmapharm for infringement of our patents for Hepsera. One of the patents
challenged by Sigmapharm is also being challenged by Ranbaxy, Inc. (Ranbaxy) pursuantto a notice received in October 2010. The patent
challenged by Ranbaxy expires in July 2018. We are considering our options for enforcing ourpatent.

In February 2011, we received notice that Natco submitted an ANDAto the FDA requesting permission to manufacture and market a
generic version of Tamiflu. In the notice, Natco alleges that a patent associated with Tamiflu is invalid, unenforceable and/or will not be
infringed by Natco’s manufacture, use or sale of a generic version of Tamiflu. We are currently reviewing the notice letter and have 45
days fromthe date of receipt to commencea patent infringement lawsuit against Natco.

We cannot predict the ultimate outcomeof these actions, and we may spendsignificant resources enforcing these patents. If we are
unsuccessful in these lawsuits, someor all of our original claims in the patents may be
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narrowedorinvalidated and the patent protection for Atripla, Truvada, Viread, Hepsera, Ranexa and Tamifluin the United States could be
substantially shortened. Further, if all of the patents covering those products are invalidated, the FDA could approve the requests to
manufacture a generic version of such products priorto the expiration date of those patents.

Information pertaining to certain of our other legal proceedings can be found in Item 8, Note 12 to our Consolidated Financial
Statements included in this Annual Report on Form 10-K.

IYEM4. RESERVED
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PARTIL

ITEM 5. MARKET FOR REGISTRANT’S COMMONEQUITY, RELATED STOCKHOLDER MATTERS AND ISSUER

PURCHASES OF EQUITY SECURITIES

Our commonstock is traded on The Nasdag Global Select Market under the symbol “GILD”. The followingtable sets forth the high
and low intra-day sale prices per share of our common stock on The Nasdaq Global Select Market for the periods indicated. These prices
represent quolauions amongdealers without adjustments for retail mark-ups, markdowns or commissions and may not representprices of
actual transactions.

High Low
2010

First Quarter $49.50 $42.70
Second Quarter $46.62 $32.84
Third Quarter $36.76 $31.73
Fourth Quarter $40.73 $35.26

2009

First Quarter $53.28 $40.62
Second Quarter $48.45 $41.31
Third Quarter $50.00 $43.81
Fourth Quarter $47.53 $42.31

 
Asof February 18, 2011, we had 795,264,644 shares of commonstock outstanding held by approximately 466 stockholders of

record.

We havenotpaid cash dividends on our commonstock since our inception. We currently expect to retain carnings primarily for usc
in the operation and expansion of our business, and therefore, do not anticipate paying any cash dividends in the near future. In an effort to
continuc to return valuc to our stockholders and minimize dilution from stock issuances, our Board of Directors (Board) authorized a

program in January 2010 for the repurchase of our common stock in an amount of up to $1.00 billion through open market andprivate
block transactions pursuant to Rule 10b5-1 plans, privately negotiated purchases or other means. We completed this plan in May 2010, at
which time our Board authorized a three-year, $5.00 billion stock repurchase program. As of December 31, 2010, we have repurchased
$3.02 billion of our common stock under this program. In 2010, we utilized a total of $4.02 billion to repurchase and retire 109.9 million
shares of our common stock, al an average purchase price of $36.57 per share.

 
In January 2011, our Board authorized an additional three-year, $5.00 billion stock repurchase program which will commence upon

the completion of our cxisting program authorized in May 2010. Weintend to usc the additional authorization to repurchase our shares
from timeto time, to offset the dilution created by shares issued under employee stock plans and to repurchase shares opportunistically.
Sec Item 8, Note 13 to our Consolidated Financial Statements mceluded in this Annual Report on Form 10-K for more information
regarding our stock repurchase programs.

 
Performance Graph)

The following graph comparesour total stockholder returns for the past five years to two indices: the Standard & Poor’s 500 Stock
Index, labeled S&P500 Index; and the Nasdaq Biotechnology Index, labeled NI3T Index. The total return for each index assumesthe
reinvestment ofall dividends, if any, paid by companies included in these indices and are calculated as of December 31 of each year.

We are a composite memberof each of the S&P500 Index and the NBI Index, and we intend to use these indices as comparators for
our stock performancefor the purposes of the following graph going forward. As a

48

REG_NDNY00000052

Regeneron Exhibit 1227.049
Regeneronv. Novartis

IPR2021-00816



Regeneron Exhibit 1227.050
Regeneron v. Novartis

IPR2021-00816

Table of Contents

composite memberof the S&P500 Index, we are required underapplicable regulations to use this index as a comparator, and we believe
the NBI Index is a relevant comparator since it is composed of peer companiesin lines-of-business similarto ours.

The stockholder return shown on the graph below1s not necessarily indicative of future performance, and we do not make or cndorse
any predictions as to future stockholder returns.

Comparison of Cumulative Total Return on Investmentfor the Past Five Years®
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This section is not “soliciting material,” is not deemed “filed” with the SEC andis not to be incorporated by reference in any of our
filings under the Securities Act or the Exchange Act whether made before or after the date hereof and irrespective of any general
incorporation language in any such filing.
Shows the cumulative return on investment assuming an investment of $100 in our commonstock, the NBI Index and the S&P500
Index on December 30, 2005.

 

Issuer Purchases ofEquity Securities

In an effort to continue to return value to our stockholders and minimize dilution from stock issuances, our Board authorized a

program in January 2010 for the repurchase of our common stock in an amount of up to $1.00 billion through open marketandprivate
block transactions pursuant to Rule 10b5-1 plans, privately negotiated purchases or other means. We completed this plan in May 2010,at
which time our Board authorized a three-year, $5.00 billion stock repurchase program. As of December 31, 2010, we have repurchased
$3.02 billion of our common stock under this program. In 2010, we utilized a total of $4.02 billion to repurchase and retire 109.9 million
shares of our commonstock, at an average purchase price of $36.57 per share.
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In January 2011, our Board authorized an additional three-year, $5.00 billion stock repurchase program which will commence upon
the completion of our existing program authorized in May 2010. Weintend to use the additional authorization to repurchase our shares
fromtime to time, to offset the dilution created by shares issued under employee stock plans and to repurchase shares opportunistically.
See Item 8, Note 13 to our Consolidated Financial Statements included in this Annual Report on Form 10-K for more information
regarding our stock repurchase programs.

The table below summarizes our slock repurchase activily for the three months ended December 31, 2010 Gn thousands, except per
share amounts):

Total Numberof MaximumFair Value
Shares Purchased as of Shares that May Yet

Total Number of Average Price Paid Part of Publicly Be Purchased Under
Shares Purchased per Share Announced Programs the Program

October 1—October 31, 2010 4,671 $ 37.43 4,670 $ 2,419,713
November |—November 30, 2010 5,485 $ 38.35 5,470 $ 2,209,943

December 1—December 31, 2010 6,252 $ 36,02 6,251 $ 1,979,174

Total 16,408 $ 37.54 16,391

. ‘The difference between the total number of shares purchased and the total numberofshares purchased as part of publicly announced
programs is due to shares of commonstock withheld by us from employeerestricted stock awards in order to satisfy our applicable
tax withholding obligations.
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ITEM6. SELECTED FINANCIAL DATA

GILEAD SCIENCES,INC.

SELECTED CONSOLIDATED FINANCIAL DATA

(in thousands, except per share data)

Year Ended December 31,

 

  

2010 2009 2008 2007 2006

CONSOLIDATED STATEMENT OF INCOMEDATA:

‘Total revenues $7,949,420 $7,011,383 $5,335,750 $4,230,045 $ 3,026,139

lotal costs and expenses $3,987,198 $3,482,162 $2,657,209 $2,065,538  §$ 3,784,892
Income(loss) from operations $3,962,222 $3,529,221 $2,678,541 $2,164,507 $ (758,753)
Provision for income taxcs $1,023,799 $ 876,364 $ 702,363 $ 635,355 $ 538,857

Net income(loss) attributable to Gilead $2,901,257 $2,635,755 $1,978,899 $1,584,902 $1,209,866)

Net income(loss) per share attributable to Gilead common
stockholders—basic $ 3.39 § 21s 215 5 L711 §$ (1.32)

Shares used in per share calculation—basic 856,060 904,604 920,693 929,133 918,212

Net income (loss) per share attributable to Gilead common
stockholders—diluted $ 332 $ 2.82 $ 2.06 § 164 §$ (1.32)

Shares used in per share calculation—diluted 873,396 934,109 958,825 964,356 918,212

As of December31,
——2010 20092008 2007 2006

CONSOLIDATED BALANCE SHEETDATA:

Cash, cash equivalents and marketable securities $ 5,318,071 $3,904,846 $3,239,639 $2,722,422 $1,389,566
Working capital $ 3,243,132 $2,940,927 $3,057,416 $2,271,344 $1,644,886
‘Total assets @ $11,592,630 $9,698,559 $6,936,831 $5,731,055 $3,961,612

Other long-term obligations $ 27,401 $§ 35,918 $$ 21,462 § 11,604 $ 91,847
Convertible senior notes @) $ 3,477,564 $1,155,443 $1,098,025 $1,043,998 $ 992,894

Retained earnings (accumulated deficit) $ 1,183,730 $1,995,272 $ 300,314 $ 198,775 §$ (911,272)
Total stockholders’ equity $ 6,121,837 $6,505,158 $4,465,583 $3,752,630 $2,051,546
M)

(3)

During 2010, we recorded $136.0 million of impairment charges in R&D expense, related to certain in-process research and
development (IPR&D) asscts acquired from CV ‘lherapeutics, Inc. (CV Therapeutics). Sce Item 8, Notes 5 and 9 to our Consolidated
Financial Statements included in this Annual Report on Form 10-K.

During 2008, we completed the acquisition ofall ofthe assets of Navitas Assets, LLC related to its cicletanine business for an
aggregate purchase price of $10.9 million which wasallocated to purchased IPR&D.

During 2006, we completed the acquisition of Myogen, Inc. for an aggregate purchaseprice of $2.42 billion, of which $2.06 billion
wasallocated to purchased IPR&D. In 2006, we also acquired the net asscts of Corus Pharma,Inc. for $415.5 million, of which
$335.6 million was allocated to purchased IPR&D.

During 2009, we completed the acquisition of CV Therapeutics and we recognized considerationtransferred of $1.39 billion which
was primarily recorded in intangible assets. See Item 8, Note 5 to our Consolidated Financial Statements included in this Annual
Report on Form 10-K.

During 2010, we issued $2.50 billion principal amount of convertible senior notes in a private placement. See Item 8, Note 11 to our
Consolidated Financial Statements included in this Annual Report on Form 10-K.

During 2006, we issued $1.30 billion principal amount of convertible seniornotes in a private placement. See Item 8, Note 11] to our
Consolidated Financial Statements included in this Annual Report on Form 10-K.
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