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COLLABORATION AND LICENSE AGREEMENT

THIS COLLABORATION AND LICENSE AGREEMENT(“Agreement”) is made
and entered into effective as of August 1, 2006 (the “Execution Date”), by and between
POZENINC.. a Delaware corporation havingoffices at 1414 Raleigh Road, Suite 400, Chapel
Hill, North Carolina (“POZEN”), and ASTRAZENECAAB,a Swedish corporation having an
office at SE-431 83, Mélndal, Sweden (“AstraZeneca”). POZEN and AstraZeneca each maybe
referred to herein individually as a “Party,” or collectively as the “Parties.”

RECITALS

A. POZEN controls certain patents and other intellectual property pertaining to
pharmaceutical products having gastroprotective agents in single fixed combination oral solid
dosage form with non-steroidalanti-inflammatory drugs.

B. AstraZeneca desires to obtain a license to POZEN’sintellectual property and to
enter into a collaboration with POZEN for the purpose of developing and commercializing
certain pharmaceutical products.

Cc. POZEN desires to grant AstraZeneca such a license and to enter into such a
collaboration on the terms and conditionsset forth in this Agreement.

In consideration of the foregoing premises, the mutual promises and covenants set forth
in this Agreement, and other good and valuable consideration, the receipt and sufficiency of
which are hereby acknowledged, POZEN and AstraZeneca hereby agree as follows:

AGREEMENT

1. DEFINITIONS

Whenusedin this Agreement, capitalized terms will have the meanings as defined below
and throughout the Agreement. All financial and accounting terms not otherwise defined in this
Agreement, whether capitalized or not, shall have the meanings assigned to them in accordance
with generally accepted accounting principles based on International Accounting
Standards/International Financial Reporting Standardsas in effect from time to time (“IFRS”).

1.1 “ADA Budget” has the meaning set forth in Section 3.3.3 (Expenses).

1.2 “Additional Development Activities” means any activities related to the
Development of the Initial POZEN Product that are not Core Development Activities.
Additional Development Activities agreed upon as of the Execution Date are included in the
Initial U.S. Development Plan andInitial ROW DevelopmentPlan.

13 “Adverse Event” means any adverse medical occurrence in a patient or clinical
investigation subject that is administered a pharmaceutical product, as designated under 21 CFR
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§ 312.32 and any other Applicable Lawin the Territory.

14 “Affiliate” means a legal entity that, directly or indirectly, through one or more
intermediaries, controls, is controlled by, or is under common control with an entity. For
purposes ofthis definition only, “control” and, with correlative meanings, the terms “controlled
by” and “under common control with” means (a) the possession, directly or indirectly, of the
powerto direct the managementorpolicies of a legal entity, whether through the ownership of
voting securities or by contract relating to voting rights or corporate governance, or (b) the
ownership, directly or indirectly, of more than 50% of the voting securities or other ownership
interest of a legal entity; provided, that if local law restricts foreign ownership, control will be
established by direct or indirect ownership of the maximum ownership percentage that may,
undersuchlocal law, be ownedbyforeign interests.

15 “Applicable Law” meansthe laws, rules, and regulations, including anystatutes,
rules, regulations, guidelines, or other requirements that may be in effect from time to time and
applyto the activities contemplated by this Agreementin the Territory.

16 “AstraZeneca House Marks” means any trademarks, trade names, domain
names, or other names or marks used orregistered by AstraZenecaorits Affiliates at any time
during the Term to identifyitself.

1.7 “AstraZeneca Invention” means any Invention that is conceived solely by one
or more employees, agents, or independent contractors of AstraZenecaorits Affiliate(s).

1.8 “Blocking Patent” means a Patent owned or controlled by a Third Party, one or
more Valid Claims of which, in the absence of a license thereunder, would be infringed by the
making,use,sale, offering for sale, or importation of a POZEN Product.

1.9 “Budgeted Development Activities” means the Additional Development
Activities described in the first ADA Budget approved by the GPT pursuant to Section 3.3.3
(Expenses) and the first U.S. DevelopmentPlan and first ROW DevelopmentPlan approved by
the GPTpursuant to Section 3.1 (Development Plans), in each case consistent with the Initial
U.S. DevelopmentPlan and Initial ROW Development Plan.

1.10 “Business Combination” means any merger, consolidation, sale of stock, sale or
transfer ofall or substantially all of the assets, or other similar transaction to which POZENis a
party, other than any merger, consolidation, or similar transaction following which the
individuals and entities who were the beneficial owners of the outstanding voting securities of
POZEN immediately prior to such transactionstill beneficially own, directly or indirectly, more
than fifty percent (50%) of the voting power of the surviving entity immediately after such
transaction.

1.11 “Business Day” means anyday other than (i) Saturday or Sundayor(ii) any other
day on which banks in New York, New York, United States, the United Kingdom or Sweden are
permitted or required to be closed.

112 “Calendar Quarter” means the respective periods of three (3) consecutive
calendar months ending on March 31, June 30, September 30 and December31.
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1.13 “cGCP” means current goodclinical practices as defined in U.S. Regulations 21
CFR §§ 50, 54, 56, 312 and 314,(or in the case of foreign jurisdictions, comparable regulatory
standards), the International Conference of Harmonization (ICH) E6 “Good Clinical Practice:
Consolidated Guidance,” and in any successor regulation or any official guidance documents
issued by an applicable Regulatory Authority.

1.14. “cGLP” means current good laboratory practice standards as defined by the FDA
pursuant to 21 CFR Part 58 (or in the case of foreign jurisdictions, comparable regulatory
standards), and in any successor regulation or any official guidance documents issued by a
Regulatory Authority.

1.15 “cGMP” means current good manufacturing practices as contained in 21 CFR
Parts 210 and 211 as amended from time to time and any equivalents contained in regulations in
countries outside the U.S.

1.16 “Change of Corporate Control” means the occurrence of either of the
following:

(a) a Business Combination involving POZEN; or

(b) the acquisition (whether in a single transaction or series of related
transactions) after the Effective Date by a Third Party or Group ofbeneficial ownership ofJj

of POZEN’svoting securities.

1.17 “Clinical Trial Materials” means the Initial POZEN Product formulated in

accordance with the specifications of Schedule 6.1, matching placebo and matching individual
ingredients and comparators, each packaged andlabeled for use in the applicable clinicaltrial.

1.18 “Combination Product” means a Product that includes one or more

pharmaceutically active ingredients (in addition to a single Gastroprotective Agent and a single
NSAID) andis sold in final form either in a single fixed combination oral solid dosage or as
separate doses in a single package andpriced as one item.

1.19 “Commercial Launch” means the nationwide commercial sale, promotion and
distribution of POZEN Product in a particular country of the Territory following receipt of
Marketing Approval in such country.

1.20 “Commercialization” meansall activities relating to the manufacture, marketing,
promotion, advertising, selling and distribution of Product in any country of the Territory,
including pre-Commercial Launch market developmentactivities conducted in anticipation of
Marketing Approval of Product, including, without limitation, seeking pricing and
reimbursement approvals for Product, preparing advertising and promotional materials, sales
force training, and all interactions andactivities (e.g., dossier preparations andfilings) associated
with Regulatory Authorities regarding the commercialization of Product and the maintenance of
Marketing Approvals. The term “Commercialize” has a correlative meaning.

1.21. “Commercialization Plan”has the meaningset forth in Section 5.4.1.

-3-
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1.22 “Commercialized POZEN Product” has the meaning set forth in Section
12.6.4(b)(ii).

1.23 “Competing Product” means, with respect to a particular Product being
Commercialized by AstraZeneca or anyofits Affiliates or Sublicensees in any country of the
Territory, a product being marketed by or on behalfof a Third Party (other than a Sublicensee) in
the same country containing atleast

 
1.24 “Controlled” means, with respect to any Know-How,Patent, or otherintellectual

property right, the possession of the right, whether directly or indirectly, and whether by
ownership, license or otherwise, to assign, or grant a license, sublicense or other right to or
under, such Know-How,Patent or right as provided for herein without violating the terms of any
agreementor other arrangements with any Third Party.

1.25 “Core Development Activities” means anyactivities identified on Exhibit B as
being paid for by POZEN.

1.26 “DDMAC” means the FDA’s Division of Drug Marketing, Advertising, and
Communications.

1.27 “Develop” or “Development” meansall activities relating to pre-clinical and
clinical development of a Product andall developmentactivities relating to the preparation and
filing of NDAs and obtaining of Marketing Approvals, price and reimbursement approvals,
including, without limitation, preparing and conducting pre-clinical testing, toxicology testing,
human clinical studies, regulatoryaffairs.

1.28 “Development Program” means the program of Development described in the
U.S. Development Plan and ROWDevelopmentPlan, each as amended from time to time.

1.29 “Diligent Efforts” means, (A) with respect to the Development, Manufacture or
Commercialization by AstraZeneca of a product, at any given time as the case maybe, efforts
and resources reasonably used by AstraZeneca or its Affiliates (giving due consideration to
relevant industry standards) for AstraZeneca’s own products (including internally developed,
acquired and in-licensed products) with similar commercial potential at a similar stage in their
lifecycle (assuming continuing development of such product), taking into consideration their
safety, tolerability and efficacy, the profitability (taking into account any payments payable
under this Agreement), the extent of market exclusivity, patent protection, cost to develop the
product, promotable claims, and health economic claims, and (B) with respect to the
Development by POZEN of a product, at any given time as the case may be, efforts and
resources reasonably used by an entity in the pharmaceutical industry of similar resources and
expertise as POZEN, for such similar entity’s own products (including internally developed,
acquired and in-licensed products) with similar commercial potential at a similar stage in their
lifecycle (assuming continuing development of such product), taking into consideration their
safety, tolerability and efficacy, the profitability (taking into account any payments payable
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under this Agreement), the extent of market exclusivity, patent protection, cost to develop the
product, promotable claims, and health economicclaims.

1.30 “Direct Costs” means all amounts which POZEN disburses to vendors for

services rendered or product supplied in conducting studies pursuant to this Agreement. For
clarification, no POZEN employee compensation, internally consumedsupplies, utility charges,
recoverable Indirect Taxes or other indirect costs will be included in Direct Costs.

1.31 “Effective Date” has the meaning as defined in Section 12.1 (HSR Act).

1.32. “EMEA” means the European Medicines Agency, or any successor agency
thereto.

1.33 “Esomeprazole” meansthat certain pharmaceutical compound with the name (5-
methoxy-2-{(S)-[(4-methoxy-3,5-dimethylpyridin-2-yl)methyl]sulfinyl}-1H-benzimidazole),
including any
 

 

1.34 “FDA” means the United States Food and Drug Administration, or any successor
agency thereto.

1.35 “Field of Use” means the treatment of human diseases and conditions by means
of a pharmaceutical product.

1.36 “First Commercial Sale” means, with respect to a Product and on a country-by-
country basis, the date on which AstraZenecaor its Affiliate or Sublicenseefirst sells the Product
intended for commercial distribution to any Third Party after receipt of NDA Approval of such
Product in such country (including, without limitation, sale in an individual state, province or
similar sub-national political subdivision in which Marketing Approval may be received). Sale
of a Product for clinical studies, compassionate use, named patient programs, under a treatment
IND,test marketing, any clinical studies, or any similar instance where the Product is supplied
with or without charge will not constitute a First CommercialSale.

1.37 “Formulation Budget” has the meaningset forth in Section 6.1.4 (Expenses).

138 “Formulation Development Activities” has the meaning set forth in
Section 6.1.4 (Expenses).

139 “Formulation Technology” means any Know-How Controlled by AstraZeneca
in the AstraZeneca Inventions that are used by AstraZeneca in the manufacture, use, sale or
import of the formulation of a Commercialized POZEN Product, and any Patents Controlled by
AstraZeneca claiming such AstraZenecaInventions; provided, that Formulation Technologywill
not include any Patents or Know-Howtothe extent directed to a Gastroprotective Agent, non-
steroidal anti-inflammatory, or other drug or chemical agent, or any methods of manufacture or
use thereof.

1.40 “FTE Costs” means an amount equalto multiplied by the total number of
hours spent by POZEN development personnel onducting
Additional Development Activities for the Development ofInitial POZEN Products pursuant to
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this Agreementin accordance with a Development plan and budget approved by the GPT.

1.41 “Gastroprotective Agent” means proton pump inhibitors and H2 receptor
antagonists for the treatment, prevention or amelioration ofinjuryto the gastrointestinal tract.

1.42 “GPT” means AstraZeneca’s global product team operating pursuant to
AstraZeneca’s instructions for global product teams for the Initial POZEN Product with
representatives of AstraZeneca having expertise in the areas of research & development,
marketing, regulatory, intellectual property, finance, toxicology, and otherareas.

1.43 “GPT Chair”will have the meaningset forth in Section 2.2.1 (GPT) .

1.44. “Group” means a group ofrelated persons or entities deemed a “person” for
purposes ofSection 13(d) of the Securities Exchange Act of 1934, as amended.

1.45 “IND” means an Investigational New Drug Application filed with the FDA
pursuant to 21 CFR § 312.20, or the corresponding filing in any country or regulatory
jurisdiction other than the United States required for the clinical testing in humans of a
pharmaceutical product.

1.46 “Indirect Tax” means value added taxes, sales taxes, consumption taxes and
other similar taxes.

1.47 “Initial POZEN Product” means the POZEN Product containing non-enteric
coated Esomeprazole and enteric-coated Naproxen that is the subject of the Initial U.S.
DevelopmentPlan and Initial ROW DevelopmentPlan, subject to substitution (either throughout
the Territory or in any one or more countries of the Territory) in accordance with Section 3.4.2
(Substitution) hereof.

1.48 “Initial ROWDevelopmentPlan” meansthe outline for the ROW Development
Plan, as set forth in Exhibit D as of the Effective Date.

1.49 “Initial ROW DevelopmentPlan Timeline” means the ROW DevelopmentPlan
Timeline attached to this Agreement as Exhibit E as of the Effective Date.

1.50 “Initial U.S. Development Plan” means the outline for the U.S. Development
Plan, as set forth in Exhibit B as of the Effective Date.

1.51 “Initial U.S. Development Plan Timeline” means the U.S. Development Plan
Timeline attached to this Agreement as Exhibit C as of the Effective Date.

1.52 “Invention” means any invention, discovery or Know-Howthat is conceived
during the Term in the performance ofactivities undertaken pursuant to this Agreement by
employees, agents, or independent contractors of either Party, its Affiliates or Sublicensees and
is Controlled by such Party, Affiliates or Sublicensees.

1.53 “Joint Invention” means anyInvention that is conceived jointly by one or more
employees, agents, or independent contractors of AstraZenecaorits Affiliate(s) and one or more
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employees, agents, or independent contractors of POZENorits Affiliate(s).

1.54 “Joint Patent” meansa Patent claiming a Joint Invention.

1.55 “JSC” has the meaningsetforth in Section 2.1.2 (Joint Steering Committee).

1.56 “Know-How” means any non-public, documented or otherwise recorded or
memorialized knowledge, experience, know-how, technology, information, and data, including
formulas and formulations, processes, techniques, unpatented inventions, discoveries, ideas, and
developments,test procedures, and results, together with all documents and files embodying the
foregoing.

1.57 “Licensed Know-How” means any Know-Howthatis necessaryor useful for the
Development, Manufacture or Commercialization of Product in the Field of Use and that is
Controlled by POZENoranyofits Affiliates as of the Effective Date or during the Term.

1.58 “Licensed Patents” means: (a) the Patents set forth on Schedule 1.58, and any
substitutions, divisions, continuations, continuations-in-part, reissues, renewals, registrations,
confirmations, re-examinations, or extensions of such Patents, (b) any Patents Controlled by
POZENoranyofits Affiliates as of the Effective Date or during the Term that claim Inventions
(including without limitation POZEN’s interest in Joint Inventions), (c) all other Patents
Controlled by POZEN oranyofits Affiliates as of the Effective Date or during the Term that are
necessary or useful for the Development, Manufacture or Commercialization of a Product; and
anyforeign counterparts of any of the foregoing.

159 “Licensed Technology” means the Licensed Patents and the Licensed Know-
How.

1.60 “Major Ex-U.S. Market” meansthe following countries:J

EITERNTOTTTSRNor any countrysubstituted for one of the foregoing countriespursuantto Section 4.1.2 (Outside the U.S.).

1.61 “Manufacture” meansall activities related to the manufacturing of a Product, or
any ingredient thereof, including but not limited to formulation development and process
development for the manufacture of a Product, manufacturing supplies for Development,
manufacturing for commercial sale, packaging, in-process and finished producttesting, release of
product or any component or ingredient thereof, quality assurance activities related to
manufacturing and release of product, ongoingstability tests and regulatory activities related to
any of the foregoing. “Manufacture” shall not include any of the above activities with respect to
Esomeprazole as an active ingredient.

1.62 “Market Reduction” has the meaning set forth in Section 8.4.3 (Rate Step Down
for Competing Product Entrants).

1.63 “Marketing Approval” means all approvals (including NDA Approvals and,
where available under Applicable Law,pricing and reimbursementapprovals in accordance with
Applicable Law) of any Regulatory Authority in a country, that are necessary or useful to be
obtained prior to the manufacture or Commercialization of a Product in that country. For
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purposes ofclarification, “Marketing Approval” in the U.S. shall have the same meaning as
NDAApproval in the U.S.

1.64 “Milestone Events” means the events listed under the heading “Milestone
Events” in the table in Section 8.2 (Development Milestone Payments).

1.65 “Naproxen” means that certain pharmaceutical compound with the chemical
name (S)-6-methoxy-(alpha)-methyl-2-naphthaleneacetic acid, including any yy Gj

1.66 “NDA” means a New Drug Application filed with the FDA as described in 21
CFR § 314, or any corresponding application for Regulatory Authority approval (not including
pricing and reimbursementapproval) in any country or regulatory jurisdiction other than the U.S.

1.67 “NDA Approval” means receipt of a letter from the FDA, or equivalent
Regulatory Authority in jurisdictions outside the U.S., approving an NDA.

1.68 “Net Sales” means with respect to any Product, the gross amounts recognized by
AstraZeneca, its Sublicensees orits Affiliates from Third Party customers for sales of a Product
in the Territory, less the following deductions made by AstraZeneca (to the extent not already
taken by AstraZeneca in the Product invoice or in amounts recognized), its Sublicensees orits
Affiliates in arriving at net sales as reported in the AstraZeneca statutory accounts prepared in
accordance with IFRS:

(a)—_actual credited allowances to such Third Party customers for
spoiled, damaged, rejected, recalled, outdated and returned Product and for retroactive price
reductions;

(b) the amounts oftrade and cash discounts actually granted to Third
Party customers, to the extent such trade and cash discounts are specifically allowed on account
of the purchase of such Product;

(c) sales taxes, excise taxes and import/export duties actually due or
incurred in connection with the sales of a Product to any Third Party customer;

(d) allowances, adjustments, reimbursements, discounts, chargebacks
and rebates actually granted to Third Party customers (not in excess of the selling price per unit
of such Product);

(e) other deductions from gross sales madein arriving at net sales as
reported in the AstraZenecastatutory accounts; and

(fp allowance for transportation costs, distribution expenses, special
packaging andrelated insurance charges in the amountSs:the
NetSales calculated after applying the deductionsofitems (a)-(e) above.

Net Sales shall be calculated using AstraZeneca’s internal audited systems used to report such
sales as adjusted for any of items (a)-(f) above not taken into account in such systems.
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Notwithstanding the foregoing, if Product is sold as a Combination Product, the Net Sales used
for the calculation of the royalties under Section 8.4 (Royalties) shall be determined as follows:

“a X Net Sales of the Combination Product, where:
A= Standard Sales Price of the ready-for-sale form of the Product if sold

separately from the Combination Product in question, in the given
country.

B= Standard Sales Price of the ready-for-sale form of a product containing
the same amountof the other therapeutically active ingredient(s) that is
contained in the Combination Product in question, in the given country.

If, in a specific country, (a) the other therapeutically active ingredient(s) in such Combination
Productare not sold separatelyin such country, Net Sales shall be adjusted by multiplying actual
Net Sales of such Combination Product by the fraction A/C, where C is the Standard Sales Price
in such country of such Combination Product, and (b) if a Product contained in the Combination
Product is not sold separately, Net Sales shall be calculated by multiplying actual Net Sales of
such Combination Product by the fraction (C-B)/C, where B is the Standard Sales Price in such
country of the other therapeutically active ingredient(s) in the Combination Product and C is the
Standard Sales Price in such country of the Combination Product. If, in a specific country, both
a Product in a Combination Product and a product containing the other active ingredients in such
Combination Product are not sold separately, a market price for such Product and such other
active ingredients shall be negotiated by the Parties in good faith based upon the market price of
products that are comparable to such Product or such other active ingredients, as applicable. In
each country where the Product in the Combination Product is marketed, the Standard Sales
Price of the Product in such Combination Product for purposes ofcalculating the royalty payable
to POZENwill be noless thanofthe Standard Sales Price of the Product
sold outside of such Combination Product in such country.

In addition, and notwithstanding the foregoing, if a Product is sold together with other goods
with or without a separate price for such Product(such group ofproducts including the Product a
“Product Set”), then the Net Sales applicable to the quantity of such Product included in any
suchtransaction will be calculated as follows:

A

A+B x Net Sales of the Product Set, where:

A= Standard Sales Price of the Productif sold separately from the Product
set in question, in the given country.

B= Thetotal of the Standard Sales Prices ofall products in the Product Set
other than the Product, in the given country.
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1.69 “Nexium” means AstraZeneca’s products containing Esomeprazole as the sole
active ingredient in any presentation form.

1.70 “Nexium Business” means AstraZeneca’s development and commercialization
activities pertaining to Esomeprazole and Esomeprazole based products.

1.71 “NSAID” means any non-steroidal anti-inflammatory drug, the primary
mechanism ofaction of whichis inhibition of cyclooxygenase, but excluding acetyl salicylic acid
(including salts and derivatives thereof).

1.72 “Patent Challenge” has the meaningset forth in Section 9.9,

1.73 “Patents” means (a) all patents and patent applications in any country or
supranational jurisdiction, and (b) any substitutions, divisions, continuations, continuations-in-
part, reissues, renewals, registrations, confirmations, re-examinations, extensions, supplementary
protection certificates and the like, and any provisional applications, of any such patents or
patent applications.

1.74 Bas the meaningset forth in Section 6.1.3.

1.75 “PDUFA Date” meansthe date identified in an official communication from the

FDAasthe target date by which the FDA expectsto issue an action letter, as required under the
Prescription Drug User Free Act of 1992 (P.L. 102-571), as amended andin effect from time to
time.

1.76 rlGE Study described in the Initial U.S.DevelopmentPlan.

ESa3:described in the U.S. DevelopmentPlan.

1.78 “Post-Approval Failure” means: (a) a mandatory withdrawal or recall of a
Product by a Regulatory Authority in any country in the Territory, or (b) any voluntary
withdrawal orrecall of a Product in the U.S. or a Major Ex-U.S. Market country that arises from
risks associated with a serious adverse health consequence or death reported to a Regulatory
Authority anywhere in the world. Notwithstanding the foregoing, any such recall that results
primarily from AstraZeneca’s or its Affiliate’s or Sublicensee’s gross negligence, willful
misconduct, or failure to comply with Applicable Law in the Development, Manufacture or
Commercialization of a Product shall not be considered a Post-ApprovalFailure for purposes of
this Agreement.

1.79 “POZEN House Marks” means anytrademarks, trade names, domain names, or
other namesor marks used or registered by POZENorits Affiliates at any time during the Term
to identifyitself.

1.80 “POZEN Invention” means anyInvention that is conceived solely by one or
more employees, agents, or independent contractors of POZENorits Affiliate(s).

-10-

ATTORNEY CONFIDENTIAL PZ00002559
Page 17 of 105 Patent Owner Ex. 2067

Mylan v. Pozen
IPR2017-01995



1.81 “POZEN Product” means any product that combines a Gastroprotective Agent
and any NSAID in a single fixed combination dosage form, that would, if made, used, sold,
offered for sale, had made, imported or exported without a license from POZEN ofthe Licensed
Patents, infringe one or more Valid Claims of the Licensed Patents.

1.82 “Pre-Approval Failure” means anyof the following:

(a) POZEN’s failure to deliver the formulation, manufacturing
process, data and materials for the Initial POZEN Product in accordance with the terms of
Section 6.1.1 (Initial POZEN Product) or Section 6.1.2 (ROW POZENProducts);

(b) the receipt of notice from the FDA, EMEAorother Regulatory
Authority in the EU that successful completion of the Budgeted Development Activities and
Core Development Activities would be insufficient to achieve NDA Approval of the Initial
POZEN Product without the performance of Additional Development Activities that are not
included in the Budgeted Development Activities and that would be reasonably expected, in the
aggregate, to either (i) delay the anticipated date of NDA Approval of the Initial POZEN Product
by more thai past the dates set forth in the Initial U.S. Development Plan
Timeline or for any countryof the EU set forth in the Initial ROW Development Plan Timeline,
or(ii) require AstraZeneca to spend more than an aggregateoff to perform: provided
that, the cost of any such Additional Development Activities conducted pursuantto the
GEE Studies shall not be counted toward suchIlimit;

(c) either (i) the failure of(J Study described in the Initial
U.S. Development Plan to satisfy its primary endpoint for all doses of the Initial POZEN
Product, or (ii) the failure o Studydescribed in the Initial U.S.
Development Plan to satisfy its primary endpoint,
  
 

(d) receipt of results of a clinical trial of the Initial POZEN Product
that show that such Initial POZEN Productis unsafe:

(e) TPPFailure;

(f) the receipt of notice from the FDA, the EMEA or a Regulatory
Authority in a countryin the Major Ex-U.S. Market that the NDA for the Initial POZEN Product
in such country is not approvable;

(g) after the submission of an NDA for the Initial POZEN Product,
receipt of notice from the FDA, EMEAorother Regulatory Authority in the EU that such NDA
will not be approved without the performance of Additional Development Activities that would
be reasonably expected, in the aggregate, to either (i) delay the anticipated date of NDA
Approvalofthe Initial POZEN Product by more than past the date set forth
in the Initial U.S. DevelopmentPlan Timeline or for any country of the EU set forth in the Initial
ROW DevelopmentPlan Timeline, or (ii) require AstraZeneca to spend more than an aggregate
Of0 perform:or

(h)—subject to the terms of Sections 2.3.5 (Interim Results of|
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GR) and 4.3.3 (Label Negotiations and Approval), delay in Developmentactivities not
caused by AstraZeneca’s failure to comply with its obligations under this Agreementthat, in the
aggregate, will delay NDA Approval for the Initial POZEN Productin either the U.S. or the EU
at least(beyond the date for such NDA Approvalset forth in the Initial U.S.
Development Plan Timeline and the Initial ROW Development Plan Timeline.

1.83 “Product” means: (a) any POZEN Product, and (b) any other product that
combines a Gastroprotective Agent and any NSAID in a single fixed combination oral solid
dosage form (with or without one or more additional therapeutically active agents), which
product is developed or commercialized by or for, invented or acquired by, or comes under the
Control of AstraZenecaor its Affiliates during the Term. For the avoidance of doubt, “Product”
does not include any product containing acetyl salicylic acid (including salts and derivatives
thereof).

1.84 “Product Labeling” means (a) the full prescribing information for a POZEN
Product approved by the applicable Regulatory Authority, and (b) all labels and other written,
printed or graphic information included in or placed upon any container, wrapper or package
insert used with or for the POZEN Product.

1.85 “Product Trademarks” means anytrademarks, trade dress (including packaging
design), logos, slogans, domain names and designs, whether or not registered in a country or
territory, selected and owned by AstraZeneca and used to identify or promote a POZEN Product,
but excluding any POZEN House Marks and AstraZeneca House Marks.

1.86 “Promotional Materials” meansall sales representative training materials and
all written, printed, graphic, electronic, audio or video presentations of information, including,
without limitation, journal advertisements, sales visual aids, formulary binders, reprints, direct
mail, direct-to-consumer advertising, internet postings, broadcast advertisements and sales
reminder aides (for example, note pads, pens and other such items) intended for use or used by
AstraZeneca or its Affiliates in connection with any promotion ofthe Initial POZEN Product
hereunder, but excluding Product Labeling.

1.87 “Proof of Concept Study” means the JJ Study and KJ Study
described in the Initial U.S. DevelopmentPlan.

1.88 “Regulatory Authority” means, in a particular country or jurisdiction, any
applicable government regulatory authorities involved in granting approval to marketorsell a
Product, including any pricing and reimbursement approvals, in such country or jurisdiction,
including, (a) in the United States, the FDA, and any successor government authority having
substantially the same function, (b) any non-United States equivalent thereof, and (c) in the EU,
the EMEAandanynational regulatory authority in any EU country.

1.89 “Regulatory Materials” means regulatory applications, submissions,
notifications, registrations, Marketing Approvals or other submissions made to or with a
Regulatory Authority that are necessary or reasonably desirable in order to develop,
manufacture, market, sell or otherwise Commercialize the Initial POZEN Productin a particular
country, territory or possession. Regulatory Materials include, without limitation, INDs and
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NDAs, and amendments and supplements for anyof the foregoing, and applications for pricing
and reimbursementapprovals.

1.90 “ROW Development Plan” means the plan for the Developmentof the Initial
POZENProduct for Marketing Approval in the Territory outside the U.S. as may be updated and
amendedfrom time to time by the GPT in accordance with this Agreement.

1.91 “ROWDevelopment Plan Timeline” means the estimated timeline for
completion of the ROW Development Plan, as may be updated and amended from time to time
by the GPT in accordance with this Agreement.

1.92 “Royalty Term” has the meaningset forth in Section 8.4.2 (Royalty Term).

1.93 “Specifications” has the meaning set forth in Section 6.1.1 (Manufacturing
Development;Initial POZEN Product).

1.94 “Standard Sales Price” means, as reported by IMS (or ACNielsenin the case of
over-the-counter products) in the relevant country, the average sales price for the preceding
Calendar Quarter for the Product or, in the case of a Combination Product, the average sales
price for the applicable presentation and dosage strength of all marketed brands of the other
therapeutically active ingredient(s). As used herein, “presentation” means the method of
administration of a pharmaceutical substance into the human body, including, but not limited to,
solid oral (including tablets, capsules, gelcaps, sachets and caplets), other oral (including
suspension and solution), parenteral (including intramuscular, subcutaneous and intravenous),
transdermal, suppository and intranasal.

1.95 “Sublicense Agreement” means any agreement under which AstraZeneca grants
a Third Party a sublicense, option or other right under the Licensed Technology to make, use,
have made,sell, offer for sale, import and export Products in the Field of Use in the Territory.

1.96 “Sublicensee” means any Third Party that has entered into a Sublicense
Agreement.

1.97 “Term”has the meaning assignedto it in Section 12.2 (Term).

1.98 “Territory” means all countries of the world, excluding Japan, unless and until
AstraZeneca exercises the option under Section 7.6 (Japan Option), whereupon the Territory
shall beall countries of the world.

1.99 “Third Party” meansany entity other than POZEN,AstraZeneca, or any oftheir
respective Affiliates.

1.100 “Third Party Royalties” means upfront, commercialization milestone, royalty
and any other similar payments paid by AstraZeneca or any AstraZeneca Affiliate to any Third
Party in consideration for a license to a Blocking Patent for the Development or
Commercialization of POZEN Products.

1.101 “TPP”shall mean the target product profile of the Initial POZEN Product as
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described in ExhibitF.

1.102 “TPP Endpoints” means the endpoints of the TPP Studies as described in
Exhibit F.

1.103 “TPP Failure” means the failure of any TPP Study to achieve TPP Endpoint
Success, as defined in Exhibit F.

1.104 “TPP Studies” means the studies entitledPO
GB in the Initial U.S. DevelopmentPlan.

1.105 “U.S.” means the United States of America and its possessions andterritories.

1.106 “U.S. Development Plan” means the plan for the Development of the Initial
POZENProduct for Marketing Approval in the U.S. as may be updated and amended from time
to time by the GPTin accordance with this Agreement.

1.107 “U.S. Development Plan Timeline” meansthe estimated timeline for completion
of the U.S. Development Plan, as may be updated and amended from timeto time by the GPT in
accordance with this Agreement.

1.108 “Valid Claim” means any claim of any issued and unexpired patent or a patent
application that has not been disclaimed or held invalid or unenforceable by judgment or decree
entered in any judicial proceeding that is not further reviewable through the exhaustion ofall
permissible applications for rehearing or review bya superiortribunal, or through the expiration
of the time permitted for such applications; provided, that any claim in a pending Patent
application that does not issue as a patent claim withinJafter the earliest priority
date of such application will not be a “Valid Claim” until such claim issuesas a patent claim.

2. COLLABORATION GOVERNANCE

2.1 Establishment.

2.1.1 Global Product Team. Within twenty (20) days after the Effective Date,
the Parties will appoint representatives to the GPT in accordance with the terms of this
Section 2.1 and convene the first GPT meeting. The GPT will coordinate and oversee the
Development and Commercialization of the Initial POZEN Product hereunder. The purposes of
the GPT will be, with respect to the Initial POZEN Product only, (a) to coordinate the
management and implementation ofthe Parties’ Development activities hereunder, (b) to update
the U.S. Development Plan in a manner consistent with the Initial U.S. Development Plan by
providing additional detail regarding the activities described therein and to amend the U.S.
Development Plan from time to time, (c) to update the ROW Development Plan in a manner
consistent with the Initial ROW DevelopmentPlan by providing additional detail regarding the
activities described therein and to amend the ROW DevelopmentPlan from timeto time, (d) to
propose, approve, amend andallocate responsibility for performing any Additional Development
Activities, and (e) to develop AstraZeneca’s Commercial Launch and marketing plans for the
Initial POZEN Product. The GPTwill have the membership andwill operate by the procedures
set forth in Section 2.2 (Membership and Procedures).
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2.1.2 Joint Steering Committee Promptly following the Effective Date, the
Parties will create a joint steering committee (the “JSC”) to provide strategic guidance to the
GPTin decisions pertaining to the Initial POZEN Product. The purposes of the JSC will be (a)
to review and make recommendations to the GPT regarding the U.S. Development Plan, and (b)
to resolve disputes of the GPT. The JSC will have the membership and will operate by the
procedures set forth in Section 2.2 (Membership and Procedures).

2.2. Membership and Procedures.

2.2.1 GPT.

(a) Membership. In addition to members designated by AstraZeneca,
the GPT shall have up to three (3) representatives designated by POZEN,attending, observing
and participating in meetings of the GPT at POZEN’s expense, such representatives having the
relevant experience andskill appropriate for service on such team. Such representatives shall be
regular working members of the GPT. AstraZeneca shall be entitled to have as many
representatives serve as members of the GPT as it desires. POZEN may replace its
representatives on the GPT at any time upon written notice to AstraZeneca. AstraZeneca shall
provide POZEN office space at its facilities for such representatives to facilitate such
participation; provided, that such representatives shall comply with all policies and reasonable
restrictions imposed by AstraZeneca and provided to POZEN in writing. Upon prior written
consent of AstraZeneca, which consent will not be unreasonably withheld, a reasonable number
of employees, consultants, representatives or advisors of POZEN who are not POZEN’s GPT
representatives may attend GPT meetings as observers; provided, that such persons shall comply
with all policies and reasonablerestrictions imposed by AstraZeneca and provided to POZENin
writing.

(b) Chairpersons. The global product director for the Initial POZEN
Product designated by AstraZeneca will chair the GPT (“GPT Chair”).

(c) Meetings. The GPT will hold meetings when called by the GPT
Chairbut, in anyevent, at least once every Calendar Quarter. Meetings may beheldin person at
AstraZeneca’s facilities or by means of telecommunication (telephone, video, or web
conferences). Following any GPT meeting, the GPT Chair will be responsible for preparing and
issuing minutes of such meeting within fifteen (15) Business Days thereafter. Such minutes will
not be finalized until a representative of the GPT designated by each Party has reviewed and
confirmed the accuracy of such minutes in writing. If a disagreement regarding the accuracy of
such minutes cannotbe resolved, the minutes will reflect such disagreement.

2.2.2 JSC.

(a) Membership. Each Party will designate an equal number of
representatives, but in no event less than three (3) each, with appropriate expertise to serve as
members of the JSC. Each Party mayreplaceits representatives on the JSC at any time upon
written notice to the other Party.

(b)|Co-Chairpersons. Oneof each Party’s representatives to the JSC
will be designated as a co-chairperson. The co-chairpersons will be responsible for calling
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meetings and preparing and circulating an agenda in advance of each meeting, and preparing
minutes of each meeting.

(c) Meetings. The JSC will hold meetings at least once every
Calendar Quarter, or more frequently as the Parties may agree with at least two meetings held in
person annually. Subject to the preceding sentence, meetings may be held in personat locations
to be determined by the mutual agreementof the Parties (a majority of which mustbe outside the
United States) or by means of telecommunication (telephone, video, or web conferences).
Following any JSC meeting, the co-chairpersons will be responsible for preparing and issuing
minutes of such meeting within fifteen (15) Business Days thereafter. Such minutes will not be
finalized until a representative of each Party has reviewed and confirmed the accuracy of such
minutes in writing. If a disagreement regarding the accuracy of such minutes cannotbe resolved,
the minutes will reflect such disagreement.

2.2.3 Limitations of Powers. The GPT and JSC will have only such powers as
are specifically delegated to them hereunder and will not be a substitute for the rights of the
Parties. Without limiting the generality of the foregoing, the GPT and JSC will not have any
power to amend this Agreement (except amendments to the U.S. Development Plan or ROW
Development Plan). Any amendmentto the terms and conditions of this Agreement may only be
implemented pursuant to Section 15.6 (Entire Agreement; Modifications) below.

2.2.4 Expenses. Each Party will be responsible for all of its own expenses of
participating in the GPT and JSC.

2.3. Decision-Making.

2.3.1 GPT Decisions. Subject to the terms of this Section 2.3 (Decision-
Making), the GPT will act by decision of the GPT Chair. If a POZENrepresentative objects to
any decision, then such dispute will be referred to the JSC.

2.3.2. JSC Decisions. Subject to the terms of this Section 2.3 (Decision-
Making), the JSC will take action by unanimous vote with each Party having a single vote,
irrespective of the numberof representatives actually in attendanceat a meeting, or by a written
resolution signed by the designated representatives of each of the Parties. If the JSC fails to
reach unanimous consenton a particular matter within(ofPOZEN having
requested a formal vote on such matter (or any earlier period mutually agreed to by the Parties if
a delay may reasonably be anticipated to have an adverse effect on the Development or
Commercialization of the Initial POZEN Product), then such dispute will be subject to the
resolution procedures described in Section 2.3.3 (Dispute Resolution) below.

2.3.3 Dispute Resolution. In the event of any dispute in the JSC that is not
resolved pursuantto the terms of Section 2.3.2 (JSC Decisions), either Party may provide written
notice of such failure (a “Notice of Disagreement”) to the Chief Executive Officer of the other
Party (or his or her designee). The Chief Executive Officers or designees of each ofthe Parties
will meet at least once in person or by meansof live telecommunication (telephone, video, or
web conferences) to discuss the matter on which the JSC failed to reach unanimous consent and
use their good faith efforts to resolve the matter within{after receipt ofthe
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Notice of Disagreement by the applicable Chief Executive Officer of a Party. If any such
disagreementis not resolved by the Chief Executive Officers or designees within suchprod then (A) the Chief Executive Officer or designee of POZEN will have the fina
decision-making authority with respect to any such disagreementarising out of either (i) Core
Development Activities (other thanCdor (ii) subject to Section 3.3.3 (Expenses), Additional Development Activities
but onlyto the extent that such activities are required by the FDA to obtain NDA Approvalin the
U.S. of the Initial POZEN Product, and (B) the Chief Executive Officer or designee of
AstraZeneca will have the final decision-making authority with respect to disagreementrelating
to all other matters. Notwithstanding anything to the contrary in this Section 2.3.3 (Dispute
Resolution):

(a) POZEN’S Chief Executive Officer or designee will not make a
final determination that wouldPOwithout AstraZeneca’s prior
written consent;

(b)|POZEN’S Chief Executive Officer or designee will not make a
final determination without the prior written
consent of AstraZeneca; provided, that AstraZeneca will not unreasonably withhold, condition or
delayits consent;

(c) Neither Party’s Chief Executive Officer or designee 
(d) Neither Party’s Chief Executive Officer or designee may make any

decision without the prior written consent ofthe other Party that would  
  

 

will not be

that the foregoing wil set forth in this Agreement
in this Agreement;

(e) AstraZeneca’s Chief Executive Officer or designee will not
without POZEN’s prior written consent

2.3.4 Extension of Pre-Approval Failure Time Limits. [I
aSTONEURENONEif AstraZeneca proposes to change either the U.S.evelopment Plan or the ROW DevelopmentPlan so as to add Development activities that are

reasonablyexpected to delay the NDA Approvalofthe Initial POZEN Productin the U.S. or any
Major Ex-U.S. Market country (other than in a manner required by a Regulatory Authorityto
obtain NDA Approval in the U.S. or any Major Ex-U.S. Market country) beyond the dates for
NDA Approvalset forth in the Initial U.S. Development Plan Timeline and the Initial ROW
Development Plan Timeline, then if the plan is so amended, the Parties will determine in good
faith negotiations whether to adjust the periods referred to in paragraphsP| of the
definition of Pre-ApprovalFailure in Section 1.82 (Pre-Approval Failure) to take accoundelay; provided,that in no eventwill either period be extended longer i;ii
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2.3.5 Interim Results ofRJ If the interim results of the
GEcscribed in the Initial U.S. DevelopmentPlan lead either Party to reasonably

believe that there is a substantial likelihood that theqqwillnotGEE then such Party will provide written notice to the other Party of such determination an
the Parties will discuss in good faith, through the GPT, whether to postpone commencement of
some orall of the future Core Development Activities or Additional Development Activities
pending the receiptibein
understood that ongoing activities will continue).

(a) If, following such GPT discussion, AstraZeneca elects to postpone
commencement of some or all new Additional Development Activities, then POZEN shall not
commence such new Additional Development Activities. If AstraZeneca elects to postpone
commencement of new Additional Development Activities in a way that would be reasonably
likely to delay Development of the Initial POZEN Product, POZEN may postpone
commencementof someorall of the new Core Development Activities for the same period that
AstraZeneca postpones commencement of such new Additional Development Activities, subject
to POZEN’s using Diligent Efforts to commence such new Core Development Activities as soon
as reasonably practicable at the end of such suspension period. Notwithstanding anything to the
contrary herein, any delays in obtaining NDA Approvalof the Initial POZEN Product resulting
from such postponement of Additional Development Activities or Core Development Activities
shall not be counted in determining whetherthe time period in paragrapl{J of Section 1.82
(Pre-Approval Failure) has been exceeded

(b) If, following such GPT discussion, AstraZeneca desires to
postpone commencementof new Additional Development Activities and POZEN doesnot agree
to such postponement, then POZENin its sole discretion may continue performing the applicable
Additional Development Activities at its own expense.

(c) In any event, if
indicates that then unless

AstraZeneca terminates this Agreement on account of a Pre-Approval Failure described in
Section 1.82(c), (i) the Parties will commence the performance of the postponed Additional
Development Activities and Core Development Activities in accordance with the applicable
developmentplans, and (ii) with respect to any Additional Development Activities performed by
POZEN pursuant to the preceding clause (b) during the interim period, AstraZeneca will
reimburse POZENforall costs of performing such activities under the terms of Section 3.3.3
(Expenses). In any event, AstraZeneca will reimburse POZEN for any reasonable cancellation
or suspension fees paid by POZEN in connection with the postponement of Additional
Development Activities contemplated by this Section 2.3.5.

 
 

2.3.6 Limitation. Notwithstanding this Section 2.3 (Decision-Making), any
dispute regarding the interpretation of this Agreement, the performance or alleged
nonperformance ofa Party’s obligations under this Agreement, or any alleged breach ofthis
Agreement will be resolved in accordance with the terms of Section 15.4 (Governing Law;
Dispute Resolution).

3. PRODUCT DEVELOPMENT
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3.1 DevelopmentPlans.

3.1.1 U.S. Development Plan. The Development of Initial POZEN Product
under this Agreement for U.S. Marketing Approval will be governed by the U.S. Development
Plan and the U.S. Development Plan Timeline. As promptly as practicable following the
Effective Date, the GPT will update the U.S. Development Plan in a manner thatis consistent
with the Initial U.S. DevelopmentPlan and the Initial U.S. Development Plan Timeline. Subject
to Section 2.3.3 (Dispute Resolution), from time to time during the Term, the GPT will update
the U.S. DevelopmentPlan as it deems necessary and appropriate. The U.S. Development Plan
will be part of this Agreement and incorporated herein by reference.

3.1.2 ROW Development Plan. The Development of Initial POZEN Product
under this Agreement for Marketing Approval outside the U.S. will be governed by the ROW
Development Plan and the ROW Development Plan Timeline. As promptly as practicable
following the Effective Date, the GPTwill update the ROW DevelopmentPlan in a mannerthat
is consistent with the Initial ROW Development Plan and the Initial ROW Development Plan
Timeline. The ROW DevelopmentPlan will be part of this Agreement and incorporated herein
byreference. Subject to Section 2.3.3 (Dispute Resolution), from time to time during the Term,
the GPT will update the ROW DevelopmentPlanas it deems necessary and appropriate.

3.1.3. TPP Endpoints. The Parties acknowledge that a primary goal of
Development efforts under this Agreement is to generate data that will enable AstraZeneca to
promote the Initial POZEN Product on the basis of the TPP Endpoints. Accordingly, the Parties
agree, subject to Section 3.3 (Additional Development Activities), to use Diligent Efforts to
conduct Additional Development Activities directed to achievement of the TPP Endpoints, to
include the data from the TPP Studies in the NDA (subject to the terms of Section 4.1.1 (In the
U.S.)), and to obtain approval of such Product Labeling as may be necessaryfor the promotion
of the Initial POZEN Productin the U.S. on the basis of the TPP Endpoints (subject to the terms
of Section 4.3.3 (Label Negotiations and Approval)).

3.2. Core DevelopmentActivities.

3.2.1 Performance. POZEN will use Diligent Efforts to perform the Core
DevelopmentActivities.

3.2.2. Records and Reports. POZEN will retain all records required by
Applicable Law to be maintained in connection with its obligations under Section 3.2.1
(Performance) pursuantto the U.S, Development Plan. POZEN will provide written reports to
the GPTonits activities in conjunction with regularly scheduled meetings of the GPT,at a level
of detail reasonably sufficient to enable AstraZeneca to monitor POZEN’s compliance with its
obligation pursuantto this Agreement. Moreover, AstraZenecashall have the right to audit the
facility and records of POZEN and each contract research organization and other vendors
employed by POZEN to conduct Developmentofthe Initial POZEN Productin accordance with
the terms of Section 3.7 (Audits and Inspections).

3.2.3. Expenses. POZEN will bear the expenses for the Core Development
Activities.
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3.2.4 Diligence. POZEN will use Diligent Efforts to conduct all Development
activities under this Section 3.2 (Core DevelopmentActivities) in a good scientific manner and
in compliance in all material respects with all Applicable Laws (including eGCP, cGLP and
cGMP) and to adhere to the Initial Development Plan Timeline. All efforts of POZEN’s
Affiliates, Third Party contractors and sublicensees will be considered efforts of POZEN for the
purposeof determining compliance with its obligations underthis Section 3.2.4 (Diligence).

3.3 Additional Development Activities.

3.3.1 Performance. POZEN shall perform all Additional Development
Activities that are identified in Exhibit B and Exhibit D as being POZEN’s responsibility andall
Additional Development Activities required to obtain NDA Approval of the Initial POZEN
Product in the U.S. and EU, at AstraZeneca’s expense, subject to Section 3.3.3 (Expenses)
below. The GPTwill allocate between the Parties the responsibility for the performance of other
Additional Development Activities; provided, that each Party will have the right to consentto
such activities as may be allocated to it. Each Party hereby agrees to perform such Additional
Development Activities as may be allocated to such Party by the GPT.

3.3.2. Records and Reports. Each Party will retain all records required by
Applicable Law to be maintained in connection with such Party’s performance of Development
Activities. Each Party will provide written reports to the GPT on suchactivities with the Initial
POZEN Product, in conjunction with regularly scheduled meetings of the GPT, at a level of
detail reasonably sufficient to enable the other Party to determine the reporting Party’s
compliance with its obligations pursuant to this Agreement, including Section 3.3.1
(Performance) and 3.3.4 (Diligence).

3.3.3. Expenses. WithinJaficr the Effective Date, POZEN shall
develop a schedule of expected activities and related costs for Additional Development Activities
to be conducted by POZEN. This schedule will describe in reasonable detail the expected
activities to be performed and will contain sufficient detail on both Direct Costs to be incurred
with Third Parties and FTE Costs to be incurred by POZEN,as well as estimated timings of such
costs. The GPT will review this schedule and approve a budget for the Additional Development
Activities conducted by POZENafter the Execution Date (the “ADA Budget”). By[of
each calendar year, beginning 2007, POZEN shall provide the GPT with an update of the ADA
Budget for the subsequent calendar year for the review and approval of the GPT, such update to
take effect once approved, beginning fof such subsequent year. The GPT will
reasonably consider each such proposed ADA Budget and may withhold its approval of any
proposed ADA Budget(includingall updates thereof) only if the budgetis not reasonable in light
of prevalent market conditions for similar work or is not consistent with POZEN’s expenditures
on Core Development Activities to the extent the activities are comparable. In addition to this
annual process, the GPT may also periodically review and amend the ADA Budget as
appropriate in light of approved changes to the Additional Development Activities allocated to
POZEN (including upon finalization of the scope of
consistent with the above principles. POZEN will calculate and maintain recordsofall Direct
Costs and FTE Costs incurred by POZEN in performing Additional DevelopmentActivities, in
accordance with POZEN’s internal accounting policies. Within[MMefier the end of
each calendar month during which POZENincurs Direct Costs or FTE Costs in performing the
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Additional DevelopmentActivities, POZEN will submit to AstraZeneca a written invoice setting
forth in reasonable detail the Direct Costs and FTE Costs it has incurred in performing the

Additional Development Activities. AstraZeneca will pay POZEN withincaeTESTEfollowing the receipt of the invoice for Direct Costs and FTE Costs that do not exceed the then-
current ADA Budget by more than(Jprovided, that the GPT will approvevariances above a if and to the extent the variances are (a) reasonable in light of prevalent
market conditions for similar work and consistent with POZEN’s expenditures on Core
Development Activities to the extent the activities are comparable, or (b) beyond POZEN’s
reasonable control. Any payments made pursuant to this Section 3.3.3 (Expenses) will be
subject to the general payment procedures set forth in Sections 8.5 through 8.7, inclusive.
POZENwill inform the GPT atleast{Jprior to incurring any Direct Costs or FTE

Costs that exceed the then-current ADA Budget by more thanpareaITT AstraZenecashall not be held responsible for any expenditure relating to the Additional Development
Activities incurred by POZEN that exceeds the then-current ADA Budget by more than a

unless such expenditure has been specifically approved by the GPT as an
exception to the ADA Budget in accordance with this Section 3.3.3 (Expenses). For clarity, the
terms of this Section 3.3.3 will apply with respect to any Additional Development Activities
commenced by POZENafter the Execution Date.

3.3.4 Diligence. Each Party will use Diligent Efforts to conduct the Additional
Development Activities allocated to it in a good scientific manner and in compliance in all
material respects with all Applicable Laws (including cGCP, cGLP and cGMP)andto adhere to
the Initial U.S. Development Plan Timeline. All efforts of a Party’s Affiliates and Third Party
contractors will be considered efforts of such Party for the purpose of determining compliance
with its obligations under this Section 3.3.4 (Diligence). Without limiting the foregoing general
obligation, each Party will use Diligent Efforts to perform the Additional Development Activities
in accordance with the U.S. Development Plan Timeline and the ROW Development Plan
Timeline.

3.4 Development of Products by AstraZeneca.

3.4.1 General Principles. In addition to the Developmentof the Initial POZEN
Product pursuant to Section 3.3 (Additional Development Activities) above, AstraZeneca will
have the right to Develop and Commercialize other Products during the Term in each country of
the Territory, for so long as AstraZenecais using Diligent Efforts to Develop and Commercialize
at least one POZEN Product in accordance with the terms and conditions of this Agreement,it
being understood that the Parties intend for AstraZeneca to focus its initial efforts on the
Development and Commercialization of the Initial POZEN Product.

3.4.2 Substitution.

' (a)|Upon Certain Pre-Approval Failures. If a Pre-Approval Failure
of the Initial POZEN Product described in paragraph (MJofSection 1.82 (Pre-Approval
Failure) occurs in the U.S. (it being understoodthatthe failure described in paragraph Biwi not
be deemed to have occurred until expiration of the nine {MJ period described in Section

) and AstraZeneca provides POZEN with a written notice ofits election to discontinue the
evelopment of such product and to substitute another POZEN Product, without prejudicing
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AstraZeneca’s right to terminate this Agreement under Section 12.4.1, then AstraZeneca will
have the option, in its sole discretion, to identify a POZEN Product as a replacement for the
Initial POZEN Product within of the occurrence of such Pre-Approval Failure. If
AstraZenecaelects to make such a replacement, then AstraZenecawill consult in good faith with
POZENregarding the identification of such substitute POZEN Product and shall designate such
substitute in writing to POZEN; provided, that as of the time of such election,

must be

. Such substitution shall be effective

immediately upon AstraZeneca’s designation ofthe replacement POZEN Product.

 
 

 
 

  

 

(b) Otherwise. If circumstances occur which

and AstraZeneca

wishes to discontinue the Development of the Initial POZEN Product, then AstraZeneca may
identify a different POZEN Product to replace the Initial POZEN Product, either throughout the
Territory or in one or more countries of the Territory, by written notice to POZEN of such
election; provided, that as of the time of such election

AstraZeneca will consult in good faith with POZEN regarding
the identification of such proposed substitute POZEN Product, and POZENshall either approve
or disapprove the identification of such proposed substitute Initial POZEN Product within iy

of AstraZeneca’s providing POZEN with such notice, such approval not to be
unreasonably withheld, conditioned or delayed. If POZEN approves the identification of the
substitute Initial POZEN Product, then the Parties shall negotiate to agree upon the applicable
development plan for such proposed substitute Initial POZEN Product in accordance with
Section 3.4.2(c) (Effects of Election), and such substitution shall not become effective until the
Parties have agreed upon suchrevised developmentplan pursuant to Section 3.4.2(c).

(c) Effects of Election. In the event of any proposed Product
substitution pursuantto this Section 3.4.2, AstraZeneca will prepare and submit to POZEN a new
U.S. Development Plan and ROW Development Plan, as applicable, for the applicable
replacement Initial POZEN Product withinJ following the election of such
replacement, and the Parties will use good faith efforts to agree upon such plan.

(i) If the Parties, despite the use of good faith efforts, fail to
agree upon a new U.S. Development Plan and/or ROW DevelopmentPlan, as applicable, for a
substitute Initial POZEN Product, then (1) if such substitution was made pursuant to Section
3.4.2(a) above, then such failure will be subject to the applicable dispute resolution procedures
set forth in this Agreement, or (2) if such substitution was made pursuant to Section 3.4.2(b)
above, then, notwithstanding anything to the contrary herein, the proposed substitution shall not
be effective and AstraZeneca maynot proceed with the Development ofthe substitute Initial
POZENProduct.

(ii) If the Parties agree upon a new U.S. Development Plan
and/or ROW DevelopmentPlan, as applicable, for a substitute Initial POZEN Product, anysuch
development plan must provide for a proof of concept study with mutually agreed endpoints.
Furthermore, any such U.S. Development Plan and/or ROW DevelopmentPlan shall provide that
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if such proof of concept studyfails to meet its mutually agreed endpoints, then AstraZenecashall
have the right, at its option, to terminate this Agreement withoutpenalty eitherin its entirety or
with respect to the territory of such substitute Initial POZEN Product; provided, that written
notice of termination must be delivered to POZEN withinJfollowing the receipt of
the final clinical study report for such proof of concept study. For the purposes ofthis Section
3.4.2(c)(ii), a “proof of concept” study is a study that provides clinical confirmation that the
substitute Initial POZEN Product possesses a desired pharmacological effect in patients, and is
typically a positive placebo-controlled study or dose-response study using a validated surrogate
variable or the final clinical outcomevariable.

(d) Effects of Substitution. Upon the effectiveness of a substitution
pursuant to this Section 3.4.2, the applicable replacement POZEN Product shall be deemed the
“Initial POZEN Product” in the Territory or such country(ies), as applicable, for all purposes
under this Agreement; provided, however if the market opportunity and timing of NDA
Approval for the POZEN Product thatis substituted for the original Initial POZEN Product is not
substantially equivalent, the Parties shall meet and negotiate in good faith to adjust milestone
payments that would be due with respect to such replacement Initial POZEN Product under
Section 8.2 (Development Milestone Payments) in a manner that reflects the commercial
opportunity for such replacementInitial POZEN Product and the Parties’ relative contribution to
the Developmentof the replacement POZEN Product.

3.5 Oversight of Proof of Concept Studies. Without limiting the generality of
POZEN’s obligations with respect to Additional Development Activities generally, POZEN shall
conduct the Proof of Concept Studies, including design, execution and analysis to AstraZeneca’s
reasonable satisfaction. Without limiting the foregoing, POZEN will consult with AstraZeneca
with respect to the foregoing activities and will give reasonable consideration to and use Diligent
Efforts to give effect to AstraZeneca’s comments with respect thereto. POZEN will provide
AstraZeneca with copies ofall data from the Proof of Concept Studies and all draft reports for
such studies as the data and draft reports become available. The clinical study reports for the
Proof of Concept Studies are subject to review and comment by AstraZeneca; provided, that

aestudy reports will not affect either Party’srights under this Agreement. AstraZeneca shall be permitted to reasonably participate in
POZEN’s study team meetings and receive communications from the POZEN study team as
reasonably necessary to keep AstraZeneca informed regarding the conduct of the Proof of
Concept Studies.

3.6|Exchange of Know-How. In addition to the periodic reports provided to the
other Party pursuant to Section 3.2.2 (Records and Reports), each Party will provide to the other
Party copies of any Know-Howin its possession relating to the Initial POZEN Product,
including, withoutlimitation, procedures, formulations, manufacturing reports, pre-clinical and
clinical protocols and data, regulatory filings, and toxicology reports with respect to the Initial
POZEN Product, including any final versions of any study reports and any drafts then-
outstanding of any study reports, all to the extent reasonably required for the requesting Party to
perform its obligations under this Agreement.

3.7. Audits and Inspections.
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3.7.1 Audits. At all times that POZENis participating in the Development of
the Initial POZEN Product, a delegation consisting of a reasonable numberof representatives of
AstraZeneca(or its Third Party contractors reasonably acceptable to POZEN)will have the right
to inspect and audit any POZEN facility and the facilities of Third Party contractors and
Affiliates of POZEN where the Development is being conducted and the documentation
generated in connection with the Developmentofthe Initial POZEN Product. Such inspections
will take place no more thanij persite during any calendar year, and will be conducted during
regular business hours and after at prior notice to POZEN. However, any
such inspections that are made for cause in response to a failure or deficiency at the applicable
site will not count toward such annual limit. AstraZeneca will discuss the results of any
inspection with POZEN. Anyinspection by or on behalf of AstraZeneca,if it occurs, does not
relieve POZENofits obligation to comply with all Applicable Laws and does not constitute a
waiver of any right otherwise available to AstraZeneca.

3.7.2. Inspections. POZEN will notify AstraZeneca promptly following notice
from the FDA or any Regulatory Authority of a visit to any POZENfacility and the facilities of
Third Party contractors and Affiliates of POZEN wherein the Developmentofthe Initial POZEN
Product is conducted. A representative of AstraZeneca (or its Third Party contractor reasonably
acceptable to POZEN) will have the right to be present as a silent observer at any announced
visits to POZEN’s facility and the facilities of Third Party contractors (to the extent POZEN is
entitled to attend such visits) and Affiliates of POZEN by any Regulatory Authority relating to
the Developmentofthe Initial POZEN Product. Furthermore, POZEN will inform AstraZeneca
of the results of any inspection by a Regulatory Authority that does or could reasonably be
expected to affect the Development of the Initial POZEN Product. POZEN will promptly
provide AstraZeneca with copies of notifications from any Regulatory Authority (including,
without limitation, any Form No. 483 notification, Enforcement Inspection Reports, Notice of
Adverse Finding, etc.). AstraZeneca will treat all information subject to review under this
Section 3.7.2 (Inspections) in accordance with the provisions of Section 11 (Confidentiality) and
will cause any Third Party auditor retained by AstraZeneca (and reasonably acceptable to
POZEN)toenterinto a reasonably acceptable confidentiality agreement with POZEN obligating
such auditor to maintain all such information in confidence pursuant to such confidentiality
agreement.

4, REGULATORYMATTERS

4.1 Responsibilities; Diligence.

4.1.1 Inthe U.S. Subject to Section 2.3.3 (Dispute Resolution), POZEN will be
responsible,at its sole expense, for preparing andfiling the NDA and seeking NDA Approvalfor
the Initial POZEN Product as outlined in the U.S. DevelopmentPlan, including preparing all
reports and other documents necessaryas part of any IND or NDA;provided, that each Party
will be responsible for preparing reports for studies or activities for which it has responsibility in
accordance with Articles 3 and 6. The initial NDA submission for the Initial POZEN Product

shallreeaITNTSTEERS and POZENshall not, without AstraZeneca’s priorwritten consent (but subject in any event to Applicable Law), submit the initial NDA for the
Initial POZEN Product Such NDAwill be filed in the
name of POZEN. POZEN will provide all filings (including the NDA) to AstraZeneca for
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review and comment prior to their submission to the FDA. Each Party will conduct the
Development activities in accordance with the agreed U.S. Development Plan. Subject to
Section 2.3.3 (Dispute Resolution), each Party will use Diligent Efforts to obtain NDA Approval
of the Initial POZEN Product in the U.S. AstraZeneca shall have the right at its own expense to
seek any Marketing Approval in the U.S. for claims not obtained in the initial U.S. NDA
Approval for POZEN Products. Within[Jfollowing receipt of NDA Approval for
the Initial POZEN Product in the United States and POZEN’s receipt of the milestone payment
set forth in item 4 of the table in Section 8.2, POZENwill transfer and assign, without additional
compensation, corresponding Regulatory Materials (including the relevant NDA) to
AstraZeneca. During the period between
 
 
  
 

 

As ownerof

the NDA, AstraZeneca will be the sole owner ofall data exclusivity protection related to the
Initial POZEN Product as provided by Applicable Law. The GPT will allocate responsibility for
preparing the “Chemistry and Manufacturing Controls” (“CMC”) section for the NDA for the
Initial POZEN Product, as commercially reasonable. POZEN’s Direct Costs and FTE Costs of
preparing the CMCsection of such NDAshall be included in the Formulation Budget established
pursuant to Section 6.1.4 (Expenses).

4.1.2 Outside the U.S. AstraZeneca will be responsible at AstraZeneca’s
expense, but other than asset forth in this Agreement, shall not be obligated to, prepare and file
INDs and NDAsand seek NDA Approvals for the Initial POZEN Product in all countries in the
Territory other than the U.S., including preparing all reports necessary as part of any such IND
or NDA. All such INDs and NDAswill be filed in the name of AstraZeneca. AstraZeneca will

use Diligent Efforts to obtain Marketing Approval ofthe Initial POZEN Product in each Major
Ex-U.S. Market country. However, AstraZeneca shall not be required to Develop or
Commercialize a POZEN Product in a particular Major Ex-U.S. Market countryif it is not
commercially reasonable to do so consistent with the exercise of Diligent Efforts and, upon
POZEN’s request, will provide POZEN data supporting such determination. AstraZeneca will
have the right in its sole discretion, at any time uponFPprior written notice
to POZEN,to replace any countryin the Major Ex-U.S. Market with any other country or group
of countries having a market potentialof at leastofthe market potential of
the relevant Major Ex-U.S. Market country based on the then-current IMS MAT (Moving
Annual Total) Data for sales of drugs in such Major Ex-U.S.
Market country as compared to sales of drugs in such other
country or group of countries, and AstraZeneca’s diligence requirements hereunder shall
accordingly transfer from such initial Major Ex-U.S. Market country to the replacement country
or countries. Schedule 4.1.2 sets forth IMS MATData that is current as of December 2005.
Based on such data, by way of example, if AstraZeneca desired to elect one or more countries to
replace as a Major Ex-U.S. Market country (having in sales), any of
the following countries or combinations of countries would be acceptable substitutes:

 

 
4.1.3 Core Development Activities Failure. Without limiting any right or

remedy that AstraZeneca may have under this Agreement or otherwise, if a dispute arises
regarding POZEN’s cessation of Core Development Activities and pursuant to the dispute
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resolution procedures described in Section 15.4 a court of competent jurisdiction makes a
determination (whether in a preliminary or final order) that POZEN has materially breachedits
obligation to perform the Core Development Activities and that such material breach has not
been cured within[Jof POZEN receiving notice of such breach, then, if requested
by AstraZenecain writing, POZENshall do the following:

(a) to the extent permitted by Applicable Law, transfer and assign to
AstraZeneca all Regulatory Materials, including any IND or NDA, for any POZEN Productthat
are Controlled by POZEN;

(b) transfer to AstraZeneca or its designee the management and
continued performance ofanyclinical trials for any POZEN Product ongoing as ofthe effective
date of such request, which clinical trials will be conducted at AstraZeneca’s expense after such
transfer; and

(c) for a reasonable period of time, provide such assistance, at
AstraZeneca’s cost, to transfer or transition to AstraZeneca all then-existing Third Party
contracts (to the extent transferable in accordance with the terms and conditions thereof) as may
be reasonably necessaryor useful for AstraZeneca to conduct the Core Development Activities
and Additional Development Activities, to the extent POZEN is then performing or having
performed such activities (including without limitation transferring, upon request of
AstraZeneca, any relevant agreements with Third Party contractors, to the extent such
agreements are transferable in accordance with their terms and conditions). POZEN shall use
Diligent Efforts to cause all contracts that it enters into after the Execution Date related to the
Developmentof the Initial POZEN Product to be assignable to AstraZeneca as contemplated by
this paragraph.

4.2 Access to Filings. Each Partywill permit the other Party access to, and the right
to reference and use (including by providing a letter of authorization to the applicable Regulatory
Authorities), all data, regulatory filings and regulatory communications associated with any
submissions for NDA Approvalof the Initial POZEN Product for the purpose of seeking NDA
Approval of the Initial) POZEN Product, in accordance with Section 4.1 (Responsibilities;
Diligence). AstraZeneca and its Affiliates will have the right of cross-reference to all NDAs or
otherfilings made by or on behalf of POZENfor the purpose of prosecuting Marketing Approval
applications for Products, and POZEN andits Affiliates will, or will use reasonable efforts to
cause their licensees to, take all such reasonable actionsto allow such cross-reference.

4.3 Interactions with Regulatory Authorities.

4.3.1 Consultation. Each Party will consult with the other Party regarding (and
provide copies of materials prior to any submission to a Regulatory Authority and materials after
receipt from a Regulatory Authority), and keep such other Party reasonably and regularly
informedof, the status of the preparation ofall Regulatory Materials, review of such materials by
the relevant Regulatory Authority, and Marketing Approvals received for the Initial POZEN
Product.

4.3.2 Communications, Except as may be required by Applicable Law and
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subject to Section 2.3.3 (Dispute Resolution), only the Party responsible for the preparation of
Regulatory Materials in a particular countryorterritory will communicate regarding the Initial
POZENProduct with any Regulatory Authority having jurisdiction in such countryorterritory;
provided,that if POZEN is required by Applicable Lawto provide to a Regulatory Authority any
communication that relates to  
 
 
 

 

 
 
  

provided, that this sentence shall not be construed to
obligate POZENto take any action or make any omission in violation of Applicable Law. If
POZENis required to make such a communication by a Regulatory Authority, then POZE

During the period which the Regulatory Materials for the Initial POZEN
Product are under POZEN’s name, AstraZeneca will provide copies of all ex-US correspondence
regarding such Initial POZEN Product with Regulatory Authorities to POZEN, and POZEN will
provide copies of all U.S. correspondence regarding such Initial POZEN Product to AstraZeneca.
In addition, during such period, POZEN shall not submit any substantive correspondence or
communication to the FDA that is material to the NDA ofthe Initial POZEN Product without

prior review byand consultation with AstraZeneca, and POZENshall provide AstraZeneca with
copiesofall other correspondence.

4.3.3 Label Negotiations and Approval. Notwithstanding anything in this
Agreement to the contrary, POZEN shall not submit to the FDA anydraft label, revised draft
label, or correspondence regarding the label of the Initial POZEN Product without AstraZeneca’s
prior written review and consent, which shall not be unreasonably withheld, conditioned or
delayed. AstraZeneca will review and provide POZEN with a response onall draft labels and
revised draft labels proposed for submission to the FDA, and on draft correspondence with the
FDA,as promptly as reasonablypracticable and in anyeventwill use Diligent Efforts to approvelabeling proposed by the FDA forthe Initial POZEN Product within|after the
PDUFADate. In the event that the U.S. label for the Initial POZEN Product is not approved by
AstraZeneca within

aperiod shall not be counted in determining whether the time period inparagrap of Section 1.82 (the definition of Pre-Approval Failure) has been exceeded.

4.3.4 Meetings. Prior to the first NDA Approval, each Party responsible for the
preparation of Regulatory Materials for the Initial POZEN Productin a particular countrywill
request the applicable Regulatory Authority in such countryto allow a reasonable numberofthe
other Party’s representatives to attend and, to the extent permitted under Applicable Law,
participate in all meetings and telephone conferences between the responsible Party and such
Regulatory Authority in respect of any Regulatory Materials. The responsible Partyshall inform
the other Party of any such meetings and telephone conferences scheduled with any such
Regulatory Authority in respect of any Regulatory Materials as soon as practically possible.
Each Partywill bear its own expensesin attending or otherwise participating in any meetings and
conferences pursuantto this Section.

440 Information Sharing. Each Party will provide the other Party, in a timely
manner, with copies of, and all information received byit pertaining to, notices, questions,
actions and requests from or by Regulatory Authorities with respect to the Initial POZEN
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Product, or the testing, Manufacture, packaging, distribution or facilities in relation thereto,
including any notices of non-compliance with laws in connection with the Initial POZEN
Product(e.g., warningletters or other notices of alleged non-compliance), audit notices, notices
of initiation by Regulatory Authorities of investigations, inspections, detentions, seizures or
injunctions concerning the Initial POZEN Product (or its manufacture, distribution, or facilities
connected thereto), notice of violationletters (i.e., an untitled letter), warning letters, service of
process or other inquiries. Except as otherwise set forth in this Agreement or as reasonably
necessary for POZEN to perform its Development obligations hereunder or to comply with
Applicable Law, 
 

4.5 Regulatory Audits. If a Regulatory Authority desires to conductan inspection or
audit of a Party’s facility, or a facility under contract with a Party, with regard to a POZEN
Product, then such Party will promptly notify the other Party and permit and cooperate with such
inspection or audit, and will cause the contract facility to permit and cooperate with such
Regulatory Authority and such other Party during such inspection or audit. Such other Party will
have the right upon request (which request shall not be unreasonably withheld) to have a
representative observe such inspection or audit; provided, that POZEN’S rights of observance
under this Section will end upon the transfer of the U.S. NDA for the Initial POZEN Product to
AstraZeneca. Following receipt of the inspection or audit observations of such Regulatory
Authority (a copy of which the audited Party will immediately provide to the other Party), the
audited Party will prepare the response to any such observations, and will provide a copy of such
response to the other Party. The audited Party agrees to conform its activities under this
Agreement to any commitments made in such a response, except to the extent it believes in good
faith that such commitments violate Applicable Laws.

4.6 Adverse Event Reporting. WithinJalter the Effective Date, the
Parties will enter into an Adverse Event Reporting Agreement, which upon such executionwill
be attached as an exhibit hereto and hereby incorporated into this Agreement byreference (the
“AE Agreement”), governing the Parties’ respective adverse event reporting and global safety
database maintenance obligations. Without limiting the generality of the AE Agreement, the
Parties herebyagree as follows:

4.6.1 Until POZEN transfers the approved US NDA to AstraZeneca, POZEN
will be solely responsible for reporting all Adverse Events (AEs) and Serious Adverse Events
(SAEs) associated with the Initial POZEN Product from any source (including AEs and SAEs
from AstraZeneca sponsoredstudies) to the FDA and anyother Regulatory Authority outside the
U.S. as required by Applicable Laws. In addition, prior to such transfer of the U.S. NDA,
POZENshall report to AstraZeneca all AEs and SAEs of which POZEN becomes aware within
the timelines specified in the AE Agreement to the extent necessary to enable AstraZeneca to
comply with its reporting obligations outside the U.S., and AstraZenecashall report to POZEN
all AEs and SAEsof which AstraZeneca becomes aware within the timelines specified in the AE
Agreementto the extent necessary to enable POZEN to comply with its reporting obligations in
the U.S., each as more fully described in the AE Agreement. Notwithstanding the foregoing, if
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4.6.2 All AE and SAEreports will be exchanged using either approved study
forms, electronic, or computer generated reports agreed upon byboth parties (e.g., CIOMS I
form).

4.6.3 Subject to Section 4.6.1, AstraZeneca will maintain and will be the
recognized holder of a global safety database for AE and SAE reports related to POZEN
Products received byeither Party. Direct access to this database will not be granted to POZEN.
Upon request, all reasonable assistance will be provided byeither Party in responding to safety
inquiries.

4.6.4 Each Party shall keep the other Party informed of notification of any
action by, or notification or other information whichit receives (directly or indirectly) from any
Regulatory Authority which: (i) raises any material concerns regarding the safety or efficacy of
the Initial POZEN Product; (ii) indicates or suggests a potential materialliability for either Party
to Third Parties arising in connection with the Initial POZEN Product; (iti) is reasonablylikely
to lead to a “Dear Doctor”letter, recall or market withdrawal of the Initial POZEN Product;(iv)
relates to the Initial POZEN Product, Regulatory Materials, Promotional Materials, samples,
package inserts, the indications, labeling, expedited and periodic Adverse Event Reports,
medical inquiries, Initial POZEN Product complaints, this Agreement, or (v) is otherwise
important to the Development and/or Commercialization of the Initial POZEN Product.

5. COMMERCIALIZATION

5.1 Commercialization. As between the Parties, AstraZeneca will be solely
responsible for the Commercialization of POZEN Products during the Term.

5.2. Regulatory Obligations during Commercialization. On a country-by-country
basis, AstraZeneca will own and maintain all regulatory filings and Marketing Approvals for
POZEN Products developed pursuant to this Agreement, including all INDs and NDAsfor the
Initial POZEN Product following POZEN’s transfer of such filings and approvals subsequent to
NDA Approvalofthe Initial POZEN Productin the U.S. As between the Parties, but subject to

TaAstraZenecawill be solely responsible forall activitiesin connection with maintaining Marketing Approvals required for the Commercialization and
manufacture of POZEN Products, including communicating and preparing andfiling all reports
(including Adverse Event reports) with the applicable Regulatory Authorities.

5.3 Performance; Diligence.

5.3.1 Level of Efforts. Upon the grant of Marketing Approval for a POZEN
Product in the U.S. or a country of the Major Ex-U.S. Market, AstraZeneca will use Diligent
Efforts to Commercialize a POZEN Product in such country. The foregoing Diligent Efforts
requirement will apply only to one POZEN Productin each of the U.S. and the Major Ex-U.S.
Marketcountries, irrespective of the number of POZEN Products AstraZenecaelects to Develop
and Commercialize, and AstraZeneca mayelect to fulfill its Diligent Efforts obligation in such
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countries in respect to any POZEN Product ofits choice in the exercise of its reasonable and
good faith judgment.

5.3.2 Specific Timelines. AstraZeneca will use Diligent Efforts in the U.S. and

in each country of the Major Ex-U.S. Market to achieve Commercial Launch withineraeyaEaafter the date on which Marketing Approvalis granted for such Initial POZEN
Product in such country; provided, that for any country in which Marketing Approval is granted
by Regulatory Authorities , then
the obligations set forth in this Section 5.3.2 will apply only to

and provided, further, that if
AstraZeneca elects to launch the Initial POZEN Product in a particular countryor territory
following NDA Approval in such countryor territory, but before or without obtaining pricing or
reimbursement approval therein, then the period set forth in this
Section 5.3.2 will commenceas of the date of such NDA Approval.

  
  

5.4 Commercialization Plan.

5.4.1 AstraZeneca shall prepare and update from time to time an_ initial
commercialization plan summarizing the plan for Commercializing the Initial POZEN Product in
the U.S. and the Major Ex-U.S. Markets (the “Commercialization Plan”) within
| after U.S. NDAfiling for the Initial POZEN Product and thefirst filing of a Marketing
Approval application for the Initial POZEN Product in a country of the Major Ex-U.S. Markets,
respectively. The Commercialization Plan as reviewed by the GPTshall describe the overall
plan for Commercializing the Initial POZEN Product during the first three years after First
Commercial Sale of the Initial POZEN Productin the U.S. and the Major Ex-U.S. Market.

5.4.2 The Commercialization Plan will be in a format consistent with the format

of similar plans prepared by AstraZenecaforits other products.

5.5 Threatened Removal. In the event that any governmental authority threatens or
initiates any action to remove any POZEN Product from the market in a countryorterritory,
AstraZeneca will promptly notify POZEN of such communication. Any voluntary recall or
withdrawal of any POZEN Productwill be at AstraZeneca’s sole discretion and expense. Before
AstraZenecainitiates a recall or withdrawal, the Parties will promptly and in good faith discuss
the reasonstherefor; provided, that such discussions do notdelaythe recall or withdrawal. In the
event of any recall or withdrawal for any POZEN Product, AstraZeneca will implement any
necessaryaction, with assistance from POZENasreasonably requested by AstraZeneca.

5.6 Compliance. Each Party will comply with all Applicable Laws relating to
activities performed or to be performed by such Party(orits Affiliates or contractors) under or in
relation to the Commercialization of the Initial POZEN Product pursuant to this Agreement.
Each Party represents, warrants and covenants to the other Party that, as of the Effective Date
and during the Term, such Party and its Affiliates have adequate policies and procedures in
place:(i) to ensure their compliance with such laws; (ii) to bring any non-compliance therewith
by any of the foregoing entities to its attention; and(iii) to promptly remedy any such non-
compliance.
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5.7 Branding; Trademarks; Domain Names; Trade Dress; Logos.

5.7.1 Responsibilities. AstraZeneca will select all Product Trademarks for use
on or in connection with POZEN Products, will be the sole owner of the Product Trademarks,
will be responsible for the filing, prosecution, maintenance and defense ofall registrations of the
Product Trademarks, and will be responsible for the payment of any costs relating to filing,
prosecution, maintenance and defense of the Product Trademarks.

5.7.2 Use. AstraZeneca will use the Product Trademarks in connection with the

Commercialization of POZEN Products hereunder. The packaging, Promotional Materials and
Product Labeling for POZEN Products will carry the POZEN House Marksonly if and to the
extent required by Applicable Lawin a country orterritory.

5.7.3 AstraZeneca Marks. AstraZeneca reserves all rights in the Product
Trademarks and AstraZeneca House Marks. POZEN acknowledges AstraZeneca’s exclusive
right, title and interest in and to such trademarks and acknowledges that nothing herein will be
construed to accord to POZENanyrights in such trademarks. POZEN agrees notto useorfile
anyapplication to register any trademark or trade namethatis confusingly similar to any Product
Trademarks or AstraZeneca House Mark.

5.74 POZEN Marks. POZEN reservesall rights in the POZEN House Marks
not expressly granted to AstraZeneca in this Agreement. AstraZeneca acknowledges POZEN’s
exclusive right, title and interest in and to the POZEN House Marks and acknowledges that
nothing herein will be construed to accord to AstraZeneca any rights in such trademarks except
as expressly provided herein. AstraZeneca further acknowledges that its use of the POZEN
House Marks will not create in AstraZeneca any right, title or interest in such trademarks, and
that all use of such trademarks and the goodwill generated thereby will inure solely to the benefit
of POZEN. AstraZeneca agrees not to use or file any application to register any trademark or
trade namethat is confusingly similar to ary POZEN House Mark.

5.7.5 Promotional Materials. AstraZeneca will own all right, title and interest
in and to any Promotional Materials created by or on behalf of AstraZeneca(or its Affiliates)
relating to POZEN Product, but excluding the POZEN House Marks. The GPT will approve a
standard template for use of the POZEN House Marks in Promotional Materials, and
AstraZeneca will use the POZEN House Marksin accordance with approved template.

6. MANUFACTUREOF POZEN PRODUCTS

6.1 Manufacturing Development.

6.1.1 Initial POZEN Product. POZEN has developed formulations for Jj

TRIESTETTTTareeHH Manufacturing processes for bulk andinished supplies, itself and through one or more Third Party contract manufacturers. P|

aimee after the Effective Date, AstraZeneca will provide the Esomeprazole Materials (aselined below) to POZEN. POZENshall, no later than|after the date that
POZENreceives the Esomeprazole Materials (as defined below), develop(itself and through one
or more Third Party contract manufacturers) a formulation and a manufacturing process (and
related testing procedures) for the Initial POZEN Product meeting the specifications set forth in
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Schedule 6.1 (the “Specifications”) and sufficient quantities of the Initial POZEN Product
meeting the Specifications as reasonably necessary to conduct the studies
described in the Initial U.S. Development Plan. However, AstraZeneca will be responsible for
supplying to POZEN orits designee s a separate componentthat will be
used for the described in the Initial U.S. Development Plan,
and POZEN will supply for such study. As used herein, “Esomeprazole
Materials” means sufficient quantities of Esomeprazole substance for POZEN to perform the
activities described in Sections 6.1.1 and 6.1.2 as well as the[J studies designated as

, including a certificate of analysis, ID test method for
esomeprazole, reference standard for esomeprazole, cleaning method for esomeprazole, current
drug product methods for esomeprazole for assay, related substances and dissolution (i.e.,
chromatographic conditions), and esomeprazole solubility data and associated technical
information.

 

 
  

6.1.2 ROWPOZENProducts. POZENshall develop (itself and through one
or more Third Party contract manufacturers) a formulation and a manufacturing process (and
related testing procedures) for each Initial POZEN Product contemplated to be developed under
the Initial ROW Development Plan meeting the Specifications and shall deliver to AstraZeneca
sufficient quantities of such Initial POZEN Products as reasonably necessary to conduct theij

described in the Initial ROW Development Plan within the timeline for such studies
set forth in the Initial ROW Development Plan Timeline.

6.1.3 Manufacturing, Cooperation, and Assistance. The manufacturing
processes developed by POZENshall be designed to be scalable for commercial manufacture of
the Initial POZEN Product under the Initial U.S. Development Plan and Initial ROW
Development Plan and to enable the manufacture of the Initial POZEN Product routinely and
predictably in conformance with the Specification and in compliance with Applicable Law.
POZEN will consult with AstraZeneca on a regular basis with respect to the development
described in this Section 6.1 (Manufacturing Development) and will give reasonable
consideration to AstraZeneca’s suggestions. AstraZeneca will provide all reasonable assistance
requested by POZEN. AstraZeneca hereby consents to POZEN’s using

to perform the process development activities described in this Section 6.1
(Manufacturing Development). In furtherance of the forgoing, if POZEN does use to
perform such activities, POZEN shall enter into an agreement withJ that, as between
POZEN and{i requiresJto transfer to POZEN and gives POZEN ownershipofall
formulation and Manufacturing Know-Howdeveloped by related to the Initial POZEN
Product andall intellectual property rights therein.

6.1.4 Expenses. Promptly following the Execution Date and not later than the
Effective Date, the Parties will agree on a schedule of expected activities and related costs for
activities to be conducted byor on behalf of POZEN pursuantto Sections 6.1 and 6.2 after the
Execution Date (including the Direct Costs of any inventory used in connection with such
activities whether or not purchased by POZEN prior to the Execution Date) (“Formulation
Development Activities”) and a budget for the Formulation DevelopmentActivities including
both Direct Costs to be incurred with Third Parties and FTE Costs to be incurred by POZEN,as
well as estimated timings of such costs (the “Formulation Budget”), which will be attached to
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this Agreement as ExhibitA. POZENwill calculate and maintain recordsofall Direct Costs and
FTE Costs incurred by POZEN in performing the Formulation Development Activities, in

accordance with POZEN’s internal accounting policies: Vihinas after POZENincurs Direct Costs or FTE Costs in performing the Formulation Development Activities,
POZENwill submit to AstraZeneca a written invoice setting forth in reasonable detail the Direct
Costs and FTE Costs it has incurred in performing the Formulation Development Activities.
AstraZeneca will pay POZEN withinJfollowing the receipt of the invoice for
Direct Costs and FTE Costs that do not exceed the then-current Formulation Budget by more

than Any payments made pursuant to this Section 6.1.4 (Expenses) will be
subject to the general payment procedures set forth in Section 8.5 through 8.7, inclusive.
POZENwill inform the GPT at leas{Jprior to incurring any Direct Costs or FTE
Costs that exceed the then-current Formulation Budget by more thanandthe
GPT will meet to consider the adjustment of such budgetor approvalof such variance; provided,
that the GPT will approve variances above a if and to the extent the variances are (a)
reasonable in light of prevalent market conditions for similar work, or (b) beyond POZEN’s
reasonable control. AstraZenecashall not be held responsible for any expenditure relating to the
Formulation Development Activities incurred by POZEN that exceeds the then-current
Formulation Budget by more thanJunless such expenditure has been
specifically approved by the GPT as an exception to the Formulation Budget.

6.1.5 AstraZeneca Development of Formulation. If POZENfails to perform
its obligations under Section 6.1.1 (Initial POZEN Product) or 6.1.2 (ROW POZEN Products),
within the time periods required thereby, without limiting anyother rights and remediesavailable
to AstraZeneca, unless AstraZeneca has selected a substitute Initial POZEN Product pursuant to
Section 3.4.2 (Substitution) or has terminated the Agreement, then AstraZeneca shall use
Diligent Efforts to develop (itself and through one or more Third Party contract manufacturers) a
formulation and a manufacturing process for the Initial POZEN Product meeting the
Specifications and to deliver to POZEN sufficient quantities of the Initial POZEN Product
meeting the Specifications withir{MM after AstraZeneca receives from POZEN
all formulation Know-How in POZEN’s possession. In such event, POZEN will provide all
reasonable assistance requested by AstraZeneca in connection with such efforts. POZEN hereby
consents to AstraZeneca’s usingtoperform the activities described in this Section 6.1.5
(AstraZeneca Development of Formulation) and consents to AstraZeneca’s grantingtoa
sublicense of rights under the Licensed Technology to the extent reasonably necessary for

to perform such work.

6.1.6 POZEN Warranties. POZEN hereby warrants that the Initial POZEN
Product provided by POZEN(itself or through one or more Third Party contractors) for use in
clinical studies pursuant to Sections 6.1.1 or 6.1.2, at the time of delivery will have been
manufactured and shipped in accordance with cGMP and cGLP, the IND forthe Initial POZEN
Product and other Applicable Law; andwill not be adulterated or misbranded within the meaning
of the United States Food, Drug and Cosmetic Act, as amended.

6.2 Process Transfer. Following the completion of the activities described in
Section 6.1.1, POZEN will transfer all formulation and Manufacturing Know-Hownecessary to
establish the applicable Manufacturing processes at commercial scale at a site designated by
AstraZeneca (including such formulation and Manufacturing Know-Howpossessedby its Third
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Party contractors), and will use Diligent Efforts to cause such Third Party manufacturers to allow
AstraZeneca employees or agents to reasonably observe the Manufacture of the Initial POZEN
Product at POZEN’s subcontractor’s or agent’s premises and subject to any reasonable rules
imposed by such Third Party. Thereafter, (i) POZEN will continue to be reasonablyavailable,
and will use reasonable efforts to cause its subcontractors and agents to be reasonably available,
to AstraZeneca and will provide all reasonable assistance requested by AstraZeneca in
connection with the establishment and implementation of such Manufacturing process, and(ii)
AstraZeneca will use Diligent Efforts to establish commercial-scale Manufacturing processes for
bulk and finished supplies of the Initial POZEN Product.

6.3. Termsfor Clinical Supply.

6.3.1 Responsibility. AstraZeneca will use Diligent Efforts to conclude a
supply agreement for the Initial POZEN Product with a Third Party contract manufacturer

withinRH afer the Effective
Date, under which such Third Party contract manufacturer will supply AstraZeneca Initial
POZENProduct in quantities for all clinical studies
Commercial Launch, and post-launch supply until such time as AstraZeneca has, itself or
through its designated contract manufacturer, successfully manufactured at commercial scale a
product that meets such specifications as may be required by Applicable Lawandthat is
bioequivalentto the Initial POZEN Product Clinical Trial Material used in the PhaseIII clinical
studies for such Initial POZEN Product. Once POZEN hasestablished a qualified source of
Initial POZEN Product supplyfor theIcontemplated by the Initial
U.S. Development Plan and transferred the necessary formulation and Manufacturing Know-
How pursuant to Section 6.2 (Process Transfer)), AstraZeneca will Manufacture and supply the
Parties’ entire requirements of Initial POZEN Product for the Developmentof the Initial POZEN
Product under the U.S. Development Plan sufficient for the Parties to conduct the applicable
clinical activities in accordance with the time periods set forth in U.S. Development Plan
Timeline. Likewise, once POZEN has established a qualified source of the Initial POZEN
Productfor theJcontemplated by the ROW DevelopmentPlan and transferred the
necessary formulation and manufacturing Know-Howpursuantto Section 6.2 (Process Transfer),
AstraZeneca will Manufacture and supply(itself or through one or more Third Party contractors)
the Parties’ entire requirements of Initial POZEN Product for the Development of the Initial
POZEN Product under the ROW Development Plan sufficient for the Parties to conduct the
applicable clinical activities in accordance with the time periods set forth in ROW Development
Plan Timeline.{will bear all costs and expenses incurred for any such Manufacture
and supply. POZEN herebyconsents to AstraZeneca’s usingf|to Manufacture clinical
supplies and commercial quantities of POZEN Products if AstraZeneca should so desire and
consents to AstraZeneca's granting to fe a sublicense of rights under the Licensed
Technologyto the extent reasonably necessary for to perform such work.

6.3.2 Clinical Supply. Except as provided in Section 6.1 (Manufacturing
Development), AstraZeneca will supply POZEN atPowith Clinical Trial
Materials in order for POZEN to perform clinical studies pursuant to Section 3.2 (Core
Development Activities) and 3.3 (Additional Development Activities), as applicable, in
accordance with a reasonable delivery schedule as the Parties may jointly agree in writing (which
such schedule, in any event, will enable the completion of the applicable clinical trials in
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accordance with the timelines set forth in the applicable developmentplan).

6.3.3 Packaging, Shipping and Delivery. AstraZeneca will fill, release,
package and label such Clinical Trial Materials to be usedin clinical trials conducted by POZEN
pursuant to this Agreementin final bottles or blisters (or such other dose per package as agreed
by the GPT) using due care and in accordance with Applicable Laws and any specifications as
the Parties may agree in writing. POZEN will be responsible for identification testing,
randomization and clinical patient labeling of Clinical Trial Materials supplied to POZEN by
AstraZeneca in the final packaging. POZEN at will complete such
identification testing, randomization, and clinical patient labeling of Clinical Trial Materials as
soon as practicable following receipt of the Clinical Trial Materials from AstraZeneca.
AstraZeneca will ship the Clinical Trial Materials DDU (Incoterms 2000) to the facility in the
U.S. as POZEN maydesignate to AstraZeneca by a commoncarrier designated by AstraZeneca.
Each shipmentwill be made generally in accordance with an agreed timeline and under the terms
and conditions set forth in this Section 6 (Manufacture of POZEN Product) and the US.
Development Plan or ROW Development Plan, as applicable. Each shipment will include a
certificate of analysis and any other release data customarily transferred by AstraZeneca in
accordance with its usual practice. There will be a remaining shelflife for Clinical Trial
Materials upon deliverythat is appropriate in light of the expected schedule and duration of the
clinical trial(s) in which such Clinical Trial Materials are to be used. AstraZeneca will notify
POZENofthe results of ongoing stability testing of the Clinical Trial Materials by AstraZeneca.

6.3.4 Warranties. AstraZeneca hereby warrants that any Clinical Trial
Materials provided by AstraZeneca to POZEN under this Agreement, at the time of delivery
pursuant to Section 6.3.3 (Packaging, Shipping and Delivery): (i) will conform to the
specifications for such Clinical Trial Materials, within applicable regulatory requirements, as
agreed by the Parties in writing; (ii) will have been manufactured and shipped to POZEN(orits
designee) in accordance with cGMP, cGLP, the IND for POZEN Product and other Applicable
Laws; and(ili) will not be adulterated or misbranded within the meaning of the United States
Food, Drug and Cosmetic Act, as amended(collectively, the “CTM Warranties”).

6.3.5 Remedies for Non-Conforming Clinical Trial Materials. In the event
that a shipmentof Clinical Trial Materials does not conform with the CTM Warranties, in whole
or in part, then AstraZeneca will promptly produce (at its cost) for POZEN sufficient quantities
of Clinical Trial Materials to replace the non-conforming portion of such shipment of Clinical
Trial Materials, in accordance with the provisions of this Agreement. In the event that the
Clinical Trial Materials are rendered non-conforming to the CTM Warranties by the action of
POZENorits agent following delivery as provided in Section 6.3.3 (Packaging, Shipping and
Delivery), then AstraZeneca will produce (at POZEN’s cost) for POZEN sufficient quantities of
Clinical Trial Materials to replace the non-conforming portion of such shipmentofClinical Trial
Materials, in accordance with the provisions of this Agreement.

6.4 Commercial Supply. AstraZeneca will be solely responsible,
for the Manufacture and supply of AstraZeneca’s entire requirements of supplies of POZEN
Product for Commercialization.

6.5 Audits and Inspections.
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6.5.1 Audits. At all times that AstraZeneca is supplying Clinical Trial Material
to POZEN, a delegation consisting of a reasonable numberof representatives of POZEN(orits

Third Party contractors reasonably acceptable to AstraZeneca), no more thaneranreget percalendaryear, will have the right to inspect and audit any AstraZenecafacility where the Clinical

Trial Material, including their active pharmaceutical ingredicn(iaareManufactured, and the documentation generated in connection with the Manufacture and testing
of Initial POZEN Product. However, any such inspections that are made for cause in response to
a failure or deficiency at the applicable site will not count toward such annual limit. Such
inspections will take place during regular business hours and after at least thirty (30) days prior
notice to AstraZeneca. POZENwill discussthe results of any inspection with AstraZeneca. Any
inspection byor on behalf of POZEN,if it occurs, does not relieve AstraZenecaofits obligation
to comply with all Applicable Laws and does not constitute a waiver of any right otherwise
available to POZEN.

6.5.2 Inspections. AstraZeneca will notify POZEN promptly following notice
from the FDAor any other Regulatory Authority of a visit to any AstraZeneca facility where theClinical Trial Materialasis Manufactured. A representative of POZEN
(or its Third Party contractor reasonably acceptable to AstraZeneca) may request to be present as
a silent observer at any announcedvisits to AstraZeneca by any Regulatory Authorityrelating to
the Manufacture of Clinical Trial Material, such request not to be unreasonably refused.
Furthermore, AstraZeneca will inform POZEN ofthe results of any inspection by a Regulatory
Authority that does or could reasonably be expected to affect the Manufacture of Clinical Trial
Material AstraZeneca will promptly provide POZEN with copies of
notifications from any Regulatory Authority (including, without limitation, any Form No. 483
notification, Enforcement Inspection Reports, Notice of Adverse Finding, etc.). POZEN will
treat all information subject to review under this Section 6.5.1 (Audits and Inspections) in
accordance with the provisions of Section 11 (Confidentiality) and will cause any Third Party
auditor retained by POZEN (and reasonably acceptable to AstraZeneca) to enter into a
reasonably acceptable confidentiality agreement with AstraZeneca obligating such auditor to
maintain all such information in confidence pursuant to such confidentiality agreement.

6.6 Reference Rights; Support. In connection with any supply or transfer of
Clinical Trial Materials underthis Section 6 (Manufacture of POZEN Product) and for so long as
AstraZeneca supplies any of the foregoing to POZEN, or POZENis using such Clinical Trial
Materials pursuant to this Agreement, AstraZeneca will grant to POZENrights of reference
(including by providingaletter of authorization to the applicable Regulatory Authorities) to any
AstraZeneca IND or NDA pertaining to Esomeprazole. Upon the expiration of suchright,
POZENwill send written notice to such effect to the applicable Regulatory Authority.

7. LICENSES

7.1 Licensed Technology. Subject to the terms and conditions of this Agreement,
POZEN hereby grants to AstraZeneca an exclusive (including with regard to POZEN andits
Affiliates), royalty-bearing license, with the right to grant sublicenses as described in Section 7.3
(Sublicenses), under the Licensed Technology to make, use, have made, sell, offer for sale,
import, and export Products in the Field of Use in the Territory. For the avoidance of doubt,
AstraZeneca shall have no license or other right under the Licensed Technology to make, use,
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have made,sell, offer for sale, import, and export any product containing acetyl salicylic acid
(including salts and derivatives thereof).

7.2 Trademarks. Subject to the terms and conditions set forth in this Agreement,
POZEN hereby grants to AstraZeneca a license to use the POZEN House Marks in connection
with the Commercialization of POZEN Productsin the Field of Use in the Territory.

7.3 Sublicenses. AstraZeneca may grant a sublicense, option to sublicense, or any
otherright relating to any Licensed Technologyto anyofits Affiliates without the right to grant
further sublicense rights to any Third Party. AstraZeneca maygrant a sublicense, option to
sublicense, or anyother right relating to any Licensed Technologyto any Third Party solely as
provided in this Section 7.3 (Sublicenses). AstraZeneca may enter into Sublicense Agreements
only with POZEN’s prior consent. In order for rights under Licensed Technologyto bevalidly
granted to a Sublicensee, the Sublicense Agreement with such Sublicensee must be consistent
with the following terms and conditions of this Agreement, and will include provisions for the
benefit of POZEN corresponding to
 

  
AstraZeneca will use Diligent

Efforts to (1) procure the performance by any Sublicensee of the terms of each such Sublicense
Agreement, and (ii) ensure that any Sublicensee will comply with the applicable terms and
conditions of this Agreement. AstraZeneca hereby guarantees the performance ofits Affiliates
and Sublicensees that are sublicensed as permitted herein, and the grant of any such sublicense
will not relieve AstraZeneca ofits obligations under this Agreement, except to the extent they are
satisfactorily performed by such Affiliate or Sublicensee. Notwithstanding the foregoing,
AstraZeneca will have the right to sell POZEN Products through any distributors or sub-
distributors of its choice, without the need to obtain prior consent from POZEN,in carrying out
its Commercialization activities under this Agreement.

7.4 Reservation of Rights; No Implied Licenses. POZENretains rights under the
Licensed Technologyto the extent necessary to perform its obligations under this Agreement.
Except for the rights specifically granted in this Agreement, POZENreservesall rights to the
Licensed Technology. No implied licenses are granted under this Agreement. In particular
POZENis not by this Agreement, by implication or otherwise, granted any license orotherright
relating to Esomeprazole, Nexium or the Nexium Business or any Esomeprazole based products
or any products containing acetyl salicylic acid (including salts and derivatives thereof) or any
right in relation to any patent, trademark or other intellectual property right belonging to
AstraZeneca or any ofits Affiliates, and likewise AstraZeneca is not by this Agreement, by
implication or otherwise, granted any license or other right under the Licensed Technology
relating to any products containing acetyl salicylic acid (including salts and derivatives thereof)
or anyright in relation to anypatent, trademark or other intellectual propertyright belonging to
POZENoranyofits Affiliates, in each case, except as expressly set forth in this Agreement.

7.5 Restrictive Covenant. AstraZeneca hereby covenants and agrees not to use any
Licensed Technology, nor grant any Third Party any license or right under any Licensed
Technology, other than as expressly permitted in this Agreement. The Parties agree that nothing
in this Agreementrestricts or prohibits AstraZeneca from byitself or with Third Parties
exploiting any products, including withoutlimitation any products containing non-steroidal anti-
inflammatorydrugs(e.g., acetyl salicylic acid and esters and derivatives thereof); provided, that
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AstraZeneca shall not use or practice Licensed Technology in connection with the development,
manufacture or commercialization of any product that is not a Product, and nothing requires
AstraZeneca to compensate POZENifAstraZenecaso exploits such products,

7.6 Japan Option. POZEN herebygrants AstraZeneca an option for a period of
twenty-four (24) months (the “Japan Option Period”) after the Effective Date to include Japan
in the Territory at no additional cost to AstraZeneca. The option will be exclusive to
AstraZeneca during of the Japan Option Period, and during such
exclusive period POZEN will notsolicit or enter into discussions with any Third Party regarding
the availability or exploitation of Licensed Know-HoworLicensed Patents in Japan. Thereafter,
the option will be non-exclusive, and POZEN may, prior to exercise of the option by
AstraZeneca, grant rights in Japan to any Third Party. AstraZeneca mayexercise the option at
any time prior to the expiration of the Japan Option Period by providing written notice to
POZENand a Developmentplan for a Product AstraZeneca intends to Commercialize in Japan,
whereupon Japanshall immediately be included in the Territory.

8. FINANCIAL TERMS

8.1 Upfront Fee. Within ten (10) Business Days following the Effective Date,
AstraZeneca will pay toPOZEN a non-creditable, non-refundable upfront fee of $40,000,000.

8.2 Development Milestone Payments. Subject to the terms and conditions ofthis
Agreement, including without limitation the last paragraph of this Section 8.2 (Development
Milestone Payments), AstraZeneca will pay to POZEN the following one-time, non-creditable,
non-refundable payments with respectto the first achievement ofthe corresponding events with
a POZENProduct.
 —

Milestone Event Milestone Payment |
 

 
 
  

 
  Receipt by the PF

as described in the

Initial U.S. Development Plan and the final written
as

described in the Initial U.S. DevelopmentPlan, and either  
described in the Initial U.S.

DevelopmentPlan. |_ } 

-38-

ATTORNEY CONFIDENTIAL PZ00002587
Page 45 of 105 Patent Owner Ex. 2067

Mylan v. Pozen
IPR2017-01995



   

Milestone Event ; Milestone Payment

2. Notification by the FDAthatit has accepted thefirst U.S. fF
NDA submission for a POZEN Product in accordance

with Section 4.1.1 (Regulatory Responsibilities Inside the
US.).

 
  

3. Submission of the first NDA in a Major Ex-U.S. Market
country for a POZEN Product. 

4, Receipt of the first NDA Approval for a POZEN Product
in the U.S. 

5. Receipt of the first NDA Approval for a POZEN Product
in a Major Ex-U.S. Market country.  

I    
L__ _

POZENshall notify AstraZeneca in writing upon the achievement of Milestones Events 2 and 4
above, andshall provide AstraZeneca with reasonable evidence that such Milestone Events have
been achieved. The payments due with respect to achievementof each Milestone Event shall be
due and payablewithin after (i) AstraZeneca receives notification from POZEN
of the achievement of Milestone Events #2 and4, and(ii) the occurrence of the Milestone Events
#1, 3, 5, and 6, it being understood that with respect to Milestone Event #1(b) the MilestoneEvent will not have occurred until the end ofthe_— period referenced therein. The
date on which anysuch milestone payment is due and payable in accordance with the preceding
sentenceis hereinafter referred to as the “Milestone Due Date.”

Each milestone paymentidentified in this Section 8.2 (Development Milestone Payments) shall
be payable one time only, irrespective of the number of POZEN Products that achieve the
applicable Milestone Event. Notwithstanding the foregoing, if a Milestone Event for which a
payment would be due under this Section 8.2 (Development Milestone Payments) is achieved,
but AstraZeneca provides notice to POZEN that it is exercising its right to terminate this
Agreement pursuant to Section 12.3 (Termination for Material Breach), 12.4 (Termination for
Cause) or 12.5 (Termination at Will) prior to the applicable Milestone Due Date for such
Milestone Event, then such milestone paymentwill not be payable; provided, that AstraZeneca
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complies with its obligations under Section 12.6.3(b) (Effect of Termination for Cause or
Material Breach) or 12.6.4 (Effect of Terminationat Will) if applicable.

8.3 Sales Milestone Payments. Subject to the terms and conditions ofthis
Agreement, AstraZeneca will pay to POZEN the following one-time, non-creditable, non-refundable payments vith_—/ following the achievement of the corresponding
events described in the table below.
 

"Milestone Event Milestone Payment 
 

 
 

 
 

 

i End of first calendar year during whichaggregate annual Net Sales of Products were at

2. End of first calendar year during which
aggregate annual Net Sales of Products were at
ast

3. End of first calendar year during which
aggregate annual Net Sales of Products were at
cast

 

 i 
 

Each milestone payment identified in this Section 8.3 (Sales Milestone Payments) shall be
payable one time only, and not for each time that the “annual Net Sales” of Products exceeds a
specified amount.

8.4 Royalties.

8.4.1 Royalty Rate. Subject to the terms and conditions of this Agreement,
AstraZeneca will pay to POZEN royalties based on the aggregate annual Net Sales of Products
sold by AstraZeneca, its Affiliates or Sublicensees, at the rates set forth below:

(@) For NetSoles

(i) = ofthe portion of aggregate Net Sales of Products duringa calendar year that is equalto orless t |LLu
(ii) of the portion of aggregate Net Sales of Products

during a calendar year that is greater than
and

(iii) JJ of the portion of aggregate Net Sales of Products
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during a calendaryearthatis greater thay

(>) For NetSal

(i) ma of the portion of aggregate Net Sales of Products
during a calendar yearthat is equalto orless thanand

(ii) [ERM of the portion of aggregate Net Sales of Products
during a calendar year thatis greater than

(c) Notwithstanding the foregoing provisions of this Section 8.4.1

Royalty Rate), if aJis sold in one or more countries where. the total royalties owed for Products shall be determined on a segregate
basis, according to the following calculations:

(i) QE ofthe total Net Sales of the yyy
old in any country shall be added to the total Net Sales (the resulting

amountbeing the “Segregated Net Sales”), and the applicable royaltyrates set forth in Section
8.4.1(a) and (b) shall be applied to the Segregated Product Net Sales (the resulting amount being
the “Segregated Royalty Amount”);

(ii) the applicable royalty rates set forth in Section 8.4.1(a) and
(b) shall be applied to the remainingIof the total Net Salesof

the resulting amount being the “Remaining RoyaltyAmount”); and

(iii)|the amount owed by AstraZeneca shall be equal to the
Segregated Royalty Amountplus the Remaining Royalty Amount.

(iv)  1f are also sold in a country where there
are at leastIbeing sold, then the calculations above shall be applied similarly
to each such additional Product, such thatMYof the Net Sales of each additional
Productshall be added to the Segregated Royalty Amount, and the remaining
of each additional Product shall be combined only with the remaining f Net
Sales of the other additional Products(i.e., the ) that are being
sold in other countries. The example set forth in Schedule 8.4.1 illustrates the application ofthis
8.4.1(c).

 
 

8.4.2 Royalty Term. AstraZeneca acknowledgesthat it will continue to enjoy
substantial benefit from its license under, and the transfer to AstraZeneca of certain elements of,
the Licensed Technology pursuant to this Agreement (including the Licensed Know-Howand
the regulatory data to be provided to AstraZeneca pursuant to this Agreement) as well as from
AstraZeneca’s own development of technology derived from the practice of such license and
AstraZeneca’s use of such Licensed Technology, even after expiration of all Valid Claims of the
Licensed Patents covering the composition of matter, manufacture, use or sale of POZEN
Product in a country. Accordingly, subject to the terms of Section 8.4.3 (Rate Step Down for
Competing ProductEntrants), AstraZeneca’s royalty paymentobligations under this Section 8.4
(Royalties) will commence upon First Commercial Sale of a Product in a particular country and
will expire on a country-by-country basis upon the later of: (i) expiration of the last-to-expire
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Valid Claim ofthe Licensed Patents that, but for the licenses granted in this Agreement, would
be infringed bythe sale of such Product in such country, and(ii) ten (10) years after the First
Commercial Sale of such Product in such country (such period endingat the later of the periods
set forth in clause (i) and (ii) above, the “Royalty Term”).

8.4.3 Rate Step Down For Competing Product Entrants, With respect to any
particular Product and country, if in any Calendar Quarter there is a Market Reduction of such
Product (based onprescription market data published by IMS Health, Scott-Levin, or such other
industry standard source as the Parties mayagree), then the royalty rates which would otherwise
applyto Net Sales of such Product in such country during such Calendar Quarter will be reduced

ofthe rates set forth in Section 8.4.1 (Royalty Rate); provided, that in no 
  
 
 

 

  
event will

 
 

 

  

Such reduced royalty rates will continue in effect, on a Product-
Product and country-by-countrybasis, until expiration of the applicable Royalty Term. As used
in this Section 8.4.3, the term “Market Reduction” of a Product in a Calendar Quarter occurs

The example set forth in Schedule 8.4.3
illustrates the application of this Section 8.4.3.

8.4.4 Third Party Payments. If AstraZeneca determines that a license to
certain Third Party technology is reasonably necessary for the successful Development,
Manufacture or Commercialization of a Product, then AstraZeneca will notify POZENin writing
of such determination. The Parties will consult in good faith regarding the need for such Third
Party technologyand, subject to POZEN’s consent(not to be unreasonablywithheld, conditioned
or delayed), AstraZeneca will negotiate the terms on which such a Third Party license would be
granted to AstraZeneca and will serve as the primary point of contact with the applicable Third
Party licensor following the execution ofthe license agreement. The royalties required to be
paid by AstraZeneca with respect to a Product in a particular country pursuant to Section 8.4
(Royalties) shall be subject to a reduction by AstraZeneca in an amount equal to

‘otwithstanding anything to the contrary in this Agreement, AstraZenecashall be solely
responsible for any Third Party Payment obligations it may have to Merck & Co., Inc. orits
affiliates, without any offset or deduction. Any amount of Third Party Royalties that may,
pursuant to the preceding paragraph be used to reduce royalties due hereunder, in any Calendar
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Quarter, but are not so used asa result of the limitation described in clause(i) of this paragraph
maybe carried over and used for further reduction in any succeeding royalty payment due for
such Product.

8.4.5

 
8.5 Payments and Sales Reporting.

8.5.1 Sales Reporting. AstraZeneca will provide POZEN, within
f the end of each Calendar Quarter, with a report setting forth, on a country-by-

country and Product-by-Product basis, the amount of gross sales of each Product in such country,
a calculation of Net Sales, the currency conversion rate used and Dollar-equivalent of such Net
Sales, and a calculation of the amount of royalty payment due on such Net Sales, provided that
AstraZeneca shall use reasonable efforts to provide such report as soon as practicable to
accommodate POZEN’s SECfiling requirements and to provide such reports in a shorter time
period than the periods specified above if AstraZeneca has such reports available for its own
internal purposes. If any payment reduction is claimed by AstraZeneca under this Agreement
from the full royalty rates set forth in Section 8.4 (Royalties), then the report will set forth in
detail the claimed reduction andthe related facts.

8.5.2 Payment Timing. AstraZeneca will make royalty payments to POZEN
withinEEof the last day of each Calendar Quarter for which such payments are
due under Section 8.4 (Royalties).

8.5.3 Payment Method. All amounts due hereunder will be paid in United
States Dollars by wire transfer in immediately available funds to the following account, or such
other account as maybe designated in writing by POZEN:

Receiving bank name:
Receiving bank address:

ABArouting number(1):
SWIFT BIC address(2):
For credit to the accountof: POZENInc.

For credit to account number: fF

8.5.4 Currency Conversion. All payments required under this Article 8 shall
be madein U.S. Dollars. For the purpose of computing the Net Sales of Licensed Products sold
in a currency other than U.S. Dollars, such currencyshall be converted from local currency to
U.S. Dollars by AstraZenecain accordance with the rates of exchangefor the relevant month for
converting such other currency into U.S. Dollars used by AstraZeneca’s internal accounting
systems, which are independently audited on an annualbasis.

 

8.5.5 Late Payments. If a Party does not receive payment of any sum dueto it
on or before the due date, simple interest will thereafter accrue on the sum dueto such Partyuntil
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the date of paymentat the per annum rate ofLe|quoted by Citibank in NewYork City, or the maximum rate
allowable by Applicable Law, whicheveris lower.

8.6 Records; Audit. AstraZeneca will maintain complete and accurate records in
sufficient detail to permit POZENto confirmthe accuracy ofthe calculation of payments under
this Agreement. Upon reasonable prior notice, such records will be available during regular
business hours of AstraZeneca for a period of following the year in
which such records were created, for examination at POZEN’s expense, and not more often than
once each calendar year, by an independentcertified public accountant selected by POZEN and
reasonably acceptable to AstraZeneca, for the sole purpose ofverifying the accuracy ofthe
financial reports furnished by AstraZeneca pursuant to this Agreement. Anysuch auditorwill
not disclose AstraZeneca’s Confidential Information, except to the extent such disclosure is
necessaryto verify the accuracyof the financial reports furnished by AstraZeneca or the amount
of payments due by AstraZeneca under this Agreement. Any amounts shown to be owed but
unpaid will be paid withinJfrom the accountant’sreport, plus interest (as set forth
in Section 8.5.5 (Late Payments)) from the original due date. Any amounts determined to be
overpaid will be refunded within{Jfrom the accountant’s report. POZEN will bear
the full cost of such audit unless such audit discloses an underpayment of the amount actually
owed during the applicable calendar year of more than QJ in which case
AstraZenecawill bear the full cost of such audit.

8.7 Taxes.

8.7.1 General. The royalties, milestones and other amounts payable by one
Party to the other Party pursuant to this Agreement (“Payments”) shall not be reduced on
account of anytaxes unless required by Applicable Law. The Party receiving any Payment shall
be responsible for paying anyand all taxes (other than withholding taxes or deduction of tax at
source required by Applicable Law to be paid by the paying Party) levied on account of, or
measured in whole or in part by reference to, any Payments it receives. The paying Party shall
deduct or withhold from the Payments any taxes that it is required by Applicable Lawto deduct
or withhold. Notwithstanding the foregoing,if the Party receiving paymentis entitled under any
applicable tax treaty to a reduction ofrate of, or the elimination of, applicable withholding tax,it
may deliver to the paying Party or the appropriate governmental authority (with the assistance of
the paying Party to the extent that this is reasonably required and is expressly requested in
writing) the prescribed forms necessary to reduce the applicable rate of withholding tax or to
relieve the paying Party of its obligation to withhold tax, and the paying Party shall apply the
reduced rate of withholding tax, or dispense with withholding tax, as the case maybe, provided
that the paying Party has received evidence, in a form satisfactory to the paying Party, of the
other Party’s delivery of all applicable forms (and, if necessary, its receipt of appropriate
governmental authorization)at leastEYprior to the time that the Payments are due.
If, in accordance with the foregoing, the paying Party withholds any amount,it shall payto the
other Party the balance when due, make timely payment to the proper taxing authority of thewithheld amount, and send to the other Party proof of such payment within —_
following that payment.

8.7.2. Indirect Taxes. Notwithstanding anything contained in Section 8.7.1
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(General), this Section 8.7.2 (Indirect Taxes) shall apply with respect to Indirect Taxes. All
Payments are exclusive of Indirect Taxes. If any Indirect Taxes are chargeable in respect of any
Payments, the paying Party shall pay the Indirect Taxes at the applicable rate in respect of any
such Paymentsfollowing the receipt of an Indirect Taxes invoice in the appropriate form issued
by Party receiving Payments in respect of those Payments, such Indirect Taxes to be payable on
the due date of the payment of the Payments to which such Indirect Taxesrelate.

9. INTELLECTUAL PROPERTY

9.1 Prosecution and Maintenance of Licensed Patents. POZEN will be

responsible for the preparation, filing, prosecution and maintenance of the Licensed Patents
(other than Joint Patents), at its own expense. Notwithstanding the foregoing,

 
POZENwill provide a copyofall proposedfilings at least

in advance ofthe filing date and will consider in good faith the requests and suggestions of
AstraZeneca with respect to filing and prosecuting the Licensed Patents and will keep
AstraZeneca promptly informed of progress with regard to the preparation, filing, prosecution
and maintenance of Licensed Patents. In the event that POZEN desires to abandon anyLicensed
Patent, POZEN will provide reasonable prior written notice to AstraZeneca of such intention to
abandon (which notice will, in any event, be given nolater than{prior to the next
deadline for any action that may be taken with respect to such Licensed Patent with the U.S.
Patent & Trademark Office or any foreign patent office), and AstraZeneca will have the right to
assumeresponsibility for such Licensed Patent.

9.2 Prosecution and Maintenance of Joint Patents. AstraZeneca will be

responsible for the preparation, filing, prosecution and maintenance of Joint Patents, at its own
expense. AstraZeneca will provide to POZEN a copyofall proposedfilings at least
GB in advanceofthe filing date and will consider in good faith the requests and suggestions of
POZENwith respect to filing and prosecuting the Joint Patents and will keep POZEN promptly
informed ofprogress with regard to the preparation, filing, prosecution and maintenance ofJoint
Patents. In the event that AstraZeneca desires to abandon anyJoint Patent, AstraZeneca will
provide reasonable prior written notice to POZEN ofsuch intention to abandon (which notice
will, in any event, be given nolater than{prior to the next deadline for anyaction
that maybe taken with respect to such Joint Patent with the U.S. Patent & Trademark Office or
any foreign patent office), and POZENwill have the right to assumeresponsibility for such Joint
Patent.

9.3 Ownership of Inventions. Inventorship of Inventions will be determined in
accordance with the rules of inventorship under United States patent laws. Subject to the
licenses granted under this Agreement, as between the Parties, AstraZeneca will own all
AstraZeneca Inventions, POZEN will own all POZEN Inventions, and Joint Inventions will be
owned jointly by AstraZeneca and POZEN; provided, however, that during the Term ofthis
Agreement: (i) neither POZEN nor AstraZeneca‘hal
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other than as expressly provided in this Agreement, including Section 7.1 (Licensed
Technology), without the consent of the other Party, which consentshall not be unreasonably
withheld, conditioned or delayed, and (ii) neither Party shall assign, pledge, encumber,license or
otherwise transfer anyofits rights in anyJoint Invention or Joint Patent without the other Party’s
prior written consent, which consent shall not be unreasonably withheld, conditioned or delayed.
Upon anyexpiration or termination of this Agreement, each Party will have the right to exploit,
license and grant rights to sublicense each such Joint Invention and Joint Patent, without any
duty of accounting to the other Party, and each Party hereby consents, and agrees to consent,
without payment of any further consideration or royalty, to the Joint Party’s exploitation and
licensing of said Joint Party’s interest in such Joint Invention or Joint Patent to Third Parties;
provided, that nothing in this Section 9.3 gives either Party anyright or license under any
intellectual property rights Controlled by the other Party other than Joint Inventions and Joint
Patents, regardless of whether such rights are necessary in order to exploit the Joint Inventions
and Joint Patents pursuantto this Section 9.3.

9.4 Disclosure. Each Party will promptly disclose to the other Party in writing, and
will causeits Affiliates, agents, and independentcontractors to so disclose to the other Party, the
conception and reduction to practice of any Invention.

9.5 Cooperation. Each Party acknowledges the importance of securing and
maintaining effective patent protection for the Licensed Technology and Joint Patents throughout
the Territory. Each Party agrees to cooperate fully in the preparation, filing, prosecution and
maintenance of the Licensed Patents and Joint Patents and in the obtaining and maintenance of
any patent extensions, supplementaryprotection certificates and the like with respect to the
Licensed Patents and Joint Patents. Such cooperation includes, but is not limited to: (a)
executing all papers and instruments, or requiring its employees or contractors, to execute such
papers and instruments, so as to effectuate the ownership of Inventions set forth in Section 9.3
(Ownership of Inventions), and Patents claiming or disclosing such Inventions, and to enable the
other Party to apply for and to prosecute patent applications in any country; and (b) promptly
informing the other Party of any matters coming to such Party’s attention that mayaffect the
preparation, filing, prosecution or maintenance of any such patentapplications.

9.6 Enforcementof Licensed Patents.

9.6.1 Infringement by Third Parties. AstraZeneca and POZEN will each,

 
 

 

within RUTTEN of learning of any alleged or threatened infringement of theLicensed Patents or Joint Patents, notify the other Party in writing. will have thefirst right, but not the obligation, to prosecute any suchvennot
commence an infringement action against the alleged or threatened infringement(i) within

Eolowins the detection of the of alleged infringement, or(ii)efore the time limit, if any, set forth in appropriate laws and regulations for filing of such
actions, whichever comesfirst, then[Jwill so notifyIpromptly, ancI
may commencelitigation with respect to the alleged or threatened infringement at its own
expense.

9.6.2 Challenge by Third Parties. AstraZeneca and POZENwill each notify
the other Party in writing within of learning of any alleged or threatened
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opposition, reexamination request, action for declaratory judgment, nullity action, interference or
other attack uponthe validity, title or enforceability of the Licensed Patents or Joint Patents by a
Third Party. will have the first right, but not the obligation, to defend any such
challenge. If oes not commenceDiligent Efforts to defend against the alleged or
threatened challenge (i) within{J following the detection of the alleged challenge,
or (ii) before the time limit, if any, set forth in appropriate laws and
regulations for making a filing in defense of such a challenge, whichever comesfirst, then

will so notify{J promptly, andJmay take action with respect to the
alleged or threatened challenge at its own expense.

 

 
 

9.6.3 Cooperation. In the event a Party brings an infringement action pursuant
to Section 9.6.1 (Infringement by Third Parties), the other Party will cooperate fully, including,if
required to bring such action, the furnishing of a power ofattorney or to join such action as a
necessaryparty, executing all papers and instruments, or requiring its employees or contractor, to
execute such papers and instruments, so as to successfully prosecute any such actions. Neither
Party will have the right to settle any patent infringementlitigation under this Section 9.6.3
(Cooperation) in a mannerthat could be reasonably expected to diminish the rights or interest of
the other Party, or adversely effect the validity or enforceability of such other Party’s Patents,
without the express written consent of such other Party. The Party commencing thelitigation
will provide the other Party with copiesofall pleadings and other documentsfiled with the court
and will consider reasonable input from the other Party during the course of the proceedings.

9.6.4 Recovery. Except as otherwise agreed by the Parties in connection with a
cost sharing arrangement, anyrecoveryrealized as a result of such litigation described in Section
9.6.1 (Infringement by Third Parties) (whether by wayof settlement or otherwise) will be first
allocated to reimbursement of unreimbursedlegal fees and all litigation expenses incurred by the
Partyinitiating the proceeding, then toward reimbursement of anyof unreimbursed legal fees and
all litigation expenses of the other Party, and then the remainder will be divided between the
Parties as follows: (a) settlements, damages or other monetary awards recovered pursuant to a
suit, action or proceeding brought by 
 

and (b) settlements, damages
or other monetary awards recovered pursuantto a suit, action or proceeding brought by
will be retainedby

9.7 Defense of Infringement Claims. If the manufacture, sale or use of a POZEN
Product pursuant to this Agreement results in any claim, suit, or proceeding by a Third Party
alleging that such activities infringe a Third Party patent, or if a Third Party threatens such a
claim, suit or proceeding, each Party will promptly notify the other Party thereof.

TsTLORSTTSTGTTRETTTERTaRTT will have the exclusive right to defend and control the defenseof any such claim, suit or proceeding at its own expense, using counsel ofits own choice;
provided,thatif any such proceedingsinvolve matters relating to the validity or enforceability of
the Licensed Patents or Joint Patents, then the provisions of Section 9.6.3 (Cooperation) aboveshall apply. In any claim, suit or proceeding under this Section 9.7,ee keep

reasonably informed of all material developments in connection with any such claim,
Suit, or proceeding; provided, that ifJ is named as a defendant in any such claim,suit or
proceeding, that GR shall have the right to participate in the defense using counselofits
choice at its own expense. In anyclaim, suit or proceeding underthis Section 9.7,
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agrees to provide{J with copiesofall pleadingsfiled in such action andto allow
reasonable opportunity to participate in the defense ofthe claims.

9.8 Patent Term Extension and Supplementary Protection Certificate. Upon
receiving Marketing Approval for a POZEN Product, the Parties agree to coordinate the
application for any patent term extension or supplementary protection certificates that may be
available. The primaryresponsibility of applying for any extension or supplementary protection
certificate will be the Party having the right to make the application under the Applicable Law.
The Party responsible for filing the application will keep the other Partyfully informedofits
efforts to obtain such extension or supplementaryprotection certificate. Each Party will provide
prompt and reasonable assistance, without additional compensation, to obtain such patent
extension or supplementaryprotection certificate. The Party filing such request will payall
expenses in regard to obtaining the extension or supplementary protection certificate.

9.9 Consequence of Patent Challenge. If AstraZenecaor its Affiliates challenge the
validity or enforceability of any of the Licensed Patents by any opposition, reexamination
request, action for declaratory judgment, nullity action, interference or other attack upon the
validity, title or enforceability thereof before any governmental agency, court or other similar
adjudicative forum (any such proceeding, a “Patent Challenge”), such Patent Challenge shall
give POZENtheright to terminate this Agreement as provided in Section 12.3 (Termination for
Material Breach) orto terminateall licenses granted under anyof the Licensed Patents subject to
such Patent Challenge; provided, that the foregoing provisions ofthis Section 9.9 (Consequence
of Patent Challenge) will not apply in the event that, prior to such Patent Challenge, POZEN or
any of its licensees or assignees initiates or threatens litigation against, or makes claims or
assertions against, AstraZeneca or its Affiliates, Sublicensees or Third Party contractors, that
allege that any of such parties infringe a Licensed Patent.

9.10 Patent Certifications.

9.10.1 Orange Book Listings. To the extent required or permitted by Applicable
Law, after the completion of the assignment and transfer of the U.S. Regulatory Materials
(including the NDA)forthe Initial POZEN Product to AstraZeneca as required bySection 4.1.1
(Regulatory Matters in the U.S.), AstraZeneca will use Diligent Efforts to promptlylist and
maintain with the applicable Regulatory Authorities during the Term correct and complete
listings of applicable Licensed Patents for such POZEN Product, includingall so called “Orange
Book”listings required under the Hatch-Waxman Act. Prior to such assignmentandtransfer, to
the extent required or permitted by Applicable Law, POZEN will use Diligent Efforts to
promptlylist and maintain with the applicable U.S. Regulatory Authorities correct and complete
listings of the applicable Licensed Patents for such POZEN Product, including so-called Orange
Booklistings. Promptly after the Effective Date, POZEN and AstraZeneca will meet to discuss
the Parties’ efforts under this Section 9.10.1 (Patent Certification).
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|
9.10.2 Hatch-Waxman Act. Notwithstanding Section 9.6.1 (Infringement by

Third Parties) above, each Party will immediately give notice to the other Party of any notice it
receives of certification filed under the Hatch-Waxman Act claiming that any of the Licensed
Patents is invalid, unenforceable or that any infringement will not arise from the manufacture,
use or sale of the POZEN Product by a Third Party. IffF decides not to bring
infringement proceedings against the entity making suchacertification with respect to any suchLicensed Patents, will give noticezzof its decision notto bring suit within

after receipt of notice of such certification (or, if the time period
permitted by lawis less than withinFPpermitted
by law for to commence such action). maythen, but is not required to,
bring suit against the Third Party that filed the certification. Any suit by either Party maybe in
the name ofeither or both Parties, as may be required by law. For this purpose, the Party not
bringing suit will execute such legal papers necessaryfor the prosecution of such suit as may be
reasonablyrequested bythe Party bringingsuit.

 

  
   
 

9.11 Patent Marking. Any POZEN Product marketed and sold by AstraZeneca under
this Agreement will be marked with appropriate patent numbers or indicia as permitted or
required by law. The Parties agree to cooperate to reach a decision on the marking requirements.

10. REPRESENTATIONS, WARRANTIES; COVENANTS

10.1 POZEN Representations and Warranties. POZEN hereby warrants and
represents to AstraZeneca as of the Execution Date and the Effective Date that, except as set
forth on Schedule 10.1 to this Agreement(as such schedule may be updated by POZEN pursuant
to Section 10.2 (Notice of Developments)):

10.1.1 POZEN is the sole and exclusive owner of the Licensed Patents and has

the right to perform its obligations hereunderand to grant to AstraZeneca the rights and licenses
set forth in this Agreementin andto the Licensed Technology;

10.1.2 Each person who has contributed to the conception of an invention
claimed in the Licensed Patents has been identified to the United States Patent & Trademark
Office and the applicable patentoffices in all other countries where such Licensed Patentis filed,
registered, nationalized or validated and is named on such Licensed Patent.7|is
the sole inventor of U.S. Patenta. Each inventor of any invention claimed in any
Licensed Patent has assignedall of that inventor’s right, title and interest in and to the Licensed
Patent to POZEN, and such assignment has been recorded at the United States Patent &
Trademark Office and at the applicable patentoffices in all other countries where such Licensed
Patentis nationalized or validated;

10.1.3 To the knowledge of POZEN,each person associated with the invention,
filing or prosecution of any Licensed Patent has complied with the obligation under Applicable
Lawto disclose to the relevant patent authority, during the pendency of any patent application
included in the Licensed Patents, information known by anysuch person to be material to the
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patentability of the pending claimsin such application;

10.1.4 To the knowledge of POZEN,none ofthe Licensed Patents existing on the
Execution Date is involved in any action for declaratory judgment, nullity action, reexamination,
interference proceeding, or other attack uponits validity, title or enforceability, and POZEN has
not received any written request, demand or notice from any Third Party or governmental
authority threatening or disclosing any such action, proceeding or attack with respect to any of
the Licensed Patents;

10.1.5 There is no action or proceeding pending or, to the knowledge of POZEN,
threatened that relates to, affects or arises in connection with any Licensed Technology or
POZEN Product; and POZEN is not subject to any order, ruling or judgment of any
governmental or Regulatory Authority that could reasonably be expected to impair or delay the
ability of POZEN to perform its obligations under this Agreement;

10.1.6 The Licensed Patents are not subject to any encumbrance, lien, license
rights (including any covenantnotto sue in respect thereto) or claim of ownership by any Third
Party;

10.1.7 To the knowledge of POZEN,there are no activities by Third Parties that
would constitute infringement of any Licensed Patents or misappropriation of Licensed Know-
Howexisting on the Execution Date;

10.1.8 To the knowledge of POZEN, there are no Patents or trade secret rights
owned or controlled by a Third Party, that would be infringed or misappropriated by the
Development, Manufacture or Commercialization of POZEN Product(s), and POZEN has
received no written claims relating to any such infringement or misappropriation. To the
knowledge of POZEN, AstraZeneca’s use and exploitation of the Regulatory Materials as
contemplated by this Agreement will not misappropriate any confidential information or trade
secret of any Third Party;

10.1.9 POZEN has made available to AstraZeneca all clinical study reports,
formulation development study reports and Regulatory Materials in its possession or Control
tegarding or related to POZEN Products. All such clinical study reports, formulation
development study reports and Regulatory Materials are true and complete as of the Execution
Date;

10.1.10As of the Execution Date, POZEN has prepared, maintained and retained
all Regulatory Materials required to be maintained or reported pursuant to and in accordance
with cGCP, cGLP, and cGMPto the extent required, and all Applicable Law and, to POZEN’s
knowledge, the Regulatory Materials do not contain any materially false and misleading
statements; POZEN has conducted, and has caused its contractors and consultants to conduct,
any and all formulation development and clinical studies related to the POZEN Product in
accordance with cGCP, cGMP,and cGLP,to the extent required, and all other Applicable Law;

10.1.11The Licensed Patents listed on Schedule 1.58 are all of the Patents
Controlled by POZENthat are necessary for the Development, Manufacture, Commercialization,
use, sale, offer for sale or importation of the POZEN Productin the Field of Use.
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10.1.12POZEN has disclosed to AstraZeneca all information in its possession
relating to any interaction with the FDA and other Regulatory Authorities regarding the Initial
POZEN Product. POZEN has not received any communication from the FDAthatleads it to
believe that the studies set forth in Exhibit B may beinsufficient to obtain NDA Approval of the
Initial POZEN Product from the FDA;

10.1.13POZEN has obtained all necessary licenses, consents, approvals, permits
and authorizations to enable it to carry on its research and business related to the Licensed
Technology and POZEN Products and all such licenses, consents, approvals, permits and
authorizationsare in effect;

10.1.14True and complete copies of all of POZEN’s agreementsrelating to the
Licensed Technology or to the Development or Commercialization (excluding marketing
research) of POZEN Products have been made available to AstraZeneca and such agreements
will be listed on an updated Schedule 10.1 to be agreed by the Parties before the Effective Date.
Except as identified on such Schedule 10.1, each such agreement is in full force and effect.
POZENisnot, and to its knowledge no other party to any such agreementis, in breach ofor in
default, in any material respect, under any such agreement; and to POZEN’s knowledge, no
event or circumstance has occurred which constitutes, or after notice or lapse of time or both,
would constitute a material breach or default thereunder on the part of POZEN orany other party
thereto, or which would result in a right to accelerate or a loss of material rights under any such
agreementthat has not been cured or waived;

10.1.15Neither POZEN nor any Third Party engaged byit, in any capacity, has
been debarred or is subject to debarment or has otherwise been disqualified or suspended from
performing scientific or clinical investigations or otherwise subjected to any restrictions or
sanctions by the FDA or any other governmental or regulatory authority or professional body
with respect to the performance ofscientific or clinical investigations;

10.1.16True, complete and correct copies of all licenses and other agreements
under which any Third Party has or grants to POZEN anyright orlicense to the Licensed
Patents, including any amendments to such agreements, have been made available to
AstraZeneca;

10.1.17All applicable fees have been timely paid to file, prosecute and maintain
the Licensed Patents. To the knowledge of POZEN without inquiry, (i) the Licensed Patents are
subsisting, or pending, and are notinvalid or unenforceable, and(ii) the conception, development
and reduction to practice of the Licensed Patents have not constituted or involved the
misappropriation oftrade secrets or other rights or property of any Third Party;

10.1.18The development of the Licensed Technology has not been funded, in
whole orin part, by the United States Government.

10.1.19The execution and delivery of this Agreement, the performance
contemplated hereby, and the grant ofrights and licenses hereunderwill not (i) result in a breach
of any judgment, decree, order or approval of any court of law or authority applicable to the
Licensed Technology or POZEN Product; (ii) cause any acceleration or maturity of any contract
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or of any obligation relating to the Licensed Technology or POZEN Product; (iii) result in the
creation or imposition of any encumbrance uponor give to any other person orentity any interest
or right (including anyright of termination or cancellation or change) in or with respect to the
Licensed Technology or POZEN Product except as expressly permitted herein; or result in any
termination of, or change in the termsof, or conditions of, or rights or obligations under, any
permit or approval of any authority applicable to the Licensed Technology or POZEN Product;
or (iv) result in a violation of, or be in material conflict with, or constitute a material default,
under any agreementin existence as of the Execution Date between POZEN and Third Parties
and that it is not party to any other agreements that limits AstraZeneca’s rights under this
Agreement.

10.2 Notice of Developments. From the Execution Date until the Effective Date of
this Agreement, POZEN will give AstraZeneca prompt written notice upon becoming aware of
any development, event or circumstance that could reasonably be expectedto result in a breach
of or inaccuracy in any of POZEN’s representations and warranties in Section 10.1 (POZEN
Representations and Warranties). On the Effective Date, POZENshall deliver to AstraZeneca an
updated Schedule 10.1 reflecting all exceptions to the representations and warranties made by
POZENas ofthe Effective Date.

10.3. AstraZeneca Warranties. AstraZeneca hereby warrants and represents to
POZENasof the Execution Date and the Effective Date that AstraZeneca is not subject to any
order, ruling or judgment of any governmental or Regulatory Authority that could reasonably be
expected to impair or delay the ability of AstraZeneca to perform its obligations under this
Agreement.

10.4 Reciprocal Representations and Warranties. Each Party represents and
warrants to the other Party that: (a) this Agreementis a legal and valid obligation binding upon
its execution and enforceable against it in accordance with its terms and conditions; and (b) the
execution, delivery and performance of this Agreement by such Party has been duly authorized
by all necessary corporate action, and the person executing this Agreement on behalf of such
Party has been duly authorized to do so by all requisite corporate actions.

10.5 DISCLAIMER OF WARRANTY. EXCEPT FOR THE EXPRESS

REPRESENTATIONS AND WARRANTIES SET FORTH IN SECTIONS 10.1 (POZEN
WARRANTIES) AND 10.3 (ASTRAZENECA WARRANTIES) AND 10.4 (RECIPROCAL
REPRESENTATIONS AND WARRANTIES), EACH PARTY MAKES NO
REPRESENTATIONS AND GRANTS NO WARRANTIES, EXPRESS OR IMPLIED,
EITHER IN FACT OR BY OPERATION OF LAW, BY STATUTE OR OTHERWISE, AND
POZEN AND LICENSEE EACH SPECIFICALLY DISCLAIMS ANY OTHER
WARRANTIES, WHETHER WRITTEN OR ORAL, OR EXPRESS OR IMPLIED,
INCLUDING ANY WARRANTY OF QUALITY OR MERCHANTABILITY, OR ANY
WARRANTYAS TO THE VALIDITY OR ENFORCEABILITY OF ANY PATENTS OR THE
NON-INFRINGEMENT OF ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD
PARTIES.

10.6 POZEN Non-Compete. POZEN covenantsthat it will not at any time prior to
the expiration of the Royalty Term, and will ensure that its Affiliates do not, directly or
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indirectly, develop or commercialize or license any Third Party to develop or commercialize any
product having a rovided,
that afte following the Commercial Launch of a POZEN Productin the European
Union, POZEN and its Affiliates shall be free, in the European Union only, to Develop,
Commercialize or license a Third Party to Develop or Commercialize a product having a

eeWithout limitingAstraZeneca’s rights under this Agreement or otherwise, in case of anybreach ofthis Section
10.6 (POZEN Non-Compete), AstraZeneca will notify POZEN and, if such breach is not cured
by POZEN within after receipt of such notice, 

10.7 POZENSubcontractors. POZEN will not, without AstraZeneca’s prior written
consent (not to be unreasonably withheld), engage or use any Third Party contract research
organizations or other contractors (other than individuals hired as consultants) involved in the
conduct of Development activities under this Agreement. All subcontractors identified in
Schedule 10.7 (which such schedule will be agreed upon bythe Parties before the Effective
Date) are hereby approved by AstraZeneca. Any subcontract between POZENand a Third Party
to perform POZEN’s responsibilities under this Agreement will be in writing and include
provisions requiring the Third Party(i) to assign to POZENall rights in anyinventions relating
to a Product and conceived bysuch Third Partyin the course of performing such activities, along
with all intellectual property rights therein, and (ii) to comply with confidentiality provisions at
least as restrictive as those set forth in Section 11 (Confidentiality) with respect to all materials
and information received by such Third Party in connection with suchactivities.

10.8

 
10.9 Other Covenants.

10.9.1 POZEN will not enter into any agreement, whether written or oral with
respect to, or otherwise assign, transfer, license, convey or otherwise encumberits rights,title or
interest in the Licensed Technology(including by granting any covenantnotto sue with respect
thereto) to any Person in a mannerthat is inconsistent with the rights and licenses granted to
AstraZeneca under this Agreement.

10.9.2 Each Party will obtain from eachofits Affiliates, sublicensees, employees
and agents and from the employees and agentsofits Affiliates, sublicensees and agents who are
or will be involved in the Development of the POZEN Products or of the Licensed Technology,
rights to anyand all inventions, information, and intellectual property rights conceived in the
course of performance ofthis Agreement, necessary to enable such Party to grant the licenses
and other rights granted to the other Party under this Agreement.
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11. CONFIDENTIALITY.

11.1. Definition. During the Term and subject to the terms and conditions of this
Agreement, a Party (a “Disclosing Party”) may communicate to the other Party (a “Receiving
Party”) information in connection with this Agreement or the performance of its obligations
hereunder, including scientific and manufacturing information and plans, marketing and business
plans, and financial and personnel matters relating to a Party or its present or future products,
sales, suppliers, customers, employees, investors or business (collectively, “Confidential
Information”). Withoutlimiting the foregoing, “Confidential Information” is hereby deemed to
include any information disclosed by one Party to the other Party pursuant to that certain
confidentiality agreement between the Parties dated as of March 27, 2006 or that certain
confidentiality agreement between the Parties dated as of June 15, 2006. Notwithstanding the
foregoing or any other provision of this Agreement to the contrary, during the Term, the
Licensed Know-Howwill be deemed to be the Confidential Information of both Parties.

11.2. Exclusions. Notwithstanding the foregoing, information of a Disclosing Party
will not be deemed Confidential Information with respect to a Receiving Party for purposes of
this Agreement to the extent the Receiving Party can demonstrate by competent evidence that
such information:

11.2.1 was already known to the Receiving Party or its Affiliates, as evidenced
by their written records, other than under an obligation of confidentiality or non-use, at the time
of disclosure to the Receiving Party;

11.2.2 was generally available or was otherwise part of the public domain at the
timeofits disclosure to the Receiving Party;

11.2.3 becamegenerally available or otherwise becamepart of the public domain
after its disclosure to the Receiving Party, through no fault of or breach ofits obligations under
this Section 11 (Confidentiality) by the Receiving Party;

11.2.4 was disclosed to the Receiving Party or any ofits Affiliates, other than
under an obligation of confidentiality or non-use, by a Third Party who had noobligation to the
Party that controls such information and know-how not to disclose such information or know-
howto others; or

11.2.5 was independently discovered or developed by the Receiving Party orits
Affiliates, as evidenced bytheir written records, without the use of, and by personnel who had no
access to, Confidential Information belonging to the Party that controls such information and
know-how.

11.3 Disclosure and Use Restriction. Except to the extent expressly authorized by
this Agreement or otherwise agreed in writing by the parties, the parties agree that, during the
Term andathereafter, the Receiving Party will keep confidential and will notpublish or otherwise disclose and will not use for any purpose other than as expressly provided
for in this Agreement any Confidential Information ofthe Disclosing Party. The Receiving Party
may use such Confidential Information only to the extent required to accomplish the purposes of
this Agreementor in connection with the exerciseofits rights hereunder. The Receiving Party
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will use at least the same standard of care as it uses to protect proprietary or confidential
information of its own to ensure that its employees, agents, consultants and other representatives
do not disclose or make any unauthorized use of the Confidential Information. The Receiving
Party will promptly notify the other upon discovery of any unauthorized use or disclosure of the
Confidential Information.

11.4 Authorized Disclosure. A Receiving Party may disclose Confidential
Information of a Disclosing Party to the extent that such disclosureis:

11.4.1 made in response to a valid order of a court of competent jurisdiction or
other governmental or regulatory body of competent jurisdiction; provided, however, that such
Receiving Party will have given notice to the Disclosing Party of
receipt of such order and given the Disclosing Party a reasonable opportunity to quash such order
and to obtain a protective order requiring that the Confidential Information and documents that
are the subject of such order be held in confidence by such court or governmental or regulatory
bodyor, if disclosed, be used only for the purposes for which the order was issued; and provided,
further, that if a disclosure order is not quashed or a protective order is not obtained, the
Confidential Information disclosed in response to such court or governmental order will be
limited to that information whichis legally required to be disclosed in response to such court or
governmental order;

11.4.2 otherwise required by law; provided, that the Disclosing Party will provide
the Receiving Party with notice of such disclosure at least{iin advance thereof to
the extent practicable and take reasonable steps as requested by the Disclosing Party to protect
the Disclosing Party’s rights;

11.4.3 made by a Receiving Party, in connection with the performance ofthis
Agreement, (a) to Affiliates, employees, consultants, representatives or agents, each of whom
prior to disclosure must be bound by obligations of confidentiality and non-use at least
equivalent in scope to those set forth in this Section 11 (Confidentiality) or (b) to Regulatory
Authorities (provided, that in the case of disclosures to Regulatory Authorities, the Receiving
Party will, to the extent practicable, provide the Disclosing Party with notice of such disclosure

atosin advance thereof and will reasonably consider any comments receivedfrom the Disclosing Party);

11.4.4 made by a Receiving Party to existing or potential acquirers or merger
candidates; potential sublicensees or collaborators (to the extent contemplated hereunder);
investment bankers; existing or potential investors, venture capital firms or other financial
institutions or investors for purposes ofobtaining financing; or Affiliates, each of whom prior to
disclosure must be bound by obligations of confidentiality and non-use at least equivalent in
scope to thoseset forth in this Section 11 (Confidentiality); or

11.4.5 made by the Receiving Party with the prior written consent of the
Disclosing Party.

11.4.6 In addition to the foregoing, withinJafier the Effective
Date, the Parties shall mutually agree in good faith on a written document specifying the
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statements regarding are permitted to
make in response to appropriate questions fror elating to POZEN Products,
and the Parties shall update such document by mutual agreement as appropriate from time to
time, such agreementnot to be unreasonably withheld, conditioned or delayed. shall not
makeanypublic statementRRthat is not consistent with such
agreed written document.

11.5 Use of Name. Neither Party may make public use of the other Party’s name
except (a) in connection with announcements and other disclosures relating to this Agreement
and the activities contemplated hereby as permitted in Section 11.6 (Press Releases), (b) as
required by Applicable Law, and (c) otherwise as agreed in writing by such other Party.

11.6 Press Releases.

11.6.1 On or after the Execution Date of this Agreement at a mutually agreed
time, each Party will issue a mutually agreed press release announcing the existence of this
Agreement each in the form and substance to be mutually agreed upon in advance. For
subsequentpress releases and other written public disclosures relating to this Agreementor the
Parties’ relationship hereunder (each, a “Public Disclosure”), each Party will use reasonable
efforts to submit to the other Party a draft of such Public Disclosures for review and comment by
the other Party at leastMYprior to the date on which such Partyplans to
release such Public Disclosure, and in anyeventwill submit such drafts at leastJprior to
the release of such Public Disclosure, and will review and consider in good faith any comments
provided in response. Notwithstanding the foregoing, subject to Section 

11.6.2 If a Party is unable to comply with the foregoingJ notice
requirement because of a legal obligation or stock exchange requirement to make more rapid
disclosure, such Partywill not be in breach of this Agreement butwill in that case provide notice
as promptlyas practicable under the circumstances.

11.6.3 A Party may publicly disclose, without regard to the preceding
requirementsof this Section 11.6 (Press Releases), information that was previouslydisclosed in a
Public Disclosure that was in compliance with such requirements.

11.7 Terms of Agreement to be Maintained in Confidence. The Parties agree that
the terms of this Agreement are confidential and will not be disclosed byeither Party to any
Third Party (except to a Party’s professional advisors, including without limitation accountants,
financial advisors, and attorneys) without prior written permission of the other Party; provided,
however, that (a) either Party may make anyfilings of this Agreement required by law or
regulation in any country so long as such Partyusesits reasonable efforts to obtain confidential
treatment for portions of this Agreementas available, consults with the other Party, and permits
the other Party to participate, to the greatest extent practicable, in seeking a protective order or
other confidential treatment; (b) either Party may disclose this Agreement on a confidential basis
to potential Third Party investors or acquirors or, in the case of AstraZeneca, to potential
Sublicensees, in each case in connection with due diligence or similar investigations; and (c) a
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Party may publicly disclose, without regard to the preceding requirements of this Section 11.7,
information that was previously disclosed in compliance with such requirements.

12. TERM AND TERMINATION

12.1 HSR Act. To the extent required by the Hart-Scott-Rodino Antitrust
Improvements Act of 1976, as amended (“HSR Act”), each Party will (i) file or cause to be
filed, as promptly as practicable after the date hereof, with the United States Federal Trade
Commission (“FTC”) and the United States Department of Justice (“DOJ”), all reports and
other documents required to be filed by such Party under the HSR Act concerning the
transactions contemplated hereby and (ii) promptly comply with or cause to be complied with
any requests by the FTC or DOJfor additional information concerning such transactions, in each
case so that the waiting period applicable to this Agreement and the transactions contemplated
hereby under the HSR Act will expire as soon as practicable after the date hereof. Each Party
agrees to request, and to cooperate with the other Party in requesting, early termination of any
applicable waiting period under the HSR Act. The filing fees payable in connection with the
filings will be borne by AstraZeneca as the acquiring party under this Agreement. This
Agreementis effective on the date after which the waiting period pursuant to the HSR Act has
expired, or the date on which the transaction contemplated in this Agreement has been approved
by the FTC and DOJor,if the Parties agree that nofiling is required under the HSR Act, the date
first written above (“Effective Date’’).

12.2. Term. The term of this Agreement will commenceas of the Effective Date and,
unless earlier terminated in accordance with this Section 12 (Term and Termination), will expire
uponthe expiration of the Royalty Term for all POZEN Products in all countries (the “Term”).

12.3 Termination for Material Breach. In the event that either Party (the
“Breaching Party”) shall be in material default of any of its material obligations under this
Agreement, in addition to any other right and remedythe other Party (the “Non-Breaching
Party”) may have, the Non-Breaching Party mayterminate this Agreementin its entirety or withrespect to the country or countries to which such material default applies |)_——
prior written notice (the “Notice Period”) to the Breaching Party, specifying the breach andits
claim ofright to terminate; provided, that the termination shall not become effective at the end of
the Notice Period if the Breaching Party cures the breach complained about during the Notice
Period (or, if such default cannot be cured within such Notice Period, if the Breaching Party
commences actions to cure such default within the Notice Period and thereafter diligently
continues such actions); provided, further, that in the event that AstraZeneca is the Party in
material default and the default is with respect to AstraZeneca’s failure to use Diligent Efforts as
required under this Agreement with respect to the Initial POZEN Products in the United States or
in a particular Major Ex-U.S. Market Country, POZEN shall have the right to terminate this
Agreement only with respect to such country and not in its entirety. It is understood that
termination pursuantto this Section 12.3 (Termination for Material Breach) shall be a remedy of
last resort and may be invoked only in the case where the breach cannot be reasonably remedied
by the paymentofmoney damages or other remedy under applicable law. If either Party initiates
a dispute resolution procedure as permitted under this Agreementprior to the end of the Notice
Period to resolve the dispute for which termination is being sought and is diligently pursuing
such procedure, including anylitigation following therefrom, the termination shall become
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effective only if and when such dispute is finally resolved through such dispute resolution
procedure. This Section 12.3 (Termination for Material Breach) defines exclusively the Parties’
right to terminate in case of any material breach ofthis Agreement.

12.4 Termination for Cause.

12.4.1 AstraZeneca Termination for Cause. AstraZeneca mayterminate this
Agreement to the extent set forth below without penalty upon written notice to POZEN, as
follows:

(a) Subject to Section 12.4.1(n), if a Pre-ApprovalFailure described in
paragraph [ij ij GEE Section 1.82 (Pre-Approval Failure) occurs with respect to
AstraZeneca may,at its option, terminate the Agreementeither

  GE following such Pre-Approval Failure (or, if AstraZeneca has elected a substitute POZEN
Product in accordance with Section 3.4.2(a) or if POZEN has consented to AstraZeneca’s
election of a substitute POZEN Product under Section 3.4.2(b) and, in either case, AstraZeneca

has proposed an updated development plan for such substitute product as required by
Section 3.4.2(b), withinJfollowing the election of such product pursuant to such
Section).

(b) Subject to Section 12.4.1(n), if a Pre-Approval Failure described in
paragraph of Section 1.82 (Pre-Approval Failure) occurs with respect toI

, AstraZeneca may, at its option, terminate this Agreement either

 
 
  
 
 
 

with respect to

 following such Pre-Approval
Failure (or, if AstraZeneca has elected a substitute POZEN Product in accordance with
Section 3.4.2(a) or if POZEN has consented to AstraZeneca’s election of a substitute POZEN
Product under Section 3.4.2(b) and, in either case, AstraZeneca has proposed an updated
developmentplan for such substitute product as required by Section 3.4.2(b), within
GB following the election of such product pursuantto such Section).

 

(c) Subject to Section 12.4.1(n), if a Pre-Approval Failure described in
paragraph f Section 1.82 (Pre-Approval Failure) occurs with respect to a

, AstraZeneca may, at its option, terminate this Agreemen
  

 
 
 Z following such
Pre-Approval Failure(or, if AstraZeneca has elected a substitutePOZEN Product in accordance
with Section 3.4.2(a) or if POZEN has consented to AstraZeneca’s election of a substitute

POZEN Product under Section 3.4.2(b) and AstraZeneca has proposed an updated developmentplan for such substitute product as required by Section 3.4.2(b), withina
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following the election of such product pursuant to such Section)..

(d) If a Pre-Approval Failure described in paragrap
roval Failure) occurs with respect to th

, AstraZeneca may,at its option, terminate this Agreement

of Section
 

 

 

following such Pre-Approval Failure(or, 1f
AstraZeneca has elected a substitute POZEN Product in accordance with Section 3.4.2(a) or if
POZEN has consented to AstraZeneca’s election of a substitute POZEN Product under

Section 3.4.2(b) and, in either case, AstraZeneca has proposed an updated developmentplan for
such substitute product as required by Section 3.4.2(b), withinJfollowing the
election of such product pursuant to such Section)..

(e) If a Pre-Approval Failure described in paragrap of Section
1.82 (Pre-Approval Failure) occurs with respect to th

AstraZeneca may, at its option, terminate this Agreement

 

 
 
 

 

 
 

following such
Pre-Approval Failure (or, if AstraZeneca has elected a substitute POZEN Product in accordance
with Section 3.4.2(a) or if POZEN has consented to AstraZeneca’s election of a substitute
POZEN Product under Section 3.4.2(b) and, in either case, AstraZeneca has proposed an updated
developmentplan for such substitute product as required by Section 3.4.2(b), within
a following the election of such product pursuant to such Section)..

(f) If, following a Pre-Approval Failure described in paragraph
Section 1.82 (Pre-Approval Failure), AstraZeneca fails

  
 

AstraZeneca may, at its option, terminate this Agreement as follows: (i) if such Pre-A
Failure related

provided, in each case, that written notice of termination must be

elivered to POZEN within thifollowing the expiration of such
period.

(g) If the Regulatory Authority in a particular countryor territory
requires the development ofa particular formulation of a POZEN Product (whether for use in
clinical testing or otherwise) and the Parties fail to develop a formulation and a manufacturing
process for the applicable POZEN Product despite using Diligent Efforts to do so, then
AstraZeneca may, at its option, terminate this Agreement solely with respect to such country:
provided, that written notice of termination must be delivered to POZEN withina
following the permanent abandonmentofthe applicable formulation development program.

(h) ‘If a Pre-Approval Failure described in paragraph (of
Section 1.82 (Pre-Approval Failure) occurs, AstraZeneca may, at its option, terminate this
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 following such Pre-Approval Failure (or, if Astr
elected a substitute POZEN Product in accordance with Section 3.4.2(a) or if POZEN has
consented to AstraZeneca’s election of a substitute POZEN Product under Section 3.4.2(b) and,

in either case, AstraZeneca has proposed an updated development plan for such substitute
product as required by Section 3.4.2(b), withinJfollowing the election of such
product pursuant to such Section).

(i) If a Pre-Approval Failure described in paragraph [of Section
1.82 (Pre-Approval Failure) occurs, AstraZeneca may, at its option, terminate this Agreement
either

 
 

 

provided, that written notice of termination must be delivered to POZENnotlater
than the date of NDA Approval of the Initial POZEN Productin the U.S.

 

  
 
 

 

(j) If a Pre-Approval Failure described in paragraph [of Section
1.82 (Pre-Approval Failure) occurs, AstraZeneca may,at its option, terminate this Agreemen

 

 
provided, that written notice of termination must be delivered to POZEN
following such Pre-Approval Failure (or, if AstraZeneca has elected a

substitute POZEN Product in accordance with Section 3.4.2(a) or if POZEN has consented to
AstraZeneca’s election of a substitute POZEN Product under Section 3.4.2(b) and,in either case,
AstraZeneca has proposed an updated development plan for such substitute product as required
by Section 3.4.2(b), within[Jfollowing the election of such product pursuantto
such Section).

(k) If a Post-Approval Failure occurs anywhere in the Territory,
AstraZeneca may, at its option, terminate the Agreementeither  provided, that written notice of termination must be
elivered to POZEN within following such Post-Approval Failure.

(I) If, after AstraZeneca receives POZEN’s updated Schedule 10.1
pursuant to Section 10.1, AstraZeneca determines in its reasonable discretion that a change to
Schedule 10.1 either (i) materially adversely affects the value ofrights granted to AstraZeneca
under this Agreement, or (ii) materially adversely affects POZEN’s ability to perform its
obligations under this Agreement, AstraZeneca may,at its option, terminate this Agreementin its
entirety; provided, that written notice of termination must be delivered to POZEN withi
GE £0! lowing AstraZeneca’s receipt of POZEN’s updated Schedule 10.1.

(m) AstraZeneca may, at its option, terminate this Agreement in its
entirety to the extent provided in Section 3.4.2 (Substitution).

(n) ‘If a Pre-Approval Failure described in paragraph of Section
1.82 (Pre-Approval Failure) occurs because 
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, then POZEN mayelect, atits
option, to deem the Pre-Approval Failure described in paragraph of Section 1.82 (Pre-
Approval Failure) to have occurredee]as applicable, for the purposes ofthis Section 12.4.1.

 
12.4.2 POZEN Termination for Cause. Subject to Section 12.6.3 (Effect of

Termination for Cause or for Material Breach), POZEN mayterminate this Agreement to the
extentset forth below without penalty upon written notice to AstraZeneca, which notice must be
delivered to AstraZeneca within[J following the occurrence ofthe relevant event
described in paragraphs(a), (b), (c) and (d) below:
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12.5 Termination at Will. AstraZeneca mayterminate this Agreementin its entirety
or with respectto all countries outside of the United States at anytimeat will upon
GB prior written notice to POZEN.

12.6 Consequences of Expiration and Termination.

12.6.1 Effect of Expiration. Upon expiration (but not earlier termination) of the
Term pursuant to Section 12.2 (Term), AstraZeneca will have a non exclusive, irrevocable,
perpetual, worldwide, fully-paid license, with the right to sublicense, under the Licensed
Technologyto research, develop, make, use,sell, offer for sale, and import the POZEN Product
in the Field of Use.

12.6.2 Effect of Termination Generally. The use byeither party hereto of a
termination right provided for under this Agreement and in accordance with this Agreement shall
not give rise to the payment of damages or anyother form of compensation orrelief to the other
party with respect thereto. Subject to the preceding sentence, termination of this Agreement
shall not preclude either party from claiming any other damages, compensation orrelief that it
maybeentitled to upon such termination or for any breach of this Agreement.

12.6.3 Effect of Termination for Cause or for Material Breach.

(a) If either Party terminates this Agreement pursuant to Section 12.3
(Termination for Material Breach) in its entirety or with respect to a particular country, or if
either Party terminates this Agreement pursuant to Section 12.4 (Termination for Cause) in its
entirety or with respect to a particular country or group of countries, all rights and licenses
granted by POZEN to AstraZeneca and all obligations of AstraZeneca and POZEN underthis
Agreementwill terminate immediately with respect to all countries in which this Agreement has
been terminated.

(b) ‘If AstraZeneca terminates this Agreement pursuant to Section
12.4.1 (Termination for Cause) as a result of a TPP Failure but

  
 
  . then AstraZeneca will pay POZENatermination fee o (which termination
ee shall be the sole and exclusive consideration owed to POZEN on account of such

termination).

12.6.4 Effect of Termination At Will. Upon termination of this Agreement
pursuant to Section 12.5 (Termination at Will), all rights and licenses granted by POZEN to
AstraZeneca under this Agreement will terminate immediately. In addition, the following
provisions will apply:

(a) If the termination notice is given

a§S1°22enec2 will pay POZENatermination fee in anamount determined, as follows (which termination fee shall be the sole and exclusive
consideration owed to POZEN onaccountof such termination):
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(i) ‘If the termination notic ITT

(ii) _Ifthe termination noticeiI7
 

(iii) _If the termination noticeiIIiZi7

(iv) If the terminationa
(b) If such termination becomeseffectiveerstraZeneca shall, at its sole option, do one of the

following (which, in either case, shall be the sole and exclusive consideration owed to POZEN
on account of such termination):

(i) pay POZEN an amount equal toSJ if the
Agreementis terminated if the Agreementis terminated Jj

or

(ii)—onlyif AstraZenecais able to convey to POZEN materially
the same freedom to operate with respect to the Manufacture and Commercialization of any
POZEN Product Commercialized by AstraZeneca at the time of such termination (the
“Commercialized POZEN Product”) as AstraZeneca enjoyed immediately prior to such
termination (x) worldwide (if the Agreementis terminated in its entirety), or (y) in all countries
outside the United States (if the Agreement is terminated with respectto all countries outside the
United States), perform the actions described in paragraphs (1) through (10) below:

(1) To the extent permitted by Applicable Law,
AstraZeneca shall transfer and assign to POZEN all Regulatory Materials and Marketing
Approvals that are Controlled by AstraZeneca for Commercialized POZEN Product either (x)
worldwide (if the Agreement is terminated in its entirety), or (y) in all countries outside the
United States (if the Agreement is terminated with respect to all countries outside the United
States).

(2) In the case of termination of this Agreementin its
entirety, AstraZeneca shall transfer to POZEN orits designee the management and continued
performance ofanyclinical trials for the Commercialized POZEN Product ongoing as of the
effective date of such termination, which clinical trials will be conducted at POZEN’s expense
after such transfer.

(3)|Upon POZEN’s request, AstraZeneca shall transfer
to POZEN at AstraZeneca’s full manufacturing cost any stock of finished Commercialized
POZEN Product held by AstraZeneca orits Affiliates for either (x) the entire Territory (if the
Agreementis terminatedin its entirety), or (y) in all countries outside the United States (if the
Agreementis terminated with respect to all countries outside the United States).
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(4) AstraZeneca shall for a reasonable period of time,
provide such assistance, at no cost to POZEN,to transfer or transition to POZEN all other
technology or know-how Controlled by AstraZeneca, or then-existing commercial arrangements
(to the extent transferable in accordance with the terms and conditions of such arrangements) as
may be reasonably necessary or useful for POZEN to commence or continue developing,
manufacturing, or Commercializing the Commercialized POZEN Products, to the extent
AstraZenecais then performing or having performedsuch activities (including without limitation
transferring, upon request of POZEN, any agreements or arrangements with Third Party
suppliers or vendors to supplyor sell the Commercialized POZEN Product, to the extent such
agreements or arrangementsare transferable in accordance with their terms and conditions).

(5) AstraZeneca shall transfer to POZEN or its
designee any then-current manufacturing processes for the Commercialized POZEN Product. In
addition, to the extent that AstraZeneca or its Affiliate is then manufacturing Commercialized
POZEN Product, AstraZeneca will negotiate in good faith a supply agreement for the
Commercialized POZEN Product on commercially reasonable terms under which AstraZeneca
will continue to manufacture, and will supply to POZEN,at a cost that equal

of AstraZeneca’s actual manufacturing costs (calculated in accordance with
AstraZeneca’s standard cost and accounting policies), POZEN’s requirements of POZEN
Product, for a period of up toJin order to permit POZEN toestablish sufficient
manufacturing capacity for Commercialized POZEN Product; provided, however, that POZEN
shall use commercially reasonable efforts to transition manufacture of the Commercialized
POZENProduct to a Third Party as soon as reasonablypracticable.

(6) The supply agreemententered into between POZEN
and AstraZeneca as contemplated by paragraph (5) above shall provide that at all times that
AstraZeneca is supplying POZEN Product under such agreement, allow a delegation consisting
of a reasonable numberof representatives of POZEN, no more than once per calendar year, to
inspect and audit any AstraZeneca facility where such Commercialized POZEN Product,
including its active pharmaceutical ingredient: is Manufactured, and
the documentation generated in connection with the Manufacture and testing of such
Commercialized POZEN Product for the purpose of verifying that the POZEN Product is being
manufactured in accordance with applicable Laws. The supply agreemententered into between
POZEN and AstraZeneca as contemplated by paragraph (5) above shall provide that such
inspections will take place during regular business hoursandafter at least thirty (30) days prior
notice to AstraZeneca. POZENwill discuss the results of any inspection with AstraZeneca. Any
inspection byor on behalf of POZEN,ifit occurs, does not relieve AstraZenecaofits obligation
to comply with all Applicable Laws and does not constitute a waiver of any right otherwise
available to POZEN. POZENwill treat all information subject to review under this paragraph in
accordance with the provisions of Section 11 (Confidentiality) and will cause any Third Party
representative retained by POZEN (and reasonably acceptable to AstraZeneca) to enter into a
reasonably acceptable confidentiality agreement with AstraZeneca obligating such auditor to
maintain all such information in confidence pursuantto such confidentiality agreement.

(7) The supply agreemententered into between POZEN
and AstraZeneca as contemplated by paragraph (5) above shall provide that, during any period
when AstraZeneca is supplying Commercialized POZEN Product under such agreement,
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AstraZenecashall notify POZEN promptly following notice from the FDA or any Regulatory
Authority of a visit to any AstraZeneca facility where such Commercialized POZEN Productis
Manufactured. The supply agreement entered into between POZEN and AstraZeneca as
contemplated by paragraph (5) above shall provide that AstraZeneca will inform POZENofthe
results of anyinspection by a Regulatory Authority that does or could reasonably be expected to
affect the Manufacture of such Commercialized POZEN Product. AstraZeneca will promptly
provide POZENwith copies ofnotifications from any Regulatory Authority (including, without
limitation, any Form No. 483 notification, Enforcement Inspection Reports, Notice of Adverse
Finding, etc.). POZEN will treat all information subject to review under this paragraph in
accordance with the provisions of Section 11 (Confidentiality) and will cause any Third Party
auditor retained by POZEN (and reasonably acceptable to AstraZeneca) to enter into a
reasonably acceptable confidentiality agreement with AstraZeneca obligating such auditor to
maintain all such information in confidence pursuantto such confidentiality agreement.

(8)|During any period when AstraZeneca is supplying
POZENProduct under the supply agreement between POZENand AstraZeneca contemplated by
paragraph (5) above, or POZEN is using such Commercialized POZEN Product, AstraZeneca
shall grant to POZENrights of reference (including by providingaletter of authorization to the
applicable Regulatory Authorities) to any AstraZeneca IND or NDApertaining to Esomeprazole.
Upon the expiration of such right, POZEN will send written notice to such effect to the
applicable Regulatory Authority.

(9) AstraZeneca shall grant to POZEN an exclusive,
royalty-bearing license, with the right upon prior written notice to AstraZeneca to sublicense
through multiple tiers, under any Patents Controlled by AstraZeneca that would be infringed by
the manufacture, use or sale of Commercialized POZEN Products, solely to make, have made,
use, sell, offer for sale, have sold, import, and export such Commercialized POZEN Productsin
the Field of Use in the Territory (if the Agreement is terminated in the entirety) or outside the
United States (if the Agreement is terminated with respect to all countries outside the United
States). In consideration of the foregoing license, POZEN shall pay to AstraZeneca royalties on
net sales of Commercialized POZEN Products at the rates specified in Section 8.4 (Royalties).
For purposes of the foregoing royalty obligations, the references to “AstraZeneca” in Section 8.3
through 8.7 inclusive, and in the related definitions shall be deemed to be, and shall be,
references to “POZEN”for purposes of this paragraph. The royalties provided for under this
paragraph shall be the sole payments due by POZEN to AstraZeneca in connection with the
practice of such license, and AstraZenecashall be solely responsible for any paymentobligations
it may have to Merck & Co., Inc. orits affiliates in connection therewith.

(10) AstraZeneca shall grant to POZEN a worldwide,
non-exclusive, perpetual, irrevocable license under the Product Trademarks to use such marks
for the promotion and sale of Commercialized POZEN Products, including the Initial POZEN
Product, in the Field of Use in the Territory (if the Agreementis terminated in the entirety) or
outside the United States (if the Agreement is terminated with respectto all countries outside the
United States).

For the avoidance of doubt, in the event that, upon termination pursuant to Section 12.5
(Termination at Will) after First Commercial Sale of the Initial POZEN Productin the U.S.,
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AstraZenecais not able to convey to POZEN the same freedom to operate with respect to the
Manufacture and Commercialization of Commercialized POZEN Products as AstraZeneca
enjoyed immediatelyprior to such termination in all material respects, then AstraZeneca shall be
obligated to make the applicable payment to POZENspecified in Section 12.6.4(b)(i) (Effect of
Termination at Will).

(c) Anytermination fee due pursuant to Section 12.6.4(a) or Section
12.6.4(b) (Effect of Termination at Will) above shall be due and payable as follows:

(i) if AstraZeneca exercises its termination right under Section
12.5 (Termination At Will) after achievement of a Milestone Event for which a payment would
be due under Section 8.2 (Development Milestone Payments) but before the applicable
Milestone Due Date for such Milestone Event, such termination fee shall be due on such
Milestone Due Datein lieu of the milestone payment; and

(ii) in all cases other than those described in Section
12.6.4(c)(i) (Effect of Termination at Will) above, such termination fee shall be due withinfy

after AstraZeneca’s exercise ofis termination right under Section 12.5 (Terminationat
Will).

12.7 Termination for Insolvency. This Agreement may be terminated by written
notice byeither Party at any time during the Term upon the declaration by a court of competent
jurisdiction that the other Party is bankrupt and, pursuant to the U.S. Bankruptcy Code such other
Party’s assets are to be liquidated; upon the filing or institution of bankruptcy, liquidation or
receivership proceedings (other than reorganization proceedings under Chapter 11 of the U.S.
Bankruptcy Code); or upon an assignmentof a substantial portion of the assets for the benefit of
creditors by the other Party; or in the event a receiver or custodian is appointed for such Party’s
business; provided, however, that in the case of any involuntary proceeding, such right to
terminate shall only becomeeffective if the proceeding is not dismissed within 60 days after the
filing thereof(each ofthe foregoing, a “Bankruptcy Event”).

12.8 Effect of Bankruptcy. All rights and licenses with respect to Patents and Know-
Howgranted under or pursuant to this Agreement byone Party to the other Partyare, for all
purposes of Section 365(n)of Title 11 of the United States Code (“Title 11”), licenses ofrights
to “intellectual property” as defined in Title 11.
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POZEN agrees not to
interfere with AstraZeneca and its Affiliates’ exercise of rights and licenses to intellectual
property licensed hereunder and embodiments thereof in accordance with this Agreement and
agrees to use commercially reasonable efforts to assist AstraZeneca and its Affiliates to obtain
suchintellectual property and embodiments thereofin the possession or control of Third Parties
as reasonably necessaryor desirable for AstraZeneca orits Affiliates to exercise such rights and
licenses in accordance with this Agreement. Each party agrees and acknowledges thatall
payments by AstraZeneca to POZENpayable under this Agreementother than royalty payments
pursuantto Section 8.4 (Royalties) and commercialization milestone payments under Section 8.3
(Sales Milestone Payments) do not constitute “royalties” within the meaning of Section 365(n) of
Title 11 or relate to licenses of intellectual property hereunder.

12.9 Post Termination Royalties. Upon anytermination of this Agreement pursuant
to (i) Section 12.4.1 (Termination for Cause) and 
  (ii) Sections 12.4.1 and 1.82(h), then, for a period o
following any such termination, AstraZeneca shall pay POZEN a royalty on Net Sales of
Products sold by AstraZeneca,its Affiliates or Sublicensees in an amountequalto

f the royalty amountcalculated according to Section 8.4.1 (Royalty Rate), in accordance
with the terms and conditions of Sections 8.4 (Royalties) through 8.7 (Taxes) of this Agreement.

12.10 Formulation Technology. If AstraZeneca terminates this Agreement for any
reason other than for material breach by POZEN under Section 12.3 or as a result of POZEN’s
insolvency under Section 12.7, then, subject to the terms and conditions of this Agreement,
AstraZeneca agrees to grant to POZEN,and does hereby grant effective automatically upon such
termination, a worldwide, perpetual, irrevocable, non-exclusive license under the Formulation
Technology, with the right to grant sublicenses and authorize the grant of sublicenses to the
extent provided in this Section 12.10, to make, have made, use, sell, offer for sale, and import
POZEN Products; provided, that nothing herein gives POZEN anyright or license under any
other intellectual property rights Controlled by AstraZeneca, regardless of whether such rights
are necessary in order to exploit the Formulation Technology pursuant to this Section 12.10.
POZEN maygrant sublicenses and the right to grant further sublicenses under the foregoing
license only as follows: (i) for any sublicense relating to the development or commercialization
of a Commercialized POZEN Product, POZEN maygrant such sublicense upon notice to
AstraZeneca, but without obtaining AstraZeneca’s consent, and(ii) for anysublicenserelating to
POZEN Products other than Commercialized POZEN Products, POZEN may grant such
sublicense with AstraZeneca’s prior written consent (such consent not to be unreasonably
withheld, conditioned or delayed).

12.11 Survival. Expiration or termination of this Agreementwill not relieve the Parties
of any obligation accruing prior to such expiration or termination. The provisions of Sections
8.4 (Royalties), 8.5 (Payments and Sales Reporting), 8.6 (Records; Audits), 9.2 (Prosecution and
Maintenanceof Joint Patents), 9.3 (Ownership of Inventions), 10.5(Disclaimer of Warranty), 11
(Confidentiality), 12.6 (Consequences of Expiration and Termination), 12.8 (Effect of
Bankruptcy), 12.9 (Post Termination Royalties), 12.10 (Formulation Technology), 12.11
(Survival), 13 (Indemnification and Insurance), 14 (Limitation of Liability), and 15
(Miscellaneous) will survive any termination or expiration of this Agreement.
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13. INDEMNIFICATION AND INSURANCE

13.1 Indemnification by POZEN. POZEN herebyagrees to save, defend and hold
AstraZeneca and its Affiliates and their respective directors, officers, employees and agents
(each, a “AstraZeneca Indemnitee”) harmless from and against any and all claims, suits,
actions, demands, liabilities, expenses and/or loss, including reasonable legal expense and
attorneys’ fees (collectively, “Losses”), to which any AstraZeneca Indemnitee may become
subject as a result of any claim, demand, action or other proceeding by any Third Partyto the
extent such Losses arise directly or indirectly out of: (i) the gross negligence or willful
misconduct of any POZEN Indemnitee or (ii) the breach by POZEN of any warranty,
representation, covenant or agreement made by POZENin this Agreement; except, in each case,
to the extent such Losses result from the gross negligence or willful misconduct of any
AstraZeneca Indemnitee or the breach by AstraZeneca of any warranty, representation, covenant
or agreement made by AstraZeneca in this Agreement.

13.2 Indemnification by AstraZeneca. AstraZeneca hereby agrees to save, defend
and hold POZENandits Affiliates and their respective directors, officers, employees and agents
(each, an “POZEN Indemnitee”) harmless from and against any and all Losses to which any
POZEN Indemnitee may become subject as a result of any claim, demand, action or other
proceeding by anyThird Party to the extent such Losses arise directly or indirectly out of: (i) the
development, manufacture, use, handling, storage, sale or other disposition of any Product by
AstraZeneca, its Affiliates or any of their respective Sublicensees, (ii) the gross negligence or
willful misconduct of any AstraZeneca Indemnitee, or(iii) the breach by AstraZeneca of any
warranty, representation, covenant or agreement made by AstraZeneca in this Agreement;
except, in each case, to the extent such Losses result from the gross negligence or willful
misconduct of any POZEN Indemnitee or the breach by POZENofany warranty, representation,
covenant or agreement made by POZENin this Agreement.

13.3 Indemnification Procedure.

13.3.1 Notice of Claim. The indemnified Party will give the indemnifying Party
(the “Indemnifying Party”) prompt written notice (an “Indemnification Claim Notice”) of
any Losses or discovery of fact upon which such Indemnified Party intends to base a request for
indemnification under Section 13.1 (Indemnification by POZEN) or Section 13.2
(Indemnification by AstraZeneca); provided, however, that the failure to give such prompt
written notice will not relieve Indemnifying Party ofits indemnification obligation under this
Agreement except and onlyto the extent that the Indemnifying Party is actually prejudiced as a
result of such failure. In no event will the Indemnifying Party be liable for any Losses that result
from any delay in providing such notice. Each Indemnification Claim Notice must contain a
description ofthe claim and the nature and amount of such Loss(to the extent that the nature and
amount of such Loss are known at such time). The indemnified Party will furnish promptly to
the indemnifying Party copies of all papers and official documents received in respect of any
Losses. All indemnification claims in respect of a Party, its Affiliates or their respective
directors, officers, employees and agents (collectively, the “Indemnitees” and each an
“Indemnitee”) will be made solely by such Partyto this Agreement (the “Indemnified Party”).

13.3.2 Control of Defense. Atits option, the Indemnifying Party may assume
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the defense of anyclaim for which indemnification is sought (a “Third Party Claim”) by giving
written notice to the Indemnified Party withinJafter the Indemnifying Party’s
receipt of an Indemnification Claim Notice. Upon assuming the defense of a Third Party Claim,
the Indemnifying Party may appoint as lead counselin the defense of the Third Party Claim any
legal counsel selected by the Indemnifying Party. In the event the Indemnifying Party assumes
the defense of a Third Party Claim, the Indemnified Party will immediately deliver to the
Indemnifying Party all original notices and documents (including court papers) received by any
Indemnitee in connection with the Third Party Claim. Should the Indemnifying Party assume the
defense of a Third Party Claim, the Indemnifying Party will not be liable to the Indemnified
Party or any other Indemnitee for any legal expenses subsequently incurred by such Indemnified
Party or other Indemnitee in connection with the analysis, defense or settlement of the Third
Party Claim.

13.3.3 Right to Participate in Defense. Without limiting Section 13.3.2
(Control of Defense) above, any Indemnitee will be entitled to participate in, but not control, the
defense of such Third Party Claim and to employ counsel of its choice for such purpose;
provided, however, that such employmentwill be at the Indemnitee’s own expenseunless(i) the
employmentthereofhas been specifically authorized by the Indemnifying Party in writing, or(ii)
the Indemnifying Party has failed to assume the defense and employ counsel in accordance with
Section 13.3.2 (Control of Defense) (in which case the Indemnified Party will control the
defense).

13.3.4 Settlement. With respect to any Lossesrelating solely to the payment of
money damages in connection with a Third Party Claim and that will not result in the
Indemnitee’s becoming subject to injunctive or other relief or otherwise adversely affect the
business of the Indemnitee in any manner, and as to which the Indemnifying Party will have
acknowledgedin writing the obligation to indemnify the Indemnitee hereunder, the Indemnifying
Party will have the sole right to consentto the entry of any judgment, enter into any settlement or
otherwise dispose of such Loss, on such terms as the Indemnifying Party, in its sole discretion,
will deem appropriate, and will transfer to the Indemnified Party all amounts which said
Indemnified Party will be liable to pay prior to the time prior to the entry of judgment. With
respectto all other Losses in connection with Third Party Claims, where the Indemnifying Party
has assumed the defense of the Third Party Claim in accordance with Section 13.3.2 (Control of
Defense), the Indemnifying Party will have authority to consent to the entry of any judgment,
enter into any settlement or otherwise dispose of such Loss provided it obtains the prior written
consent of the Indemnified Party (which consent will be at the Indemnified Party’s sole and
absolute discretion). The Indemnifying Party will not be liable for any settlement or other
disposition of a Loss by an Indemnitee that is reached without the written consent of the
Indemnifying Party. Regardless of whether the Indemnifying Party chooses to defend or
prosecute any Third Party Claim, no Indemnitee will admit anyliability with respectto, orsettle,
compromise or discharge, any Third Party Claim without the prior written consent of the
Indemnifying Party.

13.3.5 Cooperation. The Indemnified Party will, and will cause each other
Indemnitee to, cooperate in the defense or prosecution thereof and will furnish such records,
information and testimony, provide such witnesses and attend such conferences, discovery
proceedings, hearings,trials and appeals as may be reasonably requested in connection with the
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defense or prosecution of any Third Party Claim. Such cooperation will include access during
normal business hours afforded to the Indemnifying Party to, and reasonable retention by the
Indemnified Party of, records and information that are reasonably relevant to such Third Party
Claim, and making Indemnitees and other employees and agents available on a mutually
convenient basis to provide additional information and explanation of any material provided
hereunder, and the Indemnifying Party will reimburse the Indemnified Party for all its reasonable
out-of-pocket expenses in connection therewith.

13.4 Expenses. Except as provided above, the reasonable and verifiable costs and
expenses, including fees and disbursements of counsel, incurred by the Indemnified Party in
connection with any claim will be reimbursed on a Calendar Quarter basis by the Indemnifying
Party, without prejudice to the Indemnifying Party’s right to contest the Indemnified Party’s right
to indemnification and subject to refund in the event the Indemnifying Party is ultimately held
not to be obligated to indemnify the Indemnified Party.

13.5 Insurance. Each Party will have and maintain such types and amountsofliability
insuranceas is normal and customary in the industry generally for parties similarly situated, and
will upon request provide the other Party with a copyofits policies of insurancein that regard,
along with any amendments and revisionsthereto.

14. LIMITATION OFLIABILITY

IN NO EVENT WILL EITHER PARTY BE LIABLE FOR LOST PROFITS, LOSS OF
DATA, OR FOR ANY SPECIAL, INDIRECT, INCIDENTAL, CONSEQUENTIAL OR
PUNITIVE DAMAGES, HOWEVER CAUSED, ON ANY THEORY OF LIABILITY AND
WHETHER OR NOT SUCH PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF

SUCH DAMAGES, ARISING UNDER ANY CAUSE OF ACTION AND ARISING IN ANY
WAY OUT OF THIS AGREEMENT. THE FOREGOING LIMITATIONS WILL NOT APPLY

TO AN AWARD OF ENHANCED DAMAGES AVAILABLE UNDER THE PATENT LAWS

FOR WILLFUL PATENT INFRINGEMENT AND WILL NOT LIMIT EITHER PARTY’S

LIABILITY TO THE OTHER PARTY UNDER SECTIONS 7.5 (RESTRICTIVE
COVENANT), 10.6 (POZEN NON-COMPETE), 11 (CONFIDENTIALITY), AND 13
(INDEMNIFICATION AND INSURANCE) OF THIS AGREEMENT.

15. MISCELLANEOUS

15.1 Assignment. Without the prior written consent of the other Party hereto (which
maybe granted at the other Party’s discretion), neither Party will sell, transfer, assign, delegate,
pledge or otherwise dispose of, whether voluntarily, involuntarily, by operation of law or
otherwise, this Agreementoranyofits rights or duties hereunder; provided, however, that either
Party hereto may assignor transfer this Agreementor any ofits rights or obligations hereunder
without the consent of the other Party (a) to any Affiliate of such Party; or (b) in connection with
the transfer or sale of all or substantially all of the business of such party to which this
Agreementrelates to a Third Party, whether by merger, sale of stock, sale of assets or otherwise.
The assigning Party (except if it is not the surviving entity) will remain jointly and severally
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liable with the relevant Affiliate or Third Party assignee under this Agreement, and the relevant
Affiliate assignee, Third Party assignee or surviving entity will assume in writing all of the
assigning Party’s obligations under this Agreement. Any purported assignmentortransfer in
violation of this Section 15.1 (Assignment)will be void ab initio and ofno forceor effect.

15.2 Termination of Certain Rights Upon POZEN Change of Corporate Control.
POZENshall promptly notify AstraZeneca in writing following consummation of a Change of
Corporate Control of POZEN. Notwithstanding anything else in this Agreementto the contrary,
in the event of a Change of Corporate Control of POZEN, then AstraZenecawill have the right,

exercisable by written notice to POZENorits successor in interest given withinareaafter AstraZeneca receives written notice from POZEN of the completion of such Change o
Corporate Control: (a) to terminate

 

  
  
  
 

established pursuant to this Agreement; (b) to makeall
decisions under Section 2.3.3 (Dispute Resolution), (c) to conduc

egarding POZEN Products, (d) to cause POZEN to

 

 

 

  
 
 

pertaining to POZEN Products; and (e) to terminate its obligation to make
o POZENpursuantto this Agreement other than

and as reasonably
except in the event

of subsequent termination of this Agreement by AstraZeneca pursuant to Section 12.5
(Termination at Will) and election by AstraZenecaofthe option specified in Section 12.6.4(b)(ii)
(Effect of Termination at Will); subject, in each case, to AstraZeneca’s continued compliance
with all applicable provisions of this Agreement (including, without limitation, Articles 8, 9 and
11). POZEN shall cooperate in providing to AstraZeneca all information, assistance,
assignments and other support reasonably requested to assist AstraZeneca in assuming such
control. In addition, if POZEN has not completed the Development activities that are its
responsibility under this Agreement, then AstraZeneca may assumeall responsibility for, at its
expense, all such Development activities, and POZEN shall provide to AstraZeneca all
information, assistance, assignments and other support reasonably requested to assist
AstraZeneca in assuming such responsibility in an efficient and orderly manner. For purposes of
clarification, all Confidential Information of AstraZeneca in POZEN’s or its successor’s

possession following AstraZeneca’s exercise of its rights under this Section 15.2 shall continue
to be subject to all applicable provisions of this Agreement (including, without limitation,
Articles 7 and 11).

15.3. Severability. If any provision ofthis Agreementis held to beillegal, invalid or
unenforceable under any present or future law, andif the rights or obligations of either Party
under this Agreement will not be materially and adversely affected thereby, (a) such provision
will be fully severable, (b) this Agreement will be construed and enforced as if such illegal,
invalid or unenforceable provision had never comprised a part hereof, (c) the remaining
provisions of this Agreementwill remain in full force and effect and will not be affected by the
illegal, invalid or unenforceable provision or by its severance herefrom, and (d) in lieu of such
illegal, invalid or unenforceable provision, there will be added automatically as a part of this
Agreementa legal, valid and enforceable provision as similar in terms to suchillegal, invalid or
unenforceable provision as may be possible and reasonably acceptable to the Parties herein. To
the fullest extent permitted by Applicable Law, each Party hereby waives anyprovision of law
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that would render any provision prohibited or unenforceable in any respect.

15.4 Governing Law; Dispute Resolution.

15.4.1 This Agreement, and any disputes between the Parties related to or arising
out of this Agreement, including the Parties’ relationship created hereby, the negotiations for and
entry into this Agreement, its conclusion, binding effect, amendment, coverage, termination, or
the performanceor alleged non-performanceofa Party ofits obligations under this Agreement
(each a “Dispute”), will be governed by the laws of the State of New York without reference to
any choice of lawprinciples thereof that would cause the application of the lawsof a different
jurisdiction.

15.4.2 In the event of any Dispute, a Party maynotify the other Party in writing
of such Dispute, and the Parties will try to settle such Dispute amicably between themselves. If
the Parties are unable to resolve the Dispute within of receipt of the written
notice by the other Party, such Dispute will be referred to the Chief Executive Officers of each of
the Parties (or their respective designees) who will use their good faith efforts to resolve the
Dispute withinMMfier it was referred to the Chief Executive Officers.

15.4.3 Any Dispute that is not resolved as provided in Section 15.4.2, whether
before or after termination of this Agreement, will be resolved bylitigation in the courts of
competentjurisdiction located in New York, New York; provided, that, at its election, POZEN
may submit a Dispute to arbitration in lieu of litigation as provided in Section 15.4.5 by
providing written notice to AstraZeneca within the time period specified in Section 15.4.5, in
which event the procedures of Section 15.4.5 shall govern resolution of the Dispute. Each Party
hereby agrees to the exclusive jurisdiction of such courts and waives any objections as to the
personal jurisdiction or venue of such courts.

15.4.4 Notwithstanding the foregoing, nothing in this Section 15.4 (Governing
Law; Dispute Resolution) will limit either Party’s right to seek immediate temporary injunctive
or other temporary equitable relief wheneverthe facts or circumstances would permit a Partyto
seek suchrelief in a court of competentjurisdiction.

15.4.5 In the event AstraZeneca terminates this Agreement for TPP Failure
pursuant to Section 12.4.1(i) (Termination for Cause) and POZEN disputes whether such a TPP
Failure has occurred, then POZENshall have the right, at its election, to submit such Dispute to
binding arbitration in lieu of litigation by providing written notice of such election to
AstraZeneca within of receiving notice from AstraZeneca that it has
terminated the Agreement for TPP Failure pursuant to Section 12.4.1. If POZEN wishes to
submit such Dispute to arbitration, POZEN shall so notify AstraZeneca, and the arbitration shall
be conducted before a single arbitrator (“Arbitrator”) selected from and administered bythe
NewYork, New Yorkoffice of the American Arbitration Association (the “Administrator”) in
accordance with its then existing comprehensivearbitration rules and procedures; however, upon
the written demandofeither Party, the arbitration shall be conducted by and submitted to three
Arbitrators selected from and administered by the Administrator’s Rules & Procedures. The
Arbitrator(s), whether selected by agreement or the Administrator, shall have knowledge of and
experience with the process and standards used by the FDA to approve NDA applications for

-72-

ATTORNEY CONFIDENTIAL PZ00002621
Page 79 of 105 Patent Owner Ex. 2067

Mylan v. Pozen
IPR2017-01995



pharmaceutical products and DDMAC’s approval of promotion materials for pharmaceutical
products. Thearbitration hearing shall be held in New York, New York. The Arbitrator shall
be authorized solely to determine whether there has been a TPP Failure as defined in Section
1.103 (TPP Failure). Each Party shall bear its own attorney’s fees, costs, and disbursements
arising out of the arbitration, and shall pay an equal share of the fees and costs of the

Administrator and the Arbitrator. The Arbitrator shall, withinLTSUTIN?after theconclusion ofthe arbitration hearing, issue a written statement of decision describing the material
factual findings and conclusions on which the decision is based. Such decision shall be final and
binding upon the Parties. If such decision finds that a TPP Failure did not occur, then
AstraZeneca’s termination of this Agreementshall be deemed to have been madeat will pursuant
to Section 12.5, and accordingly, AstraZeneca shall pay POZEN the difference between the
termination fee provided for in Section 12.6.4(a) and the amount paid by AstraZeneca to POZEN
pursuant to Section 12.6.3(b), which paymentshall be the sole and exclusive consideration owed
to POZEN on account of such termination and such decision. If such decision provides that a
TPP Failure did occur, then AstraZeneca’s termination of this Agreement shall be deemed to
have been made pursuantto Section 12.4.1(i).

15.5 Notices. All notices or other communications that are required or permitted
hereunder will be in writing and delivered personally, sent by facsimile (and promptly confirmed
by personal delivery or overnight courier as provided herein), or sent by internationally-
recognized overnight courier addressed as follows:
 

If to POZEN,to:
  

POZENInc.

1414 Raleigh Road, Suite 400

Chapel Hill, NC 27517

USA

Attention: President and CEO

Facsimile: (919) 913-1039

With a copyto:

Cooley Godward LLP "|

 
One Freedom Square

11951 Freedom Square
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Reston, Virginia 20190

USA

Attention: Kenneth J. Krisko

Facsimile: (703) 456-8000

 

If to AstraZeneca,to:

AstraZeneca AB

 
SE-431 83

Mélndal

Sweden

Attention: Manager Legal Department MéIndal

Facsimile: +46 31 776 38 15 
or to such other address as the Party to whom notice is to be given may have furnished to the
other Party in writing in accordance herewith. Any such communication will be deemed to have
been given (i) when delivered, if personally delivered or sent by facsimile on a Business Day,
and (ii) on the second Business Day after dispatch, if sent by nationally-recognized overnight
courier. It is understood and agreed that this Section 15.5 (Governing Law: Dispute Resolution)
is not intended to govern the day-to-day business communications necessary between the Parties
in performingtheir duties, in due course, underthe terms ofthis Agreement.

15.6 Entire Agreement; Modifications. This Agreement including the Exhibits
attached hereto, each of which is herebyincorporated and made part of in this Agreement by
reference, together with the AE Agreement (as such term is defined in Section 4.6 (Adverse
Event Reporting)), sets forth and constitutes the entire agreement and understanding between the
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Parties with respect to the subject matter hereof and supersedes all prior agreements,
understandings, promises and representations, whether written or oral, with respect thereto. Each
Party confirmsthat it is not relying on any representations or warranties of the other Party except
as specifically set forth herein. No amendment or modification of this Agreement will be
binding upon the Parties unless in writing and duly executed by authorized representatives of
both Parties. Subject to Section 11.1 (Confidentiality) hereof, the Parties hereby confirm that the
Confidentiality Agreement by and between the Parties, dated as of June 15, 2006 is hereby
terminated.

15.7 Relationship of the Parties. It is expressly agreed that the Parties’ relationship
under this Agreementis strictly one of licensor-licensee, and that this Agreement does not create
or constitute a partnership, joint venture, or agency. Neither Party will have the authority to
make any statements, representations or commitments of any kind, or to take any action, which
will be binding (or purport to be binding) on the other.

15.8 Waiver. Any term or condition of this Agreement may be waived at any time by
the Party that is entitled to the benefit thereof, but no such waiver will be effective unless set
forth in a written instrument duly executed by or on behalf of the Party waiving such term or
condition. The waiver by either Party hereto of any right hereunder or of claims based on the
failure to perform or a breach by the other Party will not be deemed a waiver of any other right
hereunder or of any other breach or failure by said other Party whether of a similar nature or
otherwise.

15.9 Counterparts. This Agreement may be executed in two or more counterparts,
each of which will be deemed an original, but all of which together will constitute one and the
same instrument.

15.10 No Benefit to Third Parties. The representations, warranties, covenants and
agreements set forth in this Agreement are for the sole benefit of the Parties hereto and their
successors and permitted assigns, and they will not be construed as conferring any rights on any
Third Party.

15.11 Further Assurance. Each Party will duly execute and deliver, or cause to be
duly executed and delivered, such further instruments and do and cause to be done such further

acts and things, including the filing of such assignments, agreements, documents and
instruments, as may be necessary oras the other Party may reasonably request in connection with
this Agreement or to carry out more effectively the provisions and purposes, or to better assure
and confirm unto suchother Partyits rights and remedies under this Agreement.

15.12 No Drafting Party. This Agreement has been submitted to the scrutiny of, and
has been negotiated by, both Parties and their counsel, and will be given a fair and reasonable
interpretation in accordance with its terms, without consideration or weight being given to any
such terms having been drafted by any Party orits counsel. Noruleofstrict construction will be
applied againsteither Party.

15,13 Construction. Except wherethe context otherwise requires, wherever used, the
use of any genderwill be applicable to all genders and the word “or” is used in the inclusive
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sense (and/or). The captions of this Agreement are for convenience of reference only and in no
way define, describe, extend or limit the scope or intent of this Agreementor the intent of any
provision contained in this Agreement. The term “including” as used herein means including,
without limiting the generality of any description preceding such term. Unless the context
indicates otherwise, the singular will include the plural and the plural will include the singular.
Unless the context requires otherwise, (a) any definition of or reference to any agreement,
instrument or other document refer to such agreement, instrument or other document as from
time to time amended, supplemented or otherwise modified (subject to any restrictions on such
amendments, supplements or modifications set forth herein or therein), (b) any reference to any
laws refer to such laws as from time to time enacted, repealed or amended, (c) the words
“herein”, “hereof” and “hereunder”, and words of similar import, refer to this Agreementin its
entirety and not to anyparticular provision hereof, and (d) all references herein to Sections and
Exhibits, unless otherwise specifically provided, refer to the Sections and Exhibits of this
Agreement.

[Remainderof page intentionally left blank. Signature page follows.|
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IN WITNESS WHEREOF, the Parties have executed this Collaboration and License
Agreementbytheir respective authorized representatives as of the date first written above.

POZENINC.

By: Name: & . feaenere,

Title:CHARMA”,PkesibeT 1 CEO

ASTRAZENECAAB (publ)

By:

Name:

Title:
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IN WITNESS WHEREOF, the Parties have executed this Collaboration and License
Agreementby their respective authorized representatives as of the date first written above.

POZENINC.

By:

Name:

Title:

seAN(publ)
By:

Name:EQN) WE Goose
ride: Puceroswe Ba letaoyZ
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EXHIBITS C AND E
U.S AND ROW DEVELOPMENTPLAN TIMELINES

U.S. DEVELOPMENT PLAN TIMELINE
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EXHIBIT E

ROWDEVELOPMENTPLAN TIMELINE

(See Exhibit C)
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EXHIBITF

TPP STUDIES
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SCHEDULE1.58

LICENSED PATENTS
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SCHEDULE4.1.2

IMS MATDATA
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SCHEDULE6.1

INITIAL POZEN PRODUCTSPECIFICATIONS
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SCHEDULE8.4.1
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SCHEDULE8.4.3
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SCHEDULE10.1

Part 10.1.14 — Agreements

[To be agreed bythe Parties prior to the Effective Date]
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Confidential

SCHEDULE10.7

POZENSubcontractors

[To be agreed bythe Parties prior to the Effective Date]
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