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Debra Smetana
ktMINE

940 West Adams
Suite 100
Chicago, IL. 60607

U.S. Securities & Exchange Commission
Office of FOIA and Privacy Act Operations
100 F Street, NE

Mail Stop 2465

Washington, DC 20549-5100

Dear Sir or Madam:

Under the Freedom of Information Act (FCIA), please send the confidential portions (i.e. unredacted
documents) corresponding to the expiration of the Confidential Treatment Order submitted under Rule
24b-2 of the following company

Exhibit 10.29 to S-1/A filed on 12/11/2006 by Affymax Inc

We authorize $0 for search and review fees, as these documents have been previously requested.
Please contact me if search will require additional fees beyond the above mentioned. My daytime phone
number is (312) 667-0267

Sincerely,

Shas

Debra Smetana



UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
STATION PLACE
100 F STREET, NE
WASHINGTON, DC 20549-2465

Office of FOIA Services

April 24, 2018

Ms. Debra Smetana

ktMINE

940 West Adams, Suite 100
Chicago, IL 60607

RE: Freedom of Information Act (FOlIA), 5 U.S.C. § 552
Request No. 18-03611-E

Dear Ms. Smetana:

This letter is In response to your request, dated and
received iIn this office on March 30, 2018, for Exhibit 10.29 to
the Form S-1/A filed by Affymax Inc. on December 11, 2006.

Your request i1s granted in full. The 177-page exhibit 1is
enclosed with this letter. Because this exhibit was released in
response to a previous FOIA request, no processing fees have
been assessed.

IT you have any questions, please contact me at
Gbenoua@sec.gov or (202) 551-5327. You may also contact me at
foiapa@sec.gov or (202) 551-7900. You also have the right to
seek assistance from Jeffery Ovall as a FOIA Public Liaison or
contact the Office of Government Information Services (0GIS) for
dispute resolution services. 0OGIS can be reached at 1-877-684-
6448 or Archives.gov or via e-mail at ogis@nara.gov.

Sincerely,

Ay Glenou
Amy Gbenou
FOIA Research Specialist

Enclosure


mailto:Gbenoua@sec.gov
mailto:foiapa@sec.gov
https://www.archives.gov/ogis/mediation-program/request-assistance
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COLLABORATION AND LICENSE AGREEMENT

This COLLABORATION AND LICENSE AGREEMENT (the “Agreement”) is entered into on
February 13, 2006 (the “Effective Date’) between AFFYMAX, INC., a Delaware corporation,
with its principal place of business at 4001 Miranda Avenue, Palo Alto, CA 94304, US.A.
(“Affymax”), and TAKEDA PEARMACEUTICAL COMPANY LIMITED, a company incorporated
under the laws of Japan, with a place of business at 1-1, Doshomachi 4-chome, Chuo-ku, Osaka,
540-8645, Japan (“Colaborator™). Affymax and Collaborator are sometimes referred to herein

individoally as a “Party” and collectively as the *Parties”.

RECITALS

WHEREAS, Affymax is developing its proprietary pegylated [dipeptide] drug candidate
designated by Affymax as Hematide™ for the treatment of anemia in patients with chronic

kidney disease and cancer;

WHEREAS, Collaborator possesses substantial resoorces and expertise in the

development, marketing, and commercialization of pharmaceutical products in Japan;

WHEREAS, Collaborator desires to oblain exclusive rights to develop forther and
commercialize Hematide in Japan, and Affymax is willing to grant such rights on the terms and

conditions hereof.

Now THEREFORE, in consideration of the foregning premises and the mutval promises,

covenants and conditions contained in this Agreement, the Parties agree as follows:



ARTICLE 1

DEFINITIONS

As used in this Agreement, the following initially capitalized terms, whether used in the
singular or plural form, shall have the meanings set forth in this Article 1. The terms in this
Agreement with initial letters capitalized, whether vsed in the singular or the plural, shall have
the meaning set forth below or, if not listed betow, the meaning designated in places throughout

this Agreement,

1.1 “Affiliate” means, _with respect to a particolar Party, a person, corporation,
partnership, or other entity that controls, is controlled by or is under common control with such
Party. For the purposes of this definition, the word “control” {including, with correlative
meaning, the terms “controlled by” or “under the common control with™") means, for the purpose
of defining the Affiliate under this Section 1.1, the actual power, either directly or indirectly
through one or more intermediaries, to direct or cause the direction of the management and
policies of such entity, whether by the ownership of fifty percent (50%}) or more of the voting
stock of such entity, or by coatract or otherwise. Notwithstanding the foregoing, (i) neither the
government of Japan, nor any entity controlled by the government of Japan, shall be deemed to
be an Affiliate of Collaborator, and (ii) TAP Pharmaceutical Products Inc. shall not be deemed to
be an Affiliate of Collaborator.

12  “Affymax House Marks” means the Affymax names and logo as set forth in
Exhibit A.

1.3  “Affymax Know-How" means all Information that is Controlled by Affymax or
its Affiliates during the Term and is necessary or useful for the Development, manufacture
and/or Commercialization of the Product. For clarity, Affymax Know-How excludes the
Affymax Patents.

1.4  “Affymax Patent” means any Patent, including any Joint Patent, that (a) is
Controlled by Affymax or its Affiliates at any time during the Term, and (b) claims the Peptide,
2

[ 1= CERTAIN CONFIDENTIAL INFORMATION CONTAINED IN THLS DOCUMENT, MARKED BY BRACKETS, IS FILED WITH THE SECURITIES AND
EXCHANGE COMMISSION PURSUANT TO RULE 406 OF THE, SECURITIES ACT OF 1933, AS AMENDED.


http:Jl'Il.ID

[Dipeptide], Hematide, Product or their manufacture or use or any other invention that is
otherwise necessary or useful for the Development, Finished Manufacture and/or
Commercialization of the Product hereunder. The list of Affymax Patent as of the Effective Date
is attached hereto as Exhibit B, and shall be from time to time amended during the Term to

incorporate the then current Affymax Patents.
L5  “Affymax Technology” means the Affymax Patent and Affymax Know-How.

1.6 “Affymax Territory” means worldwide except Japan, its territories and

possessions.

1.7  “Alternative ESA” means any peptide-based synthetic [EP
ESA other than Hematide, including any such ESA comprised of (i) the Peptide alone, (ii) some
* peptide(s) other than the Peptide, (iii) the Peptide linked to a chemical moiety otber than the
Reagent(s) by any means, or (iv) some peptide(s) other than the Peptide linked to any chemical

moiety(ies) by any means.

18 “Backup Product” means any product(s) Controlled by Affymax or its
Affiliates, the active therapeutic ingredient(s) of which are Alternative ESAs.

1.9  “Bulk Hematide” means the active pharmaceutical ingredient (AP1) for

Hematide, in bulk form.
1.10  “Claims” has the meaning set forth in Section 11.1.

1.11 “CTA” means an application for clinical trial authorization filed with a
Regulatory Authority in the Licensed Territory to undertake clinical trials of an investigational
new drug, the filing of which is necessary to commence or conduct clinical testing of a

pharmaceutical product in humans in the Licensed Territory.

1.12  “Collaborator Know-How” means all Information that is Controlled by
Collaborator or its Affiliates during the Term under this Agreement and is necessary or useful for
the Development, manufacturc or Commercialization of the Product. For clarity, Collaboration
Know-How excludes Collaborator Patents.

3
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1.13  “Cellaborator Patent” means any Patent, including any Joint Patent, that (a) is
Controlled by Collaborator or its Affiliates at any time dunng the Term vnder this Agreement,
and (b} claims the Peptide, [Dipéptide], Bulk Hematide and/or Product or any method or
composition, or the manufacture or use, of the Peptide, [Dipeptide], Bulk Hematide and/or

Product,

1.14  “Collaborator Technology” means the Collaborator Patents and Collaborator
Know-How.

115  “Commercialization”, with a correlative meaning for “Comrercialize”, means
all activities undertaken before and after obtaining Reguiatory Approval relating specifically to
the pre-launch, launch, promotion, marketing, sale, and distribution of a pharmaceutical product,
including: (a) strategic marketing, sales force detailing, advertising, medical education and
liaison, and market and product support; and (b) any Phase IV Clinical Trials, and (c) all

customer support and Product distribution, invoicing and sales activities,

1.16 “Confidential Information” means, with respect to a Party, all confidential
Information of such Party that is disclosed to the other Party under this Agreement, which may
include specifications, know-how, trade secrets, legal information, technical information,
drawings, models, business information, inventions, discoveries, methods, procedures, formulae,
protocols, techniques. dafa, and unpublished patent applications, whether disclosed in oral,
written, graphic, or electronic form. All confidential Information disclosed by either Party
pursuant to the Mutgal Confidential Disclosure Agreement between the Parties dated September
30, 2005 shall be deemed to be such Party’s Conlidential Informnation disclosed hereunder.

1.17  “Control” means, with respect to any material, Information, or intcllectual
property right, that a Party owns or has a license to such material, Information, or intellectual
property right and has the ability to grant to the other Party access, a license, or a sublicense (as
applicable) to such material, Information, or intellectual property right on the terms and
conditions set forth herein without violating the terms of any agreement or other arrangement
with any Third Party existing at the time such Party would be first required hereunder to grant to

the other Pariy such access, license, or sublicense,

4
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118  “Develop” or “Development” means all activities relating to preparing and
conducting preclinical testing, toxicology testing, human clinical studies, regulatory affairs,
formulation development, process development for Finished Manufacture and associated
validation, quality assurance and quality control activities, Development shall exclude all Phase
¥V Clinical Trials.

119 “Development Plan” means the plan for conducting Development of the Product

to be Commercialized by Collaborator in the Licensed Territory, as set forth in Section 3.2.

1.20 *Diligent Efforts” means, with respect to a Party’s obligation under this
Agreement to Develop or Commercialize a Product, the level of efforts required to camry out such
obligation in & sustained manner consisient with the efforts a  shnilarly  situated
biopharmaceutical company (in the case of Affymax) or pharmaceutical company (in the case of
Collaborator) devotes to a product of similar market potential, profit potential or strategic value
within its portfolio, based on conditions then prevailing. Diligent Eftorts requires, with respect
to such an obligation, that the Party: (2) promptly assign responsibility for such obligation to
specific employee(s) who are held accountable for progress and monitor such progress on an on-
going basis, (b)set and consistently seek to achieve specific, meaningful and measurable
objectives for carrying out such obligation, and (¢) consistently make and implement decisions

and allocate resources designed to advance progress with respect to such objectives.

121 <D
| AF37092| with the chemical structure attached hereto as Exhibit C.

means  Affymax’s proprietary ESA peptide [h

122  “Dollar” means a U.S. dollar, and “$” shall be interpreted accordingly.

123  “EMEA” means the European Agency for the Evaluation of Medicinal Products,
or any successor thereto, which is responsible for coordinating the centralized system for
Regulatory Approval of pharmaceutical products in the European Union and the European
Economic Arca and recommending o the European Commission (the “EC*) that the EC grant
Regulatory Approval of certain pharmaceutical products in the EU and EEA under such

centralized system.

1.24 “ESA” means erythropoiesis stimulating agent.
5
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1.25 “FDA” means the U.S. Food and Drug Administration or its successor.
1.26  “FD&C Act” means the U.S. Federal Food, Drug and Cosmetic Act, as amended.

1.27 “Field” means the prevention, treatment or amelioration of anenta in humans,

including the Renal Indications and the Oncology Indications,

1.28 “Finished Manufacture” means the manufacture of Finished Product from Bu_lk

Hematide.

1.29 “Finished Iroduct” means the Product containing Hematide that has been filled
into vials, syringes or manufactured into other pharmaceutical presentations, finished and labeled
for use in clinical trials or for commercial purposes in accordance with the applicable

specifications and legal requirements.

130 “First Commercial Sale’’ means the first sale to a Third Party of a Product in the

Licensed Temritory after Regulatory Approval has been obtained in the Licensed Territory.

1.31 “Formulation Technolegy” means any technology useful to facilitate delivery of
therapeutic compounds, or that is useful (o optimize the absorption or djstribution of therapeutic
compounds in the body, but that s not itself a therapeutic compound; provided that Formulation
Technology shall exclude any technology that comprises a chemical modification of the Peptide,

le] or Hematide.

132 “Good Clinical Practices” or “GCP” means the then-cumrent good clinical
practice standards, praclices and procedures promulgated or endorsed by the Regulatory
Authority in the Licensed Territory as set forth in the guidelines including related regulatory

requirements imposed by such Regulatory Authority, as they may be updated from (ime to time,

133 “Good Laboratory Practices” or “GLP” means the then-current good
laboratory practice standards promulgated or endorsed by the Regulatory Authority in the

Licensed Territory, as they may be updated from time to time.

134  “Good Manufacturing Practices” or “GMP" means the then-current good

manufacturing practices required by the Regulatory Authority in the Licensed Territory or, solely

6
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for purposes of Affymax’s obligations under Sections 1.45 and 10.2(d), by the FDA and by the
guideline promulgated by the International Conference on Harmonization designated ICH Q7A,
entitled “Q7A Good Manufacturing Practice Guidance for Active Pharmaceutical Ingredients”
and the regulations promulgated thereunder, at least until and unless otherwise agreed by the
Parties in the quality agreement entered into pursuant to Section 7.8, for the manufacture and

testing of pharmaceutical materials, as they may be updated from time to time.

135  “Governmental Authority” means any multi-national, federal, state, local,
muricipal or other government authority of any nature (including any governmental division,
subdivision, department, agency, bureau, branch, office, commission, council, court or other

tribanal).

136 “Hematlide” means Affymax’s proprietary pegylated ESA drug candidate
referred to internally as [AF37702}, consisting of the [Dipeptide] atiached to the Reagent.

1.37 *“INDY’ means (a) an Investigational New Drug Application as defined in the
applicable regulations promulgated by the Regulatory Authority in the Licensed Territory, the
filing of which is necessary to commence or conduct clinical testing of a pharmaceutical product

in humans in the Licensed Teritory.

1.38  “Information” means any data, results, technology, basiness information, and
information of any type whatsoever, in any tangible or intangible form. including, without
limitation, know-how, trade secrets, practices, techniques, methods, processes, inventions,
developments, specifications, formulations, formulae, materials ot compositions of maiter of any
type or kind (patentable or otherwise), software, algorithms, marketing reports, expertise,
technology, test data (including pharmacological, biological, chemical, biochemical,
toxicological, preclinical and clinical test data), analytical and quality control data, stability data,

other study data and procedures.

1.39  “Initial Indications” means the Renal Indications andfor the Oncology

Indications.

L40 “Joint Committee” means the committec formed by the Parties as deseribed in
Section 2.1{(a).
7
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141 “Joint Inventions’ has the meaning set forth in Section 9.1.
1.42  *Joit Patenrt” has the meaning set forth in Section 9.3(c).

143  “Laws” means all relevant laws, statutes, rules, regulations, guidelines,
ordinances and other pronouncements having the effect of law of any federal, national,

multinational, state, provincial, county, city or other political subdivision, domestic or foreign.
1.44 “Licensed Tervitory” means Japan, including its territories and possessions.
145 “Manufacturing Costs" ("“MC”) means:

(@)  With respect to Bulk Hematide supplied to Affymax by its Third Party
contract manufacturer(s), Manufacturing Costs shall mean the sum of (i} all amounts of all
payments that Affymax makes to such Third Party coniract manufacturer(s) for sepply and
delivery to Collaborator (either directly, or first to Affymax for subsequent delivery to
Collaborator} of such Bulk Hematide, plus all payments made to third party contractors for
release and batch stability testing services for Bulk Hematide, and (ii) any Overhead Costs
incumred in, and reasonably allocable to, the procurement of Bulk Hematide supplied to Affymax
and supplied to Collaborator, As used herein “Overhead Costs” means direct and indirect
logistics. quality control, quality assurance, support and management costs incurred in support of
the Third Party contract manufacturer by Affymax and shall be subject to the reasonable
approval of Collaborator. Further, such methodology shall be consistent with U.S. Generally
Accepted Accounting Principles and Affymax’s methodology for other products and shall be

consistent from year-to-year ; and

(b)  With respect to Bulk Hematide manufactured by Affymax and supplied to
Collaborator , if’ any, Manufacturing Costs shall mean Direct Expenses, Indirect Expenses and
Overhead Costs incurred in, and reasonably allocable to, the manufacture of such Bulk

Hematide. As used herein:

(i) “Dirgct Expenses™ are those material and labor and services

expenses captured in time sheets, invoices, and the like which are specifically attributable to
manufacture of the Bulk Hematide supplied to Collaborator, including costs of raw malerials,

8
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manufacturing supplies, solvents, containers, container .components, packaging, labels and other
printed materials used in production. Direct labor expenses include salaries and fringe benefits
for personnel directly involved in manufacturing Bulk Hematide in accordance with cGMP
requircments such as production, quality control, quality assurance, microbiology, and other
similar departments as needed who participate directly in the production of Bulk Hematide and
components thereof. Lirect services expenses include reasonable out of pocket payments to

Third Parties for services related to the manufactore of Bulk Hematide or components thereof,

(ii) “Indirect Expenses” include production indirect costs such as a
reasonable allocation of expenses associated with Affymax personnel supporting the direct
manufacturing of Bulk Hematide in accordance with cGMP requirements. Indirect Expenses can
include labor for and indirect costs of quality control, quality assurance, raw material acquisition
and acceptance, microbiology, document control, calibration/validation, and non-R&]) expenses
[or process development and analytical methods development, and shall not include any Direct

Expenses.

(i)  “Overhead Costs” are direct and indirect manufacturing costs that
cannot be identified in a practical manner with specific units of production and, therefore, cannot
be included in MC as Lxrect Expenses or Indirect Expenses. The methndology to be used in
making the allocations for Overhead Costs shall be proposed by Affymax and shall be subject to
the reasonable approval of Collaborator. Further such methodology shall be consistent with U.S.
Generally Accepted Accounting Principles and Affymax’s methodology for other products and

shall be consistent from year-to-year.

For avoidance of doubt, any given cost included in Manufacturing Costs shall not be

included more than once in any calculation described herein.

1.46 “Marketing Authorization Application” or “MAA” means an application for
Regulatory Approval (but excluding Pricing Approval} in the Licensed Territory.

147 “MHLW” means the Ministry of Health, Labor and Welfare, otherwise referred
to as “Korosho’ or any successor thereto, which govern the scientific review of human
pharmaceutical products in Japan.

9
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148  *Net Sales™ means, with respect to a particular time period, the total amounts
hilled by Caollahorator, its Affiliaies and their respective sublicensees for sales of Finished
Products made during such time period to unaffiliated Third Parties, less the following

deductions to the extent actually allowed or incurred with respect to such sales:

(a)  discounts, including cash and quantity discounts, charge-back payments,
and rebates actually granted to trade customers, managed health care organizations, federal, state,
of local government and the agencies, purchasers and reimbursers of managed health
organizations or fcdefa], state or local government, including without limitation, any reasonable
inventory compensation due to Yakka revision, and contrihution for Drug Induced Suffering and
Contribution for Measure for Drug Safety (as required by Law or applicable Regulatory

Authorities), in the amount determined by the Pharmaceuticals and Medical Devices Agency (so-

called “KIKO”) in Japan, with the aggregate of such discounts not to exceed [ten pe

of the amounts billed; provided, however, that if such limit is not sufficient or appropriate for
adequately maintaining the competitive position of Products in the Licensed Territory, the
Parties shall confer in good faith regarding whether any increase in such limit is appropriate

under the circumstances;

(b)  credits or allowances actually granted upon claims, damaged goods,

rejections or returns of such Finished Products, including in connection with recalls;

() freight, postage, shipping, transportation and insurance charges actvally

allowed or paid for delivery of Finished Products, to the extent billed; and

{d) taxes (other than income taxes), duties, tariffs or other governmental
charges levied on the sale of such Products, including, without limitation, value-added taxes, net

of all reimbursements and allowances.

Notwithstanding the foregoing, amounts billed by Collaborator, its Affiliates, or their
respective sublicensees for the sale of Finished Products among Collaburator, its Affiliates or
their respective sublicensees for resale shall not be included in the computaticn of Net Sales

hereunder. Net Sales shall be accounted for in accordance with generally accepted accounting
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principles as practiced internationally, consistently applied. Net Sales shall exclude any samples

of Product transferred or disposed of at no cost for promotional or educational purposes.

Further, the Parfies agree to negotiale in good faith for an eguitable determination of the Net
Sales of the Product in the event Collaborator sells the Product in such a manner that gross sales
of the Product are not readily identifiable (e.g., for Products to be sold as a combination product

or bundling with other products.)

1.49 *“Oncology Indications” means use of the Product for the prevention, treatment

or amelioration of anemia in patients with cancer.

L50 “Patents” means (a) pending patent applications, including provisional patents,
issued patents, utility models and designs; and (b) extensions, reissues, substitutions,
confirmations, registrations, validations, re-examinations, additions, coniinuations, continued
prosecution applications, requests for continued examination, continuations-in-part, or divisions

of or to any patents, patent applications, utility models or designs.

1.51 “Patent Terma Extension™ means any term extensions, supplementary protection
certificates and equivalents thereof offering patent protection heyond the initial term with respect

to any issned patents.

314, the chemical

1.52 “Peptide” means that certain peptide ESA known as [AH3
structure of which is attached hereto as Exhibit D.

1.53 *Phase I Clinical Tria” means a small scale trial of a pharmaceutical product on
subjects that generally provides for the first infroduction into humans of such product with the
primary purpose of determining safety, metabolism and pharmacokinetic properties and clinical

pharmacology of such product.

1.54 “Phase II Clinical Trial” means a small scale clinical trial of a pharmaceutical
product on patients, including possibly pharmacokinetic studies, the principal purposes of which
are to make a preliminary determination that such product is safe for its intended use and to
obtain sufficient information about such product’s efficacy to permit the design of further

clinical trials.
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1.55 “Phase II! Clinical Trial” means one or more clinical trials on sufficient
numbers of patients, which trial{s) are designed to (a) establish that a drug is safe and efficacious
for its intended use; {b) define warnings, precaotions and adverse reactions that are associated
with the drug in the dosage range to be prescribed; and (c) support Regulatory Approval of such
drug.

=]

1.56 “Phase LLIB Clinical 'I'rial” means a Phase IIT Clinical Trial, possibly including
pharmacokinetic studies, commenced pricr to receipt of Regulatory Approval in the jurisdiction
for which such trials are being conducted, but which is not required in order to cbtain Regulatory
Approval and which is conducted primarily for the purpose of Product support {e.g., providing
additicnal drug profile and safety data or supporting expansion of the Product Labeling).

1.57 ‘“Phase IV Clinical Trial” means a clinical tial of a Product conducted after
Regulatory Approval of such Product has been cbtained from an apprepriate Regulatory
Authority, which trial is (a) conducted voluntarily by a Party to enhance marketing or scientific
knowledge of the Product {e.g., for expansion of Product Labeling and dose optimization), or (b)

conducted due to a request or requirement of a Regolatory Authority.

1.58 “Pricing Approval” means soch approval, agreement, determination or
zovernmental decision establishing prices (i.e., Yakka) for the Product that can be charged to

consumers and will be reimbursed by Governmental Authorities in the Licensed Territory.

1.5¢  “Product™ means a pharmacentical preparation in any formutation that contains

Heinatide as an active ingredient.

160 “Product Complaint” means any written, verbal or electronic expression of
dissatisfaction regarding the Product, including without limitation reports of actual or suspected

product tampering, contamination, mislabeling or inclusion of improper ingredients.
L61 “Product Infringement® has the meaning set {orth in Section 9.5(b).

1.62 “Product Labeling” means (a) the foll prescribing information for the Product
approved by the applicable Regulatory Authority, and (b) all labels and other writien, printed or

12
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graphic information included in or placed upon any container, wrapper or package insert used
with or for the Product.

1.63 “Promotional Materials” means all 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
Collaborator or its Affiliates, sublicensees or licensees in connection with any promotion of a
Product in the Licensed Territory (all to the extent applicable for the Commercialization in the

Licensed Territory), but excluding Product Labeling.
1.64 ‘“Reagent” means the reagent described in Exhibit E.

1.65 “Regulatory Approvals” means all approvals (including without limitation
supplements, amendments, and Price Approvals), licenses, registrations or authorizations of any
national, supra-national, regional, state or local regulatory agency, department, burean,
commuission, council or other governmental entity, necessary for the manufacture, distribution,

use or sale of a pharmaceutical product in the Licensed Territory.

1.66 “Regulatory Aathority’” means, in & particular country or jurisdiction, any
applicable Governmental Authority involved in granting Regulatory Approval in such country or
jurisdiction, including without limitation, (a) in the U.S., the FDA and any other applicable
Governmental Authority in the U.S. having jurisdiction over the Product, and (b) the MHLW,

1.67 “Regulatory Exclusivity” means any exclusive marketing rights or data
exclusivity rights conferred by any Governmental Authority with respect to the Product other

than a patent right in the Licensed Territory.

1.68 “Repulatory Materials” means regulatory applications, submissions,
notifications, registrations, Regulatory Approvals andfor other filings made to or with a
Regulatory Authority that are necessary or reasonably desirable in order to develop,

manufacture, market, sell or otherwise cominercialize Products in a particular country, territory
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or possession. Regulatory Materials include, without limitation, INDs, CTAs, MAAs, and
applications for Pricing Approvals.

1.69 “Renal Indications”” means the use of the Product in the prevention, treatment or

amelioration of anemia in patients with chronic kidney disease, whether or not on dialysis.
1.70 “Required Third Party Data” has (he meaning set forth in Section 4.1¢b).
171 “Sole Inventions” has the meaning set forth in Section 9.1.

1.72  “Stock Purchase Agreement’’ shall mean that certain Stock Purchase Agreement
10 be entered into by and between Collaborator and Affymax pursuant to Section 8.1(b), for the
purchase by Collaborator of Preferred Stock of Affymax.

1.73 “Term” means the term of this Agreement, as determined in accordance with

Article 13.

1.74 “Territory” means the Affymax Territory or the Licensed Temitory, as
applicable.

175 “Third Indication” means indications other than the Initial Indications.

1.76 “Third Party” means any entity other than Affymax or Collaborator or an
Affiliate of either of them.

1.77 “Third Party Data™ has the meaning set forth in Section 4.1(a)(iv).
L78 “Third Party License Agreements” has the meaning set forth in Section 6.7.

1.79 “Third Party Partner” shall have the definition ascribed thereto in Section
4.1(a)(iv).

1.80 “US.” means the United States of America and its possessions and territories.

181 “Valid Claim’ means (a) an unexpired claim ol an issued Patent that has not

been disclaimed, revoked or held to be invalid or unenforceable by a court or other authority of
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competent jurisdiction, from which decision no appeal can be further taken; or (b) a claim of a

pending Patent application.

L82 ‘Yakka” means the approval by the MHLW of the National Health Insurance

System (INHI) reimbursable price for the Product in the Licensed Territory.

1.83 “Yen”™ means a Japamese unit of currency, and “¥” shall be interpreted

accordingly.

ARTICLE 2

MANAGEMENT
21 Joint Committee.

(a)  Formation and Rele. The Parties hereby establish a Joint Committee that
shall menitor and coordinate communication regarding the Parties’ performance under this
Agreement to Develop and obtain Regulatory Approval for the Product in the Field and in the
Licensed Territory. Each Party shall have an equal number of representatives on the Joint
Committee, who initially shall be the individuals set forth in Exhibit F. The Joint Committee
shall have the membership and authority, and shall operate by the procedures, set forth for it in
this Section 2.1 and in Section 2.2. The role of the Joint Committee shall be:

(i)  to review the overall strategy for secking Regulatory Approval in
the Licensed Territory of the Product for the Initial Indications and any other indications in the
Field Collaborator seeks to develop the Product for;

(ii) to facilitate the exchange of information between the Parties with
fespect to the activities hereunder for the Licenscd Territory and fo establish procedures for the
efficient sharing of information and materials necessary for Collaborator’s Development of

Products hereunder, consistent with this Agreement;

(iii) to review, approve, and, if necessary, amend the Development
Plan;
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(iv)  to seek to resolve any issues aﬁsing under this Agreement;

(v} to monitor the Parties’ performance against each then-current

Development Plan,

(¥i) to provide a forum to evaluate strategies for obtaining, maintaining

and enforcing patent and irademark protection for Products in the Licensed Territory: and

(vii) to perform such other functions as appropriate to further the

purposes of this Agreement, as determined by the Parties.

The Joint Committee shall perform its responsibilities under this Agreement based on the
prin¢iples of prompt and diligent Development of Products in the Licensed Territory, consistent
with good pharmaceutical practices and the maximization of long-term profits derived from the
sale of Products in the Licensed Territory. 'The Joint Committce shall have only the powers
assigned expressly to it in this Article 2 and elsewhere in this Agreement, and the Joint
Committee shall not have any power to amend, modify or waive compliance with this

Agreement.
2.2 Joint Committee Membership

Affymax and Collaborator shall each designate three (3) representatives to serve on the Joint
Committee by written notices to the other Party. Either Party may designate substitutes for its
* representatives if one (1) or more of such Parly’s designated representatives are unable to be
present at a meeting. From time to time each Party may replace its representatives by written
notice to the other Party specifying the prior representative(s) and their replacement(s). Any
such substitutes or replacements shall be designated consistent with the following principles:
one (1) representative shall have appropriate expertise in the clinical Development of
pharmaceutical products, and one (1) representative shall have appropriate expertise in
Commercialization of pharmaceutical products; provided that the Joint Committee may vary the
expertise required for Joint Committee representatives of each Party as it deems appropriate as

the Parties gain expedence with Products, but in any event at least one (1) of such

representatives on the Joint Comimittee shall be at the [d
each of the Party’s organizations. Collaborator shall select one (1) of its representatives as the
16
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initial chairperson of the Joint Committee. On each anniversary of the Effective Dafe, the Parties
shall rotate designation of the chairperson for the commencing year. The chairperson shall be
responsible for (i) calling meetings, and (ii) preparing and circulating an agenda for the
upcoming meeting pursuant to Section 2.3(b), but shall have no special authority over the other
members of the Joint Committee, and shall have no additional voting rights. One of
Collaborator’s Joint Committee representatives shall be responsible for preparing and issuing
minutes of each such meeting within thirty (30) days thereafter. Such minutes shall not be
finalized until Affymax reviews and confirms with Collaborator the accuracy of such minutes in
writing, which review by Affymax shall be completed within thirty (30) days after the receipt of

the minutes.
23  Joint Comimittee Meetings and Agendas.

(a)  Meelings. The Joint Committee shall hold at least two (2) meetings per
year on such dates at such times each year as it elects. Meetings of the Joint Committee shall be
effective only if at least [fwo (2)] representatives of each Party are present or participating, The
Joint Committee may meet either (i) in person at either Party's facilities or at such locations as
the Parties may otherwise agree; or (ii) by audio or video teleconference. With the prior consent
of each Party’s representatives, other representatives of each Party or Third Parties involved with
the Products may attend meetings as nonvoting participants. Additional meetings of the Joint
Committee may also be held with the consent of each Paity, or as required under this Agreement,
and neither Party shall unreasonably withhold or delay its consent to hold such an additional
meeting. Each Party shall be responsible for all of its own expenses incurred in connection with

participating in the Joint Committee.

()  Meeting Agendas. The chairperson of the Joint Commitiee shall prepare
a draft agenda containing the topics (i.e., Development and/or manufacturing issues) for the
upcoming meeting. The chairperson shall disclose to the other members of the Joint Committee
(i) the draft agenda no later than ten (10) business days in advance, and (ii) its final agenda
(along with appropriate related Information) at least five (5) business days in advance, of each
meeting of the Joint Committes; provided that under exigent circumstances requiring Joint

Committee input, the chairperson may provide the draft and final agenda to the other members of
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the Joint Cotnmittee with a lesser period of time in advance of the meeting, or may propose that
there not be a specific agenda for a particular meeting, so long as such other Joint Committee
members consent (o such Lemporary changes o the general process for distuibuling the agenda

for Joint Committee meetings.
2.4  Joint Committee Decisions and Actions.

(a)  Decision Making. Except as expressly provided in this Section 2.4,
actions to be taken by the Joint Committee shall be taken only following unanimous vote, with
each Party having one (1) vote. If the Joint Committee fails Lo reach unanimouns agrecment on a
matter before it for decision for a pericd in excess of ten (10) business days from the discussion
at the Joint Committee and unless the Parties agree o prolong such time period, [He matter shall
be referred to the senior executive officers of the Parties pursuant to Section 14.2, except as

otherwise provided in Section 2.4(b) or 2.4{c).

(h)  Dispute. If the members of the Joint Committee cannot reach a
unanimous decision with respect to malters involving the [Deveélopiient 6f:t seltice in il

tmelines: and the 1ike] or the approval of any component of an amended or updated

Development Plan (a “Dispute”) within the time period set forth in above subsection (a), such
matter shall not be referred to the senior executive officers of the Parties; rather, the final
decision on such Dispute shall be made by Collaborator, as and to the extent set forth in this

subsection 2.4(b), except if such matter is an Excepted Development Matter.

(¢}  Excepted Development Matters. For the purposé ol this Section 2.4,

“Excepted Development Matters” means the following:

1] to provide for the Development of
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Safety;‘-ccpﬁé-eﬁls] or putsuant to a requirement imposed by the Repulatory Authorities in the

Licensed Territory or the external monitoring board for such trial;

(iii)  altering the [Dévelopment Pluk] or utherwise proposing to conduct

or conducting any Development activities in a manner that would reasonably be expected to
[adversely,’ impact | Affymax’s " or its " Tt

“Partnér’s .own]] development or

commercialization efforts for Products in the [Affymax Territory]. other than for purposes of
[addressing: patient safety. corigems] or pursnant to a requirement imposed by the Regulatory

Authorities in the Licensed Territory or the external monitoring board for such trial.

If a matter in dispute is an Excepted Development Matter, such matter shall be referred to the
senior executive officers of the Parties pursuant to Section 2.4(a), and where such senior
executive officers cannot resolve any such Excepted Development Matter referred to thern, then

the status quo shall prevail (i.e., Collaborator shall not have the right to have such alteration or

amendment implemented or a [Phase T €lini¢al “Trial] shall not be [términated”prior” (o
completion]), and Collaborator shall proceed with Development under the then-existing

Development Plan, provided, however, in case of subsection (iii) above, Collaborator shall not

have the right to so alter the [Devel

25  Project Coordinators. Promptly following the Effective Date, each Party shall
designate on Exhibit F an appropriate expert to facilitate communication and coordination of the
Parties’ activities under this Agreement relating to Products and to provide sepport and guidance
to the Joint Committee (each, a “Project Coordinator”™). FEach Project Coordinator shall be
experienced in project management and may also serve as one of the three (3) representatives of
its respective Party on the Joint Committee. From time to time cach Party may replace its Project

Coordinator by written notice to the other Party specitying the replacement.

2,6  Coliaboration Guidelines. In all matters relating to this Agreement, each Party
shall seek to comply with good pharmaceutical and environmental practices consistent with the
Laws and its own existing practices. Subject fo the terms of this Apreemcent, the activities and
resovrces of each Party shall be managed by such Party, acting independently and in ifs
individual capacity. The relationship between Affymax and Collaborator is that of independent
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contractors and neither Party shall have the power to bind or obligate the other Party in any

manner, other than as expressly set forth in this Agreement.

ARTICLE 3

PRODUCT DEVELOPMENT

31  Overview. Collaborator shall Develop Products in the Licensed Territory as
provided in this Article 3 and in accordance with the Development Plan, which shall set forth all
Development activities to be performed by Collaborator under this Agreement, including without
limitation such activities as may be required by the Regulatory Authorities in the Licensed
Territory tor Regulatory Approval of Products for use in the Initial Indications in the Licensed
Territory, and any additional activities necessacy for any Product to meet the requirements of the
Japanese Pharmacopoeia or any other listings that are necessary or helpful for obtaining Price

Approval for such Product in the Initial Indications in the Licensed Territory (such additional

: aCtJVlileb, “Requlred Studies”), Affymax shall complete all [engoing ¢linical;: non-clinical,

risk and responsibility and shall provide Collaborator the data obtained therein as provided in

1 regarding the Product that are listed on Exhibit G, at its own cost,

Section 4.1(a). Collaborator shall bear all of the costs and expenses incurred in connection with

any of the activities performed by the Collaborator pursuant to the Development Plan,

32 Development Plan, An inifial Development Plan has been agreed upon by the
Parties and is attached hereto as Exhibit H and incorporated herein by reference. From time to
time, either Party may submit to the Joint Committee for discussion any proposed modifications
to the Development Plan, and the Joint Committee shall discuss such propesed modifications at
its next meeting, and any such modification may be approved by the Joint Committee as
provided in Section 2.4. The Development Plan shall, at all times, contain the following
information for the Product for both of the Initial Indications in the Licensed Territory:

(a) scope and timelines for Collaborator’s performance of all studies
(ircluding any Required Studies) designed to support Regulatory Approval of the Product in the

Licensed Terntory, including without limitation, clinical trial protocols, additional preclinical
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tests (including any and all carcinogenicity and toxicology studies), Finished Product stability

studies, enrollment numbers and filing submission dates;

{(b)  estimated dates of meetings with Regulatory Authorities in the Licensed
Territory for such Product;

) Collaborator’s forecasts of its needs for preclinical or clinical supply of

such Product and/or Bulk Hematide; and -
(d}  target dates for achieving milestones in Developing such Product.

3.3 Principles of Product Development. Collaborator's Development of the Product
in the Initial Indications in the Licensed Territory shall be conducted in a manner consistent with

the following principles:

(a)  wsing Diligent Efforts to seek a Regulatory Approval that includes a label

for such Product as broad as reasonably possible;

(b)  using Diligent Efforts to seek a product profile for such Product with
maximum scope of recommended usage and minimum scope of restrictions on use, in each case

to the extent reasonably possible;

(¢ using Diligent Efforts to obtain Regulatory Approval for such Product

consistent with (a) and (b) in a timely manner; and

(d}  using Diligent Efforts not to unreasonably adversely impact Affymax’s or
its Third Party Partner’s own Development or Commiercialization efforts for Products in the
Affymax Territory, including without limitation, and where reasonably practicable, using and
filing in the Licensed Territory regulatory filings that are equivalent to all MAAs and related
filings for Products that are provided by Affymax pursuant to Section 4.2, to ensure that all
Collaborator’s filings and specifications for Products in the Licensed Tetritory remain consistent,

as far as reasonable, with those for the relevant Products in the Affymax Territory.

34  Collaborator’s Performance. Collaborator shall devote Diligent Efforts to the

Development of the Product in the Field and in the Licensed Territory, consistent with the then-
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agreed Development Plan, and in accordance with this Agreement, including without limitation
by using Diligent Efforts to perform its obligations under the Development Plan and in
accordance with the regulations promulgated by the MHLW for the manufacture, testing and
Commercialization of pharmaceutical products in the Licensed Temitory. Collaborator shall
provide financial and other support for the Development of the Product as necessary to camry out
the Development Plan and to achieve the objectives of this Agreement. Collaborator shall
conduct its activities under the Development Plan in good scientific manner and in compliance in
all material respects with all applicable Laws, including without limitation applicable GCP, GLP,
and GMP. Collaborator may not conduct any material Development activities with respect to
any Product that are not set forth in the Development Plan or that are inconsistent with this

Agreement without Affymax’s prior written consent.

3.5 Records, Reports and Information. Collaborator shall maintain complete,
current and accurate records of all work conducted by it under the Development Plan and all data
and other Information resulting from such work. Such records shall fully and properly reflect all
work done and results achieved in the performance of the Development Plan in sufficient detail
and in good scientific manner appropriate for patent and regulatory purposes. Affymax shall
have the right to review such records maintained by Collaborator at reasonable times, upon
written request. Collaborator shall provide written reports in English to the Joint Comumnittes on
its Development and regulatory activities with Products in the Licensed Territory, including
without limitation any significant formal or informal meetings between Collaborator and the
Regulatory Authority in the Licensed Territory, on a quarterly basis at the end of each calendar
guarter, at a level of detail reasonably sufficient to enable Affymax to determine Collaborator’s

compliance with its diligence obligation pursuant to Section 3.4.

3.6  Right of First Refusal to Backup Product Developed in the Field. If, during
the ten (10) year period following the Effective Date, Affymax or its Third Party Partner
develops a potential Backup Product(s) in the Field, Collaborator shall have a right of first
refusal to develop and commercialize such Backup Product(s) for the Licensed Territory as
provided in this Section 3.6. Upon the initiation of the first Phase II Clinical Trial for such
Backup Product(s) in the Field, and before offering to any Third Party rights to such potential
Backup Product(s) in the Licensed Territory, Affymax shall notify Collaborator in writing, and

22

[ 1= CERTAIN CONFIDENTIAL INFORMATION CONTAINED IN THIS BOCUMENT, MARKKD BY BRACKETS, 15 FILED WITH THE SECURITIES AND
EXCRANGE COMMISSION PURAUANT TO RuyLk 406 OF THE SECURITIES ACY OF 1933, AS AMENDED.



shall include in such nofification all material results and data with respect to such potential
Backup Product(3), for Collaborator’s evaluation. Cotlaborator shall treat such results and data as
Affymax’s Confidential Information under this Agreement, and shall respond to Affymax within
thirty ( 30) days of receiving such notification whether it desires to exercise its right to negotiate
exclusively for the rights to Develop and Commercialize such Backup Product(s) in the Field, in
the Licensed Termitory, If Collaborator notifies Affymax within such thirty (30) day period of its
desire to obtain such rights, then Affymax and Collaborator shall negotiate in good faith for
ninety (90) days the terms and conditions under which Collaborator may obtain such rights. If
Collaborator and Affymax enter into an agreement under which Collaborator obtains such rights
with respect to certain Backup Product, then such Backup Product(s) shall also be licensed to
Collaborator under such agreed terms and conditions. If Collahorator fails to notify Affymax of
its desire to obtain such rights within such thirty (30) day period, or if the Parties, despite good
faith negotiation, do not enter into an agreement governing the terms and conditions under which
Collaborator may obtain such rights from Affymax within such ninety (90) day period, then,
unless the Parties agree to prolong such period, Affymax shall have the right to pursu¢ such
opportunity itself or with an Affiliate or Third Party without any further obligation to
Collaborator. This Section 3.6 shall apply on a Backup Product by Backup Product basis. For
clarity, if and as far as a Backup Product is developed outside the Field by Affymax and/or its
Third Party Partner, then Collaborator shall have no rights under this Section 3.6 with respect to
such Backup Product.

ARTICLE 4

REGULATORY MATTERS
41  Transfer of Data and Regulatory Materials.
(a)  Data Generated by Affymax.

(i Within thirty (30) days after the Effective Date, Affymax shall
provide Collaborator with copies of IND and CTA filings made for the Product in the U.S. and
Burope prior to the Bffective Date. With regard to all other preclinical and non-clinical data

{labove-mentioned IND and CTA filings, in the form
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[ ] = CERTAIN CONFIDENTIAL INFORMATIUN CONTAINED IN THIS DOCUMENT, MARKED BY BRACKETS, J$ FILED WITH THE SECURITIES AND
EXCHANGE COMMISSION PURSUANT TO RULE 406 OF THE SECURITIERS ACT OF 1933, AS AMENDED,



then existing) generated as of the Effective Date and Controlled by Affymax, Affymax shall, if
requested by Collaborator, provide Collaborator with copies thereof within a reasonable time
after such request Lo the extent relevant to the Development of Product or Collaborator’s seeking
Regulatory Approval for the Product in the Licensed Territory, Thereafter, from time to timé but

in a timely manner compliant with the requirements of the Regulatory Authority in the Licensed

Territory, Affymax shall provide Collaborator with copies of [all] preclinical and non-clinical

Controlled by Affymax. Collaborator shall have the full right, without any additional
consideration, to use any and all such data and reports supplied by Affymax under this Section
4.1(a)(i) in connection with the Development of the Product in the Licensed Ternitory, including

ihe incorporation of such data or reports in any MAA.

(i) Within thirty (30) days after the Effoctive Date, Affymax shall

provide Collaborator with copies of all clinical data resulting from [Phas inical Trials]

completed or ongoing {where availabie) as of the Effective Date and Controlled by Affvmax.

Thereafter, following completion of any additional [Phise

Affymax with or without [a* er], Affymax shall, in 2 titnely manner compliant
with the req-uircmcnts of the Régulatory Authority in the Licensed Territory, provide
Collaborator with copies of all resulting data, to the extent such data is Controlled by Affymax.
Collaborator shall have the full right to use any and all such datz and reports supplied by
Affymax pursuant to this Seetion 4.1(a)(ii) in connection with the Development of the Product in

the Licensed Territory, including the incorporation of such data or repors in any MAA.,

(iii)  With respect to clinical data Controlled by Affymax and resulting

"t1ils] completed or ongoing as of the Effective Date, Affymax shall
provide Collaborator with copies of all resulting data upon request of Collaborator after
completion of such trial. It is understood and agreed, however, that Collsborator shall have the
right to use any and all such data and reports supplied by Affymax hcreunder only to the extent
that the Regulatory Authorities in the Licensed Terntory require that such data and or reports be
submitted to it to substantiate the clinical data generated by or on behalf of Collaborator in

seeking Regulatory Approval for the Product in the Licensed Territory, either as part of the

MAA or otherwise. In no event shall Collaborator have the right to utilize such [P
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Clinical Trial] data in its MAA for the Product in the Licensed Territory in lieu of additional
[Phase £1 Clinical Trial] data generated by or on behalf of Collaborator in the Licensed Territory,

without the written consent of Affymax, which consent may be withheld in its sole discretion,

and which consent if given, shall require [the payment.of onsidération] to Affymax for

such use of such data.

(iv)  Collaborator acknowledges and understands that Affymax intends
to license the Product to one or more Third Party licensees for development and
commercialization in the Affymax Territory (each, a “Third Party Partner”). Pursnant to any
. agreements between Affymax and its Third Party Partner, Affymax and/or such Third Party
Partners will generate, at the expense primarily of such Third Party Partner, additional non-

clinical, preclinical and clinical data and reports (including in particular [Ph:
and [Phase 1I1:Clinical ‘Trial data] with respect to the Product for use in seeking Regu]atory
Approval for the Product in the Affymax Tertitery (the “Third Party Data”). With respect to
any Third i’arty Data Controlled by Affymax [aftet:the Efféct
Collaborator with copnes of all such Third Party Data upon request of COllabOratOl’ unless (X)

Date], Affymax shall provide

} Third Party Partner in connection therewith. For
any Third Party Data to which (X) and/or (Y) applies, Collaborator shall have the rights set forth
in Section 4.1(b)(ii). Itis undcrstood and agreed, however, that Collaborator shall have the right
to use any and all such Third Party Data and reports supplied by Affymax under this Section
4.1(a)(iv) only to the extent that the Regulatory Authorities in the Licensed Territory require that
such data be submitted to it to substantiate the non-clinical, preclinical or clinical data generated
by or on behalf of Collaborator in seeking Regulatory Approval for the Product in the Licensed
Territory, either as part of the MAA or otherwise. In no event shall Collaborator have the right
to utilize such Third Party Data provided pursuant to this Section 4.1(a)(iv) in its MAA for the
Product in the Licensed Territory in lieu of additional non-clinical, pre-clinical or clinical data

generated by or on behalf of Collaborator in the Licensed Territory, without the written consent

of Affymax, which consent may be withheld in its sole discretion, and which consent if given,

such use of such data For clarity, this Section 4.1(a)(iv) shall not apply to any andited data that

Affymax may provide to Collaborator pursuant to Section 4. 1{b)(i).
25

[ ] = CERTAIN CONFIDENTIAL INFORMATION CONTAINED IN THIS DOCUMENT, MARKED BY BRACKETS, [S FILED WITII 1HE SECURITIES AND
EXCHANGE COMMISSION PURSUANT TO RULE 406 OF THE SECURITIES ACT OX 1933, AS AMERDED.


mailto:i~!:p~yfP~~~!!~~:ti~,$~:;~:;;,#gU[er~ii.9ni!tqii~ffytn~*ii~QQf9rl~t~::lt~ff4.,P~rtyiii?~@~.r
mailto:rrn�Ji�iiij#i.pfptev~#~,~~:'ft9m��~qi~gi'it{ipurs�.~ridcf'its'���rw@m~ot:w~thithe,��:Third

such data is Controlled by Affymax, Affyrndx shall provlde Collaborator with copies of all data

arising from such trial upon nequest of Collabowtor provided that the Parties have first agreed
data; provided that information regard.mg adverse events and serious adverse events shall be

provided promptly as set forth in Section 4.8.

(vi}y  For clarity, the foregoing shall not be deemed to limit the Parties’
obligations with respect te information to be provided pursuant to Section 48, Additionally,
except as expressly provided in subsections (iii) and (iv), Collaborator shall not be obligated [to
pay to Aftymax any ¢ompensation] for the information, data and reports to be provided pursuant

to this Section 4.1(a).

{(b)  Audited Data Generated by Third Parlies on Behalf of Affymax;
Reqguests for Additional Data by Collaborator.

] Aftymax understands and acknowledges Collaborator’s need to

utilize and include copies of certain [s; ta] and certain summary and general information

Iogardmg the [demonstration of cfﬂcacy] of the Product that has been audited as reqmrerl by

wa.ured in its filings for Regulatory Approvals in the Licensed Tertitory (the “Requ:red Third

Party Data™). Affymax agrees to ensure the transfer of copies of such Required Third Party

Data to Collaborator {2 _
Development activities and to obtain l‘{egul::itoryr Approval within the Licensed Territory. I is

expressly understood and agreed, however, that such Required Third Party Data shall not include

any [ data resulting from any clinical studies undertaken by Affymax and its Third Party
Partner jointly, or by such Third Party Partner alone, which data may be provided to Collaborator
as set forth elsewhere in this Agreement, provided that information regarding adverse events and

serious adverse events shall be provided promptly as set forth in Section 4.8.
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(ii) In addition to Affymax’s obligations set forth in Sections 4.1(a){iv)
and 4.1(b)(i), to the extent Affymax is unable to provide access to Collaborator to Third Party
Data that is not Required Third Party Data or data that Affymax is able to provide to
Collaborator pursuant to Section 4.1(a)(iv), if Collaborator so requests, Affymax agrees to use
diligent efforts to negotiate with its Third Party Partners the right to transfer to Collaborator for
its use in the Licensed Territory any such Third Party Data resulting from Affymax’s
collaboration with such Third Party Partners in the Affymax Temitory, subject to Collaborator's

by] Affymax in

i] for the transfer to Collaborator of such data, under any relevant agreement with

respect thereto [bétween Affymax and such] Third Party Partner.

(¢)  Data Generated by or on Behalf of Collaborator. Collaborator shall, in
a timely manner and compliant with requirements of the FDA and the EMEA, provide Affymax
with copies of all preclinical, non-clinical, analytical, manufacturing, and clinical data relating to
the Product and generated by Collaborator or on behalf of Collaborator by any Third Party,
provided that information regarding adverse events and serious adverse events shall be provided
promptly as set forth in Section 4.8. If Affymax requests that copies of such data be provided in
compliance with requirements of other Regulatory Authorities, Collaborator shall reasonably

constider such request.

(d)  Use of Collaborator Data. Collaborator understands and acknowledges
that Affymax and its Affiliates and/or Third Party Partners may need to utilize and include
certaiﬁ safety data and certain summary and general information regarding the demonstration of
efficacy of the Product generated by Collaborator (e.g., adverse event reports, tabulated data
summaries) as required in its filings for Regulatory Approvals in the Affymax Territory or as
requested hy the Regulatory Authorities in the Affymax Territory. Affymax shall have the right
to share any and all such data and other regulatory materials received from Collaborator
(“Required Collaborator Data™) with Affymax’s Affiliates and Third Party licensees in the
Affymax Territory. It is expressly understood and agreed, however, that such Required
Collaborator Data shall not include any [;
by Collaborator or on behalf of Collaborator by any Third Party, and that such

] resulting from any clinical studies undertaken

| may be
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provided to Affymax and/or its Affiliate or Third Party Partner only as provided in the following
sentences of this Section 4.1(d}. Affymax shall have the tight to transfer any and all data and
other regulatory materials received from Collaborator pursuant to Section 4.1(c) that is not
otherwise included in Required Collaborator Data to any of Affymax’s Affiliates or Third Party
Partners in the Affymax Termitory, subject to Affymax’s having obtained the right to transfer to
Collaborator for its use in the Licensed Territory the Third Party Data that is not otherwise
incleded in the Required Third Party Data of its Third Party Partners, and the eqmvalent data of
such Affiliates, and subject to [payment by such Affiliates and/or Third er's,
fed:
to such Affiliates and Third Party Partners of such data and other regulatory materials of

1. for] the transfer

applicable, of a [ComiTtiercialiy reasonabl t] Collaborator [#is:considers

Collaborator.

. (&) Clarification. All preclinical, non-clinical, analytical, manufacturing, and
clinival data and associated reports disclosed by one Party to the other under this Agreement
shall be deemed Confidential Information of the disclosing Party, Except as otherwise provided
in this Section 4.1, the receiving Party may use such data solcly for the purpose of Developing a
Product, seeking and obtaining Regulatory Approval and Commercializing the Product as

permitted in this Agreement, in its respectivc Temitory, subject to Article 12,
4.2  Repulatory Filings and Approvals.

(a) In General. The Partics intend that the Development Plan shall set forth
the agreed regulatory stralegy for seeking Regulatory Approval in the Licensed Territory.
Collaborator shall be responsible for preparing any and all Regulatory Materials to be used for
filing with Regulatory Authority in the Licensed Temitory and for filing CTAs, INDs or their
equivalent in the Licensed Territory, Marketing Authorization Applications, Pricing Approval
applications and all other applications in connection with seeking Regulatory Approvals for the
Products in the Licensed Territory. Any efforts, costs and expenses required for the Collaborator
to prepare any and all regulatory submissions for the Products in the Licensed Terrttory shall be
conducted and borne solely by the Collaborator, provided, however, with regard to the
Chemistry, Manufacturing and Controls (*CMC”) section of such regulatory submissions, and

other part(s} of such submissions, reluted to the manufacture of the Bulk Hematide, Affymax
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shall prepare necessary documents in English and provide such documents to Collaborator in a
timely manner so that Collaborator can translate (if necessary) and compile such documents in
the filing of CTAs, INDs or their equivalent in the Licensed Territory, Marketing Authorization
Applications, Pricing Approval applications and all other applications in connection with seeking

Regulatory Approvals for the Products in the Licensed Territory.

()  Rights of Reference to Regulﬁtury Materials. Each Party hereby grants
to the other Party a right of reference to all Reguiatory Materials filed by such Party in its
respective Territory for Product as follows: The right of reference granted to Affymax hereiu
shall be solely for the purpose of Affymax. its Affiliates or any Third Party Partners of Affymax
obtaining Regulatory Approval in the Affymax Territory for the Product. The right of reference
granted to Collaborator berein shall be solely for the purpose of obtaining Regulatory Approval
for the Products in the Licensed Temitory, subject to Section 4.1(a)(iii).

(c) CoHaborator Rights and Obligations.

{i) Collaborator shall have the sole right and responsibility for
preparing, submitting and maintaining Regulatory Materials in the Licensed Territory and for
seeking Regulatory Approval for the Product in the Licensed Territory. As part of the foregoing,
Collaborator shall be responsibie [or seeking any necessary approvals of Regulatory Authorities
for Product Labeling and Promotional Materials to be used in the applicable jurisdiction(s) in
connection with Commercializing the Product. Upon the request of Affymax, Collaborator shall
request the MHLW to allow one Affymax representative to aitend, as a sileni observer, all
meetings between Collaborator and the MHLW, and Collaborator shall timely inform A ffymax

of any such meetings scheduled with the MHLW as soon as practically possible,

(i)  Collaborator shall use Diligent Efforts in compliance with
applicable Laws and other regulatory obligations related to Product Development and Regulatory
Approval in the Licensed Temitory, to prepare and file the appropriate Regulatory Materials and

to seek to obtain Regulatory Approval therefor as soon as reasonably practicable.
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(ifi) - All Regulatory Materials and Regulatory Approvals filed with
Regulatory Authorities in the Licensed Territory shall be held in Collaborator’s name and shall

~ be owned solely by Collaborator, subject to Affymax’s rights under this Agreement.

(iv)  Collaborator shall not have the right to file any Regulatory
Materials or Regulatory Approvals regarding the Product outside of the Licensed Territory.

(dy  Consultation, Reporting and Review.

(i Collaborator shall consult with Affymax regarding, and keep
Affymax reasonably and regularly informed of, the status of the preparation of all Regulatory
Materials, Regulatory Authority review of Regulatory Materials, and Regulatory Approvals for

Products in the Licensed Territory.

(i)  Collaborator shall provide Affymax, in a timely manner, with
copies of all Regulatory Approvals it receives for Products in the Licensed Territory, upon

Affymax’s written request.

(iif) Collaborator shall provide Affymax with copies of, and all

information pertaining to, notices, questions, actions and requests from or by Regulatory

Authorities in the Licensed Territory with respect to Products, the Peptide, [ ¢] and/or
Hematide, or the testing, manufacture, distribution and/or facilities in relation thereto, including
without limitation any notices of non~ompliance with Laws in connection with the Product (e.g.,
wamning letters or other notices of alleged non-compliance), audit notices, notices of initiation by
Regulatory Authorities of investigations, inspections, detentions, seizures or injunctions
concerning the Product (and/or its manufacture, distribution, and/or facilities connected thereio),
notice of violation letters (i.c., an untitled letter), warning letters, service of process or other

inquiries.

4.3 | Fikings for Regulatory Exclusivity. Thé Foint Committee shall discuss and
recommend to Collaborator the regulatory strategy for seeking (if and when appropriate)
Regulatory Exclusivity in the Licensed Territory for Products. Collaborator shall scek and (it
appropriate) file for such Regulatory Exclusivity for Products if the Joint Commiftee so

recommends.
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44  Regulatory Costs. Collaborator shall be responsible for all costs and expenses of
preparing, maintaining, formatting, and filing Regulatory Materials for Products in the Licensed
Territory and for all other costs and expenses in connection with s¢eking and maintaining

Regulatory Approval for Products in the Licensed Territory.

45  Communications. Except as may be required by Laws, Aftymax shall not
communicate regarding the Product with any Regulatory Authority having jurisdiction in the
Licensed Territory unless explicitly requested or permitted in writing to do so by Collaborator or
unless so ordered by such Regulatory Authority in the Licensed Territory, in which case
Affymax shall provide immediately to Collaborator notice of such order. Bxcept as may be
tequired by law, Collaborator shall not conrmunicate with any Regulatory Authority having
Jjurisdiction outside the Licensed Territory regarding any Product unless explicitly requested or
permitted in writing to do so by Affymax, ot unless so ordered by such Regulatory Authority, in

which case Collaborator shall provide immediately to Affymax notice of such order.

4.6 Collaburalor Regulatory Filings. Collabarator shall not file any IND, CTA or
MAA or their equivalent applications in the Licensed Territory for any Product for use in an
indication that is not an lnitial Indication without the prior written consent of Affymax or
unanimous consent of the JC purswant to Section 2.4{c). Collaborator shall not file any

1¢], Hematide and/or Product outside of the Licensed

Regulatory Materials for Peptide, [Bipep

Territory.

4.7  No Harmful Actions. Collaborator shall not take any action with respect' to
Products in the Licensed Territory that could reasonably be expected fo have a material adverse
impact upon the regulatory status or potential sales of Products outside the Licensed Territory,
provided that the foregoing shall not restrict Collaborator from taking actions reasonably
required to avoid or address any safety or human health problems as required by Regulatory
Authorities in the Licensed Tertitory or the relevant independent data safety monitoring board.
If Affymax believes that Collaborator is taking or intends to take any action that could
reasonably have such an impact, Affymax shall bring the matter to the attention of the Joint
Committee. The Joint Commitiee shall discuss whether any such action reasonably would be

expected to have such an impact, and potential alternative courses of action that Collaborator
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could take to avoid such an impact. If the Joint Committec cannot reach agreement as to such
matters, then either Party may refer such matters for resolution pursuant to Sections 14.1 and
14.2. Furthermore, Collaborator shall use Diligent Efforts to preserve the existence and breadth
of any Regulatory Approvals for Products obtained in the Licensed Terntory in the course of
recxamination, recvaluation and other post marketing surveillance review procedures required by
Regulatory Authorities in the Licensed Territory or the relevant independent data safety

monitoring board.

4.8  Adverse Event Reporting and Safety Data Exchange. The Parties agree that
Collaborator shall be primarily responsible for the monitoring of all clinical experiences and
filing of all required reports throughout clinical Development and Commercialization of the
Product in the Licensed Territory, and that Affymax or its Third Party Partner(s) shall have
primary responsibility for the monitoring of all clinical experiences and filing of all required
reports concerning the Product in the Affymax Territory, Specific details regarding the exchange

- and management of information relating to adverse events related to the use of the Product shall

be delineated in a separate agreement that shall be agreed to by the Parties within one hundred

first dosing to the first patient in the clinical trial conducted by Collaborator hereunder in or for
the Licensed Temritory of the Product. The pharmacovigilance and product labeling personnel of

each Party shall work in good faith together during such time to negotiate an agreement that;
(n) identifies which safety information shall be exchanged;
(b)  identifies when such information shall be exchanged;

() provides that Collaborator shall have regulatory reporting responsibilitics
in the Licensed Territory, and Affymax (either itself or through a clinical research organization
with which it has contracted) or its 'Third Party Partner(s) shall have regulatory reporting

responsibilities in the Affymax Territory;

{d)  provides that Affymax (or its Third Party Partner(s)} shall manage the
global safety database;
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(&) identifies which Party shall be obligated to obtain follow-up information

on incomplete safety reports;

& identifies which Party shall review the literature for safety report

information;

(g)  sets forth the roles and responsibilities of the Parties related to review and

approval of safety information for inclusion in the Product Labeling in the Licensed Territory;
(h)  identifies which Party shall prepare required pertodic safety updates; and

(i) identifies any other details required to appropriately manage safety

information for the Product.
4.9  Regulatory Authority Communications Received by a Party.

(a)  General. Each Panty shall keep the other Party informed, in a timely
manner compliant with the reporting requirements of (i) if the other Party is Affymax, the FDA
and EMEA, and (ii) if the other Party is Collaborator, Regulatory Authorities in the Licensed
Territory, of notification of any action by, or notification or other information which the first

Party receives (directly or indirectly) from any such Regulatory Authority in its territory which:

(1) raises any [mafé

indicates or suggests [a. y

with thc Product; (3) is reasonably likely to lead to [a re

Product; or (4) relates to [exp
Product, or [Prodoct: Compl:

Ap 2
of notifications or information received by Collaborator that would be provided pursuant to the

1 the Product. If Affymax requests that copies

foregoing sentence in compliance with FDA and EMEA requirements be provided also in

compliance with requirements of Regulatory Authorities other than the FDA or EMEA,

Collaborator shall reasonably consider such request. In addition, if a Party receives any

communication or questions from any Regulatory Anthority in the other Party’s territory relating

to such matters, such Party shall notify the other Party as soon as possible (but in no event later

than two (2) business days after receipt of such notice or inquiry) znd provide to such other Party
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copies of all documents, if any, it received from such Regulatory Authorities. Such other Party
shall then prepare the response to the communication, Before submitting such response to a
Regulatory Authority regarding the comununication, the Party that originally received the
communication shall havé an opportunity to comment on the response to the extent such
response may affect its rights or obligations vnder this Agreement. In the event the Parties
disagree concerning the tform or content of a response to a Regulatory Authority in a particular
Territory, the Party in whose Territory such Regulatory Authority is located shall decide the
appropriate form and content of such response. The other Party shall fully cooperate with and
assist such Party in complying with such regulatory obligations and communications. including
by providing to such Party, within two (2) business days after a request, such information and
docomentation in the other Party’s posscssion as may be neccssary or helpful for the Party to
prepare a response to an inquiry from a Regulatory Authority. If a Party is required to respond to
any Regulatory Authority in the other Party’s Territory, such Party shall make diligent efforts to
seek the input and approval of the other Party before responding. Each Party shall also provide
the other Party in a timely manner with a copy of all correspondence received from a Regulatory
Authority specifically regarding the matters referred to above. For clarity, Affymax's obligations
under this Section 4.9(a) shall apply to any such communications regarding the maltefs referred
to above received by Affymak's Affiliate(s) or Affymax’s Third Party Partner(s) as if such

communications had been received by Affymax directly.

(b) Collaborator Disclosures to Affymax. In addition to its obligations
under Section 4.9(a), Cc_)llaborator shall disclose to Affymax the information set forth in Section
4 2(d).

410 Regulatory Inspection or Aundif.

(a)  If a Regulatory Authority desires to conduct an inspection or audit with
regard to the Product of Collaborator’s facility or a facility under contract with Collabotator in or
for the Licensed Territory, Collaborator shall permit and cooperate with such inspection or audit,
and shall cause the contract facility to permit and cooperate with such Regulatory Authority and
Affymax during such inspection or audit. Following receipt of the inspection or audit

observations of such Regulatory Authortity (a copy of which Collsborator shall imumediately
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provide to Affymax), Collaborator shall prepare the response to any such observations, and shall
provide a copy of such response to Affymax that has been translated inte English. Collaborator
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. If a Regulatory Authority in the Licensed Territory desires to conduct an inspection or
audit of Affymax’s facility, or a facility under contract with Affymax, with regard to the Product
in the Licensed Temitory, Affymax shall cooperate and cause the contract facility to cooperate
with such Regulatory Authority and Cellaborator during such inspection or audit. Collaborator
shall have the right to have a representative obsérve such inspection or audit and Collaborator
shall, if requested by Atfymax, assist Affymax in preparing for, facilitating and/or enabling such
inspection or audit. Following receipt of the inspection or audit observations of such Regulatory
Authority, Collaborator shall provide a copy of such observations, Affymax shall prepare a draft
response to any such observations in Epglish, in consultation with Collaborator, and Collaborator

shall prepare and file the final response with such Regulatory Authority.

(b) Audit of Product Manufacturer. Collaborator shall notify Affymax
within forty-cight (48) hours of receipt of notification from a Regulatory Authority of the
intention of such Regulatory Authority to audit or inspect facilities being used to conduct
Finished Manufacture of the Finished Product. Collaborator shall alse provide Affymax with
copies of any written communications received from Regulatory Authorities with respect to such

facilities within seventy-two (72) hours of receipt.

411 Recalls and Voluntary Withdvawals. The Parties shall exchange their intemal
standard operating procedures (“SOPs”) for conducting product recalls reasonably in advance of
the First Commercial Sale of any Product in the Licensed Territory, and shall discuss and resolve
any conflicts between such SOPs and issues relating thereto promptly after such exchange. If
either Party becomes aware of information relating to any Product that indicates that a unit or
batch of Finished Product or Bulk Hematide may not conform to the specifications therefor, or
that potential adulteration, misbranding, and/or other issués have arisen that relate to the safety or
efficacy of Products, it shall promptly so notify the other Party. The Joint Committee shall meet
to discuss such circomstances and to consider appropriate courses of action, which shall be

consistent with the internal SOP of the Party having the right to control such recall pursuant to
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this Section 4.11. Collaborator shall have the right and responsibility to control any product
recall, field correction, or withdrawal of any Product in the Licensed Territory that is required by
Regulatory Authorities in the Licensed Territory, and the allocation of expenses incurred in
connection with such recall between the Parties shall be set forth in the Supply Agreement as
described in Section 7.3. In addition, Collaborator shall have the right, at its discretion, to
conduct any product recall, field correction or withdrawal of any Product in the Licensed
Temitory that is not so required by such Regulatory Authorities but that Collaborator deems to be
appropriate, with the allocation of expenses incurred in connection with such recall between the
. Parties to be set forth in the Supply Agreement as described in Section 7.3. As between the
Parties, Affymax shall have the right, at its expense, to control all recalls, field comrections, and
withdrawals of any Product in the Affymax Territory, provided, however, that Affymax shall use
reasonable efforts (suhject to its confidentiality obligations to the Third Party Partner, provided
that Affymax shall, during the course of negotiation to enter into an agreement with such Third
Party. Partner, use reasonable efforts to secure its right to inform Collaborator of such event) to
inform the Collaborator of such intention in advance in writing, if such recall may reasonably
have a material effect in the Licensed Territory but such information is not otherwise required to
be provided pursuant to Section 4.9(a). Collaborator shall maintain complete and accurate
records of any recall in the Licensed Territory for such periods as may be requircd by applicable

Laws, but no event for less than three (3) years.

ARTICLE S

COMMERCIALIZATION

51  Commercialization in the Licensed Territory. Collaborator shall have sole
right and responsibility for Commercializing all Products in the Licensed Territory, as provided
in this Article 5. Collaborator shall bear all of the costs and expenses incurred in connection
with all such Commercialization.  Collaborator shall have the right to conduct
Commercialization of the Product in the Licensed Territory subject to Section 54. Upon
reasonable request of Atfymax, Collaborator shall provide Affymax an opportunity to review
‘and comment on all significant marketing decisions for Product in the Licensed Territory,

including without limitation marketing strategy and launch decisions, and Collaborator shall
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consider any comments thereon provided by Affymax in good faith, to the exfent reasonable and

practicable.

5.2 Pricing Approvals in the Licensed Territory. Collaborator shall be responsible,
at its own expense, for seeking Pricing Approval in the Licensed Territory. Collaborator shall
keep Affymax informed on an ongoing basis of Collaborator's strategy for seeking, and the
results it obtains in seeking, Pricing Approval in the Licensed Territory, including, without
limitation, the results of any discussion or other communication with relevant Governmental
Authorities regarding Pricing Approval, via regular reports to the Joint Committee no less

frequently than such committee is required to meet pursuant to Section 2.3.

5.3  Pricing of the Product in the Licensed Territory. Collaborator shall have the
sole right to detcrmine all pricing of the Product in the Licensed Territory. Notwithstanding
anything in this Agreement express or implied to the contrary, Affymax shall not have any right
to direct, control, or approve Collaborator’s pricing of Products for the Licensed Territory. The

provision to Affymax of any pricing data is for informational purposes Uﬁl}’.
54  Collaborator Performance.

(a) Level of Efforts. Collaborator shall devote Diligent Efforts to
Commercializing each Product in the Licensed Territory following Regulatary Approval of

Products in the Licensed Territory in accordance with this Agreement.

(b) Time to Launch Product. In addition to the requirements under Section
5.4¢a) and subject to timely supply of Bulk Hematide by Affymax pursuant to Article 7 ot the
Supply Agreement (defined below), Collaborator shall achieve First Commereial Sale of each

Product in the Licensed Territory prompily after, but in no event more than [thréd (3)
after, the date on which Pricing Approval is granted for such Product in the Licensed Territory.

{c) Reports. Collaborator shall update Affymax periodically regarding
Collaborator’s significant Commercialization activitics with Products in the Licensed Territory,
In addition, Collaborator shall present a written report to Affymax at least semi-annually (and no
later than April 30™ and October 31*' of each year) summarizing Collaborator’s significant
Commercialization activities with respect to Products in the Licensed Territory pursuant to this
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Agreement, covering subject matter at a level of detail 1easonaﬁly sufficient to enable Affymax

to determine Collaborator’s compliance with its diligence obligation pursuant tc this Section 5.4.

5.5  Compliance. Each Party shall comply in all malerial respects with all applicable
Laws relating to activities performed or to be performed by such Party (or its Affiliates,
contractor(s) or sublicensee(s)) under or in relation to this Apreement. 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 pl'dcedul‘es in place: {i) to ensure their compliance
with such Laws; (i1) to bring any noncompliance therewith by any of the foregoing entities to its
attention; and (iii) to promptly remedy any such noncompliance. Notwithstanding the foregoing,
this Section 5.5 shall not expand Affymax’s obligations with respect to compliance with GMP as
cxpressly set forth in this Agrecment or as othcrwise agreed upon under the quality agreement to

be entered into pursuant to Section 7.8.
5.6  Product Trademark and Affyrnax House Marks.

(a) Product Trademark. Collaborator shall have the nght, at its sole
discretion, to select the trademark te be used i connection with the Commercialization of the
Product in the Licensed Territory, and shall have all rights in and to such Product trademark. In
case Collaborator desires to use, for the Product, the trademark(s) owned by Affymax and
comesponding to the trademarks to be used for the Product in the Affymax Territory, then,
Collaborator may propose to obtain a license to such trademark(s) under terms and conditions to

be separately agreed upon by the Parties.

{b)  Affymax House Marks. To the extent allowable by applicable Law in
the Licensed Territory, Product packaging, Promotional Materials and Product Labeling for use
in the Licensed Territory shall carry, in a conspicuous location, the Affymax House Marks,
subject to Collaborator's reasonable approval of the size. position and location thereof. From
tire to ume during the Term, Affymax shall have the right (o obtain from Collaborator samples
of Product sold by Collaborator or its Affiliates or sublicensees in the Licensed Territory.
Affymax shall use such Product samples solely to inspect the quality of such Products and use of
the Affymax House Mark.
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ARTICLE 6

LI1CENSES AND EXCLUSIVITY

6.1  Licenses to Collaborator under Affymax Technelogy. Subject to the terms and
conditions of this Agreement, including without limitation Section 8.1(b), Affymax hereby
grants Collaborator an exclusive (even as to Atfymax), royalty-bearing (during the Term) license
under the Affymax Technology to use and import Hematide in the Licensed Territory, to
Develop (as and to the extent permitted in this Agreement), use, sell, offer for sale, and import
the Product in the Licensed Territory, and Lo make and have made the Finished Product
anywhere in the world for such Development or sale (subject to Article 7) in the Licensed
Teritory. The license granted in this Section 6.1 may be sublicensed by Collaborator to any
Affiliate of Collaborator. The license granted in this Section 6.1 may be sublicensed by
Collaborator to Third Parties only with the prior written consent of Affymax, not to be
unreasonably withheld, For clarity, the foregoing license does not permit Collaborator to
Develop using the Affymax Technology any Alternative ESAs, Backup Product, or any other

it obtains such right pursuant to Section 3.6.
6.2  Limited License for Affymax House Marks.

(a)  Aftymax hereby grants to Collaborator a non-exclusive, royalty-free
license within the Licensed Territory to use and display the Affymax House Marks solely in the
Promotional Materials and the Product Labeling in connection with the Comnumerciatization of the
Product within the Licensed Territory, as provided under and in accordance with Seetion 5.6(b)
of this Agreement. The foregning license may be sublicensed by Collaborator to its Affiliates
and Third Parties sublicensees under the license granted in Section 6.1 that are approved by

Affymax in accordance with Section 6.1.

(b)  Standards for Using Affymax House Marks. Collaborator shall provide
Affymax with exemplars and/or representative samples of any Promotional Materials and
Product Labeling containing any Affymax House Mark prior to using or disseminating such

materials. Affymax shall have the right to make reasonable objections to any such matcrials
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within ten (10) days of Affymax’s receipt of such copies on the grounds that Affymax believes in
good faith that the use of such materials will damage the reputation for quality associated with
the Affymax House Marks. Collaborator agrees to modify such Promotional Materials and
Product Labeling in accordance with such objections of Affymax. Collaborator acknowledges
Affymax’s sole ownership of the Affymax House Marks and agrees not to take any action
inconsistent with such ownership. Collahorator shall not use the Affymax House Marks in a way
that would adversely affect their value. Collaborator covenants that it shall not use any
trademark confusingly similar to any Affymax House Marks in connection with any products
(including the Product). Collaborator shall comply with reasonable policies provided by
Affymax from time fo time (o maintain the goodwill and value of the Affymax House Marks. In
any Collaborator materials in which the Affymax House Marks appear, Collaborator shall
display a trademark legend in substantially the following form (tailored to reflect which
trademark is being used): “{trademark}™" is a trademark owned by Affymax™ Affymax grants

no rights in the Affymax House Marks other than thosc expressly granted in this Section 6.2.

6.3  License to Affymax under Collaborator Technology. Subject to the terms and
conditions of this Agreement, Collaborator hereby grants to Affymax a non-exclusive, royalty-
free license under the Collaborator Technology to develop, use, sell, offer for sale, and import
the Product in the Affymax Territory, and to make and have made the Product or the Peptidc or
the Bulk Hematide or the Finished Product anywhere in the world for such development or sale
in the Affymax TFervitory. Such license shall be sublic-enseable by Affymax (o any Affiliate of
Affymax. Such license shall also be sublicenseable to any Third Party Partner or any other Third

Party, with written notification to Collaborator promptly following the grant of such sublicense.

6.4  Negative Covenant. Each Party covenants that it shall not use or practice any of
the other Party’s intellectual property rights licensed to it under this Article 6 except for the

purposes expressly permitted in the applicable license grant under this Agreement,

6.5  No Implied Licenses. Except as explicitly set forth in this Agreement, neither
Party grants any license, express or implied, under its intellectual property rights to the other

Party.
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6.6 Exclusivity, If, during the Term, Collaborator and/or its Affiliates, either on their

own of in collaboration with a Third Party, actually market, promﬂte or s¢ll in the Licensed

prnv:ded that Collaborator

acknowledges that [t atanted a license the anax: Technology] to conduct such

activities.

6.7  Third Party Licenses. Collaborator undeistands and acknowledges that certain
rights contained within the Affymax Technology have been licensed to Affymax from certain
Third Parties pursuant to those license agreements entered into as of the Bffective Daie and set

forth in Exhibit 1 (the “Third Party License Agrcements”) Affymax shall, during the Term,

| Product in the Field and in the Licensed Territory.

ARTICLE 7

MANUFACTURE AND SUPPLY

7.1  Roles of the Parties. Affymax shall supply, or cause to be supplied through its
Third Party contract manufacturers, in a timely manner Collaborator’s entire requirements of the
Bulk Hematide for Development and Commercialization purposes in or for the Licensed
Territory. Collaborator shall be responsible for the formulation of Bulk Hematide into the
Finished Product and the manufacture of Finished Product for both Development and

Commercialization purposes in the Licensed Territory.
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7.2 Preclinical and Clinical Supply of Bulk Hematide. Affymax shall, by itself or
through its Third Party contract manufacturer, supply to Collaborator, upon written request by
Collaborator under the terms and conditions of this Article 7, all quantities of Bulk Hematide
reasonably required by Collaborator, to Develop the Product in the Licensed Territory pursuant
to the Development Plan. Such quantities of Bulk Hematide, and the schedule for such supply,
shall be confirmed and if necessary updated by the Joint Committee in a manner consistent with
the Development Plan. From time to time, Collaborator shall submit to Affymax purchase orders
for quantities of Bulk Hematide for such use consistent, as far as reasonably practicable, with
such confirmed, or, if applicable, ﬁpdated quantity and schedule, and Affymax shall supply or
have supplied to Collaborator such quantities of Bulk Hematide. The price for such

actiring Coi] for such Bulk

Dcvelopmem (non-clinical and cllmcal) supply shall be [:]1 M

Hematide with each slupment and Collaborator shall pay such invoices within thirty (30) days of

its receipt of such invoice. Within sixty (60) days after the Effective Date, the Partics shall
discoss and agree uwpon the terms pursuant to which Affymax may provide to Collaborator
reasonable quantities of reference standard compounds and related substances to the extent
reasonably necessary for Collaborator to Develop formulations of the Products.  Affymax shall
notify Collaborator of the identity of any Third Party contract manufacturers of Bulk Hematide
that will manufacture Bulk Hematide for supply to Collaborator promptly after Affymax enters

- info an agreement with any such Third Party.

7.3  Conmmercial Supply of Bulk llematide. The Parties shall negotiate in good
faith and enter into a manufactoring and supply agreement (the “Supply Agreement”) governing
the supply, by or on behalf of Affymax, to Collaborator of Bulk Hematide, for the manufacture
of Finished Product in connection with the Commercialization of the Product by Collaborator
s] for the Product in the

hereunder, prior to [

Licensed Territory, or

A], whichever is earlier. Such Supply Agreement shall contain
customary terms governing such manufacturing and supply relationship, and shall provide that

such Bulk Hematide meeting the agreed specifications shall be sopplied by or on behalf of

Affymax to Collaborator in a timely manner at a cost fé
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such Bulk Hematide, with such supply to be [FEA

appropriately forecasted quantities of Bulk Hematide ordered by Collaborator, and that if
Affymax matenally fails to meet such SUpply obligation, then Collaborator shall have the nght to

] for such [li¢ ;ses]

74  Finished Product. Collaborator shall be responsible for, at its own cost, the
formulation, filling, finishipg, testing and final release of the Finished Products for Development
and Commenrcialization in the Licensed Territory. Collaborator shall have the right to pursue in
its sole discretion the formulation for the Product, including a formulation which is different
from that uiilized for the Product by Affymax and/or its Third Party Partners for use in the
Affymax Territory. Collaborator shall be solely responsible for obtaining, at its expense, any
licenses deemed by it to be necessary or desirable to such formulation and/or any aspect of the
Finished Manufacture which is different from that utilized for the Product by Affymax and/or its
. Third Party Partners for use in the Affymax Territory.

75  Comparator Drugs. Collaborator shall be responsible for obtaining, at its sole
expense, all supplies of its requirements of all comparator drugs andfor placebos necessary for
conducting clinical trials of the Product in the Licensed Territory, provided, however, Affymax
shall reasonably cooperate with Collaborator for such purposes at Collaborator’s expense, which
cooperation shall include the transfer to Collaborator of technology Controlled by Affymax
relating to activities that were conducted by Affymax as of the Effective Date with respect to any

such placebo, in connection with the Development of Products.

7.6  Audit. Affymax shall vse Diligent Efforts to minimize the Manufacturing Cost

while assuring quality of Bulk Hematide, and shall consider in good faith all reasonable input
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from Collaborator for such purpose. Affymax shall maintain complete and accurate tecords in
sufficient detail to permit Collaborator to confirm the accuracy of the calculation of
Manufacturing Cost and resulted supply price payments due under this Agreement. Upon
reasonable prior notice, such records shall be available during regular business hours for a period
of three (3) years from the creation of individual records for examination at Collaborator’s
expense, and not more often than once each calendar year, by an independent certified public
accountant selected by Collaborator and reasonably acceptable to Affymax, for the sole purpose
of verifying the accuracy of the calculation of the supply price pursuant to this Agreement. Any
such auditor shall not disclose Affymax’s Confidential Information, except to the extent such
disclosure is necessary to verify the accuracy of amount of supply price due by Collaborator
under this Agreement. Any amounts detemﬁned by such auditor to be overpaid, if any, shall be
reimbursed to Collaborator within thirty (30) days from issuance of its report, plus interest (as set
forth in Section 8.7) from the original due date. Any amounts determined to be underpaid shall
be paid within thirty (30) days from the accountant’s report. Collaborator shall bear the full cost
of such audit unless such audit discloses an overpayment of the amount actyally owed during the
{5%3), in which case Affymax shall bear the

applicable calendar year of more than [fivé pe

full cost of such audit.

7.7  Collaborator Audit Right of Bulk Hematide Facility. If, in order to fulfill its

obligations as a holder of a CTA or Regulatory Approval with regard to the Product in the
‘ Licensed Territory, Collaborator desires to conduct an inspection or audit of Affymax’s facility
or a facility of a Third Party contract manufacturer under contract with Affymax for the
manufacture and supply of the Bulk Hematide in or for the Licensed Terditory, Affymax shall
allow Collaborator to make such inspection or audit of any such Affymax facility, and shall
exercise its rights under any agreement between Affymax and any such Third Party contract
manufacturer to enable Collaborator to make such jnspection or audit of such Third Party
contract manufacturer's facility, in each case to the extent relevant to the Bulk Hematide supplied
in or for the Licensed Territory and during normal business hours. Affymax shall reasonably
cooperate with Collaborator to facilitate such inspection or audit. Any such inspection or audit
by Collaborator pursuant to this Section 7.7 shall be conducted no more frequently than once
every two (2) years at a given facility, and shall occur upon a minimum of three (3) months’

prior written notice by Collaborator of its desire for such inspection or audit. Notwithstanding
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the foregoing, if any notice or observation is made by a Regulatory Authority of noncompliance
of such facility with applicable Law in connection with Bulk Hematide, Collaborator may
conduct an mspection or audit of such manufacturing facility more frequently than provided in
the prior sentence to the extent necessary to confirm that the relevant matters in such notice or
observation are adequately addressed. The Supply Agreement shall include additional rights of
audit and inspection of facilities used to manufacture Bulk Hematide to be supplied to
Collaborator in circumstances other than those described in this Section 7.7, to the extent and on

such terms as the Parties may reasonably agree.

7.8  Qualily Agreement. The Parties shall negotiate in good faith and enter into a
quality agreement governing the quality control, quality assurance and validation of the
commereial and clinical supply of the Bulk Hematide to Collaborator by or on behalf of
Affymax. The Parties acknowledge and understand that, in order for the Product to be
Commercialized in the Licensed Territory, Bulk Hematide supplied to Collaborator by Affymax
hereunder must be manufactured, handled and stored in compliance with the GMP required by
MHLW. Accordingly, the quality agreement shall incorporate a provision stating that, should
GMP as required by the MHLW impose additional or different obligations than are imposed
under GMP as required by the FDA, then Affymax shall, wtself or through a Third Party contract
manufacturer, comply with such MHLW GMP rcquirements with respect to Bulk Hematide
supplied to Collaborator pursuant to this Agreement; provided that (i Collaborator has
previously notified Affymax in writing of such additional or different obligations, (i} Affymax
shall have a reasonable time after receiving such notice to comply with such additional or
different obligations, and (iii) that Collaborator shall cooperate with Affymax to a reasonable

¢xtent to enable Affymax to comply with such obligations.

ARTICLE 8

COMPENSATION
8.1 License Fee.

(@) No later than five (5) business days after Collaborator’s receipt from

Affymax of two original copies of a Tax Residence Certificate (as defined in Section 8.5(c)) and
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two copies with original signatures, properly completed by Affymax, of each of the other
document(s) necessary to claim the benefit of an income tax treaty (i.e., Form 3, “Application
Form for Income Tax Convention,” and Form 17, “Attachment Form For Limitation On Béneﬁts
Article™), Collaborator shall pay to Affymax a license fee of Seventeen Million Dollars
($17,000,000) by wire transfer of immediately available funds into the account designated by
Affymax to Collaborator prior to the Effective Date. Such license fee shall be nonrefundable and
noncreditable against any other payments due hereunder. Collaborator shall confirm to Affymax
in writing or by electronic means that such amount has been transferred to Affymax’s account

promptly after such event occurs,

(b)  Within five (5) business days after the Effective Date, Collaborator shall
purchase Ten Million Dollars ($10,000,000) worth of shares of Affymax’ non-voting, preferred
stock, at a price of $4.7162 (i.e., one hundred and twenty-five (125%) of the price per share of
the Series D preferred stock of Affymax) per share, pursuant to the Stock Purchase Agreement
attached hereto as Exhibit J. Notwithstanding the foregoing, if Affymax is unable to have its
certificate of incorporation enabling the foregoing purchase by Collaborator of shares of
Affymax' stock filed and accepted by relevant authorities within the first three (3) business days
of such five (5) business day period, then the Parties will mutually agree upon a reasonable
extension of the time required for Collaborator to purchase such stock after such certificate is so
filed and accepted (not to exceed three (3) business days after such certificate is so filed and
gccepted),

8.2  Clinical Milestone Payments. Collaborator shall make milestone payments to
Affymax based on the first achievement of each milestone event in the Licensed Territory for the
Product as set forth in this Section 8.2. Collaborator shall pay to Affymax the amounts set forth
below within thirty (30) days after the first achievement of the corresponding milestone event.

Each milestone payment by Collaborator to Affymax hereunder shall be payable [o

5] achieved by one or more Products. Each such payment shall

be made by wire transfer of immediately available funds into the account set forth in Section 8,1
unless otherwise designated in writing by Affymax. Each such payment is nonrefundable and

noncreditable against any other payments due hereunder,
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Milestone Event Milestone Payment

$[10,000,000]

{8 0000

3(5.000,000]

$13.000,0001

$15,000,0001

$120:000,000]

Total Milestone Payments $75,000,000

% “Initiation”, as vsed in this milestone event chart, means the

first dosing of the first human subject.
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“* “Completion” means, with respect to a given clinical trial,
and as used in the description of the milestone events, [thédate
onwhich BT data s heen collécted in sweh thial Lok the last

subject].

8.3  Royalties.

(a)  Rate for Patented Products. On a product by product basis, Collaborator
shall pay to Affymax royaltics based on the aggregate annual Net Sales of each Product sold in
%) at all times at which a Valid Claim of

the Licensed Territory at the rate of [fifieef pér
an Affymax Patent or a Joint Patent covering the composition of matter of such Produoct
(including witbhout limitation the composition of matter of Hematide) exists in the Licensed

Territory.

{(b) Royalty Rate Step Down; Term of Obligation. Collaborator
acknowledges that it will continue to enjoy substantial benefit from its license under, and the
transfer to Collaborator of certain c¢lements of, the Affymax Technology pursuant to this
Agreement {including without limitation the Affymax Know-How licensed to Collaborator, and
the regulatory data to be provided to Collaborator, pursuant to this Agreement) as well as from
Collaborator's own development of Collaborator Technology derived from the practice of such
license and Collaborator's use of such Affymax Technoldgy, even after expiration of all Valid
Claims of the Affymax Patents and loint Patents covering the composition of malter of Products
in the Licensed Territory, deteimtined on a Product by Product basis (the date upon which the last
to expire of such Valid Claims occurs for a Product, the "Expiration Date™). Accordingly.
Coltaborator shall, on a Product by Product basis, continue to pay royalties on Net Sales of
Products by Collaborator, its Affiliates and sublicensees after the Expiration Date, in

consideration for the foregoing non-patent benefits, as follows: After the Expiration Date,

on such Product shall terminate at the end of the first to occur [0

n] of such
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Product in the Licensed Terutory comprlsmg, during such time period,

1its] of such Product and [such generic

sold in such time penod in the Licensed Territory (based upon mutually acceptable Third Party

objective data sources).

() Royalty Payments and Reports. All amounts payable to Affymax
pursuant to Sections 8.3{a) or (b) shall be paid in Dollars within forty-five (45) days after the end
of each calendar quarter with respect to Net Sales in such calendar quarter. Each payment of
royalties due to Affymax shall be accompanied by a statement of the amount of gross sales of
Product in the Licensed Territory during the applicable calendar quarter, an itemized calculation
of Net Sales in the Licensed Territory showing deductions provided for in Section 1.48 during
such calendar quarter, and a calculation of the amount of royalty payment due on such sales for
such calendar quarter, Collaborator shall require its sublicensees to account for their Net Sales

and to provide such reports with respect thereto as if such sales were made by Collaborator.
8.4  Existing and Future Third Party Royalties.

(a) In addition to the royalties owed pursuant to Section 8.3, except as
otherwise provided in Section 8.4{c), Collaborator shall reimburse Affymax for all royalties due
to Third Parties pursuamt to the Third Party License Agreements with respect to
Commercialization of Products in the Licensed Territory by Collaborator, its Affiliaics or
sublicensees, and for all royalties required to be paid to Third Parties under any other future
license agreements entered into betwcen a Third Party and Affymax (“Fature Third Party
Licenses™) with respect to Collaborator’s, its Affiliate’s, or its sublicensees’ Development and/or

Commercialization of Products in the Licensed Territory. Affymax shall consult in good faith

with Collaborator prior to entering into any Future Third Party Licenses (other than any such

Future Third Party License [3

(1)  In addition, except as otherwise provided in Section 8.4(c), to the extent
Collaborator enters into any license agreement with any Third Party to obtain a license or other
right o Develop, use, conduct Finished Manufacture of, or Commercialize the Product in the
Licensed Territory after the Effective Date, Collaborator shall make all such payments to such
Third Parties. Except as provided in Section 8.4(c), Collaborator shall have no right to offset or
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otherwise deduct such payments that it makes or pays to any Third Party as described in this
Section 8.4(b) or in Section 9,6(d) from any amounts otherwise owed Affymax under this

Agreement,

In the event [

Tohfisen] and/or its affiliate royalties or milestones with respect to Collaborator’s Development

or Commercialization of the Product for or in the Licensed Terniory, Collaborator shall

reimburse Attymax for all such royaltles and milestone payments reasonably dpphcahle to such

ch agresment]. Notw:thstandlng the foregmng, Collaborator shall have the nght o

not be unreasopably withheld or delayed) to [nonseconomic

agreement that would bind Affymax conduct. Notwnhstandmg anythmg, to the contrary m the

foregoing, in no event shall [an
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to Affymax to [less 'tk %3] of the [royalties that

would othérwisé be duéto] Affymax under [Section 8:3 for any paviment-periad].

(d} On a quarterly basis, Affymax shall invoice Collaborator for all sach
payments which Affymax actually paid during such quarter to Third Parties to which royalties
are due as set forth in Section 8.4(a), and Collaborator shall pay to Affymax such invoiced

amount within thirty (30} days.
8.5  Taxes.

(@)  Cooperation and Coordination, The Parties acknowledge and agree that
it is their mutual objective and intent to minimize, to the extent feasible and legal, taxes payable
with respect to their collaborative efforts under this Agreement and that they shall use all
commercially reasonable efforts to cooperate and coordinate with each other to achieve such

objective.

(b)  Payment of Tax. A Party receiving a payment pursvant to this Article 8
shall pay any and all taxes levied on such payment. If applicable Law requires that taxes be
deducted and withheld from a payment made pursuant to this Article 8, the remitting Party shall
(1) deduct those taxes from the payment; (i1} pay the taxes to the proper taxing authority; and (iii)
send evidence of the obligation together with proof of payment to the other Party within sixty
(60) days following that payment.

{©) Tax Residence Certificate. A Party (including any entity to which this
Agreement may be assigned, as permitted under Section 15.5) receiving a payment pursuant (o
this Article 8 shall provide the remitling Parly appropriate cerlification from relevant revenue
authorities that such Party is a tax resident of that jurisdiction (a “Tax Residence Certificate™),
if such receiving Party wishes to claim the benefits of an income tax treaty to which that
- jurisdiction is a party. Upon the receipt thereof, any deduoction and withholding of taxes shall be

made at the appropriate treaty tax rate.

({d)  Assessmeni. Either Party may, at its own expense, protest any
assessment, proposed assessment, or other claim by any Governmental Authority for any
additional amount of taxes, interest or penalties or seek a refund of such amounts paid if
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permitted to do so by applicable Law. The Parties shall cooperate with each other in any protest
by providing records and such additional information as may reasonably be necessary for a Party

to pursue such protest.

8.6  Foreign Exchange. The rate of exchange to be used in computing the amount of
currency equivalent in Dollars owed to a Party under this Agreement shall be made at the period-
end rate of exchange quoted on the last business day of the applicable calendar guarter by
Citibank in New York City.

8.7 Late Payments. If Affymax does not receive payment of any sum due to it on or
before the due date, simple interest shall thereafter accrue on the sumn due to Affymax vntil the

:(2%)] over the then-current prime rate

quoted by Citibank in New York City, or the maximum rate allowable by applicable Law,

whichever is lower.

88  Records; Audits. Collaborator shall maintain complete and accurate records in
sufficient detail to permit Affymax to confirm the accuracy of the calculation of royalty
payments under this Agreement. Upon reasonable prior notice, such records shall be available
during regular business houi's of Collaborator for a period of three (3) years from the creation of
individual records for examination at Affymax’ expense, and not more often than once each
calendar year, by an independent certified public accountant selected by Affyma;c and reasonably
accepiable to Collaborator, for the sole purpose of verifying the accuracy of the financial reports
furnished by Collaboration pursuant to this Agreement. Any such auditor shall not disclose
Collaborator’s Confidential Information, except to the extent such disclosure is necessary to
verify the accuracy of the financial reports fumished by Collaborator or the amount of payments
due by Collaborator under this Agreement. Any amounts shown to be owed but unpaid shall be
paid within thirty (30) days from the accountant’s report, plus interest (as set forth in Section 8.7)
from the original due date. Any amounts determined to be overpaid shall be refunded within
thirty (30) days from the accountant’s report. Affymax shall 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 [fi ;] in which case Collaborator shall bear the full cost

of such audit.
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ARTICLE 9

INTELLECTUAL PROPERTY MATTERS

9.1  Ownership of Inventions. Each Party shall own any inventions made solely by
its employees, agents, or independent contractors in the course of conducting its activities under
this Agreement, together with all intellectual property rights therein (“Sole Inventions™). Any
inventions that are made jointly by employees, agents, or independent contractors of each Party
in the course of performing activities under this Agreement, together with all intellectual
property rights therein (“Joint Inventions”) shall be owned jointly by the Parties in accordance
with joint ownership interests of co-inventors under U.S. patent laws, with each joint Party
having, unless otherwise set forth in this Agreement (including without limitation Section 9.3),
the unrestricted right to license and grant rights to sublicense each such Joint Invention.
Inventorship shall be determined in accordance with U.S. patent laws. Sole Inventions owned by
Collaborator and Collaborator’s interest in all Joint Inventions shall be included in the
Collaborator Technology. Sole Inventions owned by Affymax and Affymax’ interest in all Joint
It]ventic;ns shall be included in the Affymax Technology.

9.2  Disciosure of Inventions, Each Party shall promptly disclose to the other any
invention disclosures, or other similar documents, submitted to it by its employees, agents or
independent contractors describing inventions that may be either Sole Inventions or Joint

Inventions, and all Information relating to such inventions.
9,3  Prosecution of Patents.

(a) Affymax Patents Other than Joint Patemts. Except as otherwise
provided in this Section 9.3(a), Affymax shall have the sole right and authority to file, prosecute
and maintain the Affymax Patents other than Joint Patents on a worldwide basis, Affymax shall
provide Collaborator reasonable opportunity to review and comment on such prosecution efforts
regarding such Affymax Patents in the Licensed Territory. Affymax shall provide Collaborator
with a copy of material communications from any patent authority in the Licensed Tetritory
regarding such Affymax Patents, and shall provide drafts of any matenal filings or responses to

be made to such patent authorities a reasonable amount of time in advance of submitting such
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filings or responses.  Notwithstanding the foregoing, if Affymax desires to abandon or not
maintain any Patent within such Affymax Patents in the Licensed Territory, then Affymax shall
provide Collaborator with thirty (30) days prior written notice of such desire (or such longer
period of time as reasonably necessary to allow Collaborator to assume such responsibilities)
and, if Collaborator so requests, shall provide Collaborator with the opportunity to prosecute and
maintain such Patent in the Licensed Territory in place of Affymax, at Collaborator’s sole
expense, in which case Affymax shall assign such Patent in the Licensed Territory to
Coliaborator (and such Patent shall thereafter be included in the Collaborator Patents). If
Collaborator desires Affymax to file, in the Licensed Territory, a patent application that claims
priority from a Patent within the Affymax Patents, other ihan a Jomt Patent, in the Licensed
Territory, Collaborator shall provide written notice to Affymax requesting that Affymax file such
patent application in the Licensed Territory. If Collaborator provides such written notice to
Affymax, Affymax shall either (i) file and prosecute such patent application and maintain any
patent issuing thereon in the Licensed Tetritory, at Collaborator’s expense, or (ii} notify
Collaborator that Affymax does not desire to file such patent application and provide
Collaborator with the opportunity to file and prosecute such patent application and maintain any
patent issuing thereon in the Licensed Territory in place of Affymax, at Collaborator’s sole
expense, in which case Affymax shall assign such patent application described in (ii) to
Collaborator in the Licensed Territory (and in which case such Patent shall be included in the
Collaborator Patents). If at any time Collaborator receives notices from the Japanese Patent
Office regarding patent claims or prosecution communications for an Affymax Patent,
Collaborator shall send such notices to Affymax within two (2) weeks after receipt of such
notices. If Affymax assigns a Patent td Collaborator pursuant to this Section 9.3(a), Collaborator

shall not file any patent claims or any prosecution communications with respect thereto in the
' Licensed Territory without the prior written consent of Affymax, or undertake any patent
prosecution or enforcement action with respect thereto in the Licensed Territory, that Affymax
deems to be detrimental to the prosecution and enforcement of Affymax Patents in the Affymax

Territory.

(b)  Collaborator Patents Other Than Joint Patents. Except as otherwise
provided in this Section 9.3(b), Collaborator shall have the sole right and authority, but not an
obligation, to prosecute and maintain the Collaborator Patents other than Joint Patents on a
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worldwide basis at its sole discretion (subject to this Section 9.3(b)) and at own cost and
responsibility. Collaborator shall provide Affymax reasonable opportunity to review and
comment on such prosecution efforts regarding such Collaborator Patents. Collaborator shall
provide Affymax with a copy of material communications from any patent authority regarding
such Collaborator Patents, and shall provide drafts of any material filings or responses to be
made to such patent authorities a reasonable amount of time in advance of submitting such
filings or responses. If Collaborator determines in its sole discretion to abandon or not maintain
any Patent within the Collaborator Patents other than a Joint Patent anywhere in the world, then
Collaborator shall provide Affymax with thirty (30) days® prior written notice of such
determination (or such longer period of time reasonably necessary to allow Affymax to assume
such responsibilities) and shall provide Affymax with the opportunity to prosecute and maintain
such Patent in the applicable jurisdiction in place of Collaborator at Affymax’s sole expense, and
if Affymax so requests, Collaborator shall assign such Patent to Affymax (in which case such
Patent shall be included in the Affymax Patents). If Affymax desires Collaborator to file, in a
particular jurisdiction, a patent application that claims priority from a Patent within the
Collaborator Patents, Affymax shall provide written notice to Collaborator requesting that
Collaborator file such patent application in such jurisdiction. If Affymax provides such written
notice to Collaborator, Collaborator shall exther (i) file and prosecute such patent application and
maintain any patent issuing thereon in such jurisdiction at Affymax’s expense, or (ii) notify
Affymax that Collaborator does not desire to file such patent application and provide Affymax
with the opportunity to file and prosecute such patent application and maintain any patent issuing
thereon at Affymax’s sole expense in place of Collaborator, in which case Collaborator shall
assign such patent application described in (ii) to Affymax (and in which case such Patent shall

be included in the Affymax Patents).

()  Joint Patents. With respect to any potentially patentable Joint Invention,
the Parties shall meet and agree upon which Party shall prosecute and maintain patent
applications covering such Joint Invention (any such patent application and any patents issuing
therefrom a “Joint Patent™) in particular countries and jurisdictions throughout the world. It is
the intention of the Parties that, unless otherwise agreed, Collaborator would prosecute and
maintain any Joint Patents in the Licensed Temitory, and Affymax would prosecute and maintain

the Joint Patents in the Affymax Territory, subject to the Parties coordinating their efforts as
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appropriate to make such prosecntion activities as efficient, convenient and harmonious as
possible. The Party that prosecutes a patent application in the Joint Patents (the “Prosecuting
Party™) shall bear its own costs and expenses incurred with respect to the prosecution of such
patent application, except as otherwise provided below. Such Prosecuting Party shall provide the
other Party reasonable opportonity to review and comment on such prosecution efforts regarding
the applicable Joint Patents in the particular judsdictions, and such other Party shall provide the
Prosecuting Party reasonable assistance in such cfforts. The Prosecuting Party shall provide the
other Party with a copy of all material communications from any patent authority in the
applicable jurisdictions regarding the Joint Patent being prosecuted by such Party, and shall
provide drafts of any material filings or responses to be made to such patent authorities a
reasonable amount of time in advance of submitting such filings or responses. In particular, each
Party agrees to provide the other Party with all information necessary or desirable to enable the
other Party to comply with the duty of candor/duty of disclosure requirements of any patent
authority. Except to the extent a particular Party is restricted by the licenses granted to the other
Party and/or the other covenants contained in the Agreement, each Party shall be entitled to
practice, and grant to Third Parties and its Affiliates the right to practice, the Joint Patents and all
Joint Inventions without resiriction ur an obligation to account to ithe other Party, and the other

Party shall consent, without additional consideration, to any and all such licenses; provided,

however, that Collaborator shall not have the right to grant to [ar

Territory under any Joint Patents a license to make, use, sell, offer for sale and import

in the Affymax Temitory. For clarity, Collaborator hereby
consents to allow Affymax to grant licenses under the Joint Patents as necessary to Third Parties

and to its Third Party Partner to make, use, sell, offer for sale and import the Product, the

|, the Peptide, any Alternative ESAs or Bulk Hematide, or any other composition of
matter that stimulates erythropoiesis activity, in the Affymax Territory, without further
consideration from Affymax or such recipient licensee. Either Parly may determine that it is no
longer interested in supporting the continued prosecution or matntenance of a particular Joint
Patent in a country or jurisdiction, in which case: (i} such Party may ¢lect 1o ceasc its ownership
interest in such Joint Patents and shall, if requested in writing by the other Party, assign its
ownership interest in such Joint Patent in such country or jurisdiction to the other Party for no
additional consideration, and (ii) thereafter, the eclecting Party shall be released from any
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obligations with regard to such Joint Patents and any such Joint Patent would thereafter be
deemed a Affymax Patent in the case of assignment to Affymax, or a Collaborator Patent in the

case of assignment to Collaborator.

(d)  Cooperation in Prosecution. Fach Party shall provide the other Party all
reasonable assistance and cooperation in the Patent prosecution efforts provided above in this
Section 9.3, including providing any necessary powers of attorney and executing any other

required documents or instruments for such prosecution.

9.4  Patent Term Extenstons in the Licensed Territory. The internal patent counsel
of each Party shall discuss and recommend for which, if any, of the Affymax Patents,
Collaborator Patents and Joint Patents in the Licensed Territory the Parties should seek Patent
‘Term Extensions in the Licensed Territory, and, Affymax, in the case of the Alfymax Patents,
and Collaborator in the case of the Collaborator Patents and Joint Patents, shall have thie final
decision-making authority with respect to applying for any such Patent Term Extensions in the
Licensed Territory, and shall act with reasonable prompiness in light of the development stage of
Products to apply for any such Patent Term Extensions, where it so elects, provided, however,
that if in the Licensed Téu‘itory only one such Patent can obtain a Patent Term Extension, then
the Parties shall consult in good faith to determine which such Patent should be the subject of
efforts to obtain a Patent Term Extension, and Affymax’s decision on which one Patent shall be
extended shall control in the case of a disagreement. The Party that does not apply for an
extension herennder shall cooperate fully with the other Party in making such filings or actions,
for example and without limitation, making available all required regulatory data and
inforination and executing any required authorizations to apply for such Patent Term Extension.
All activities of the Parties pursuant to this Section 9.4 for the Licensed Territory shall be at the
expense of the Party who owns such extended Patents (in case of Joint Patents, expenses shall be

shared equally by the Parties),
9.5  Infringement of Patents by Third Parties.
(a)  Notification. Each Party shall promptly notify the other Party in writing

of any existing or threatened infringement ol the Affymax Patents, Joint Patents or Collaborator
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Patents of which it becomes aware, and shall provide evidence in such Party’s possession

demonstrating such infringement,

(d)  Infringement of Affymix Patents or Joint Patents in the Licensed

Territory.

(i) If a Third Party infringes any Affymax Patent or Joint Patent in the

Licensed Temitory by making, using, importing, offering for sale or selling the Product,

Hematide, [Dipéptide] or any product containing the Peptide, or {i _ (such activities,
“Product Enfringement’™), each Party shall so notify the other Party as provided in Section
9.5(a), which such notice shall include all Information available to the other Party regarding such
alleged infringement and Affymax shall have the first right, but not the obligation, to bring an
appropriate suit or other action against any person or entity engaged in such Product
Infringement in the Licensed Territory, subject to Section 9.5(b)(ii) below, at its expense.
Affymax shall have a period of one hundred twenty (120} days after such notification to or by
Affymax, to elect to so enforce such Affymax Patent or Joint Patent. In the event it does not 50
elect, it shall so notify Collaborator in writing duving such one hundred twenty (120 day time
period, and Collaborator shall have the right, but not the obligation, to commence a suit or take
acticn to enforce the applicable Affymax Patent or Joint Patent against such Third Party
perpetrating such Product Infringement at its expense, unless either (i) Affymax demonstrates to
the Collaborator in writing a reasonable business basis for not enforcing such Affymax Patents or
Joint Patents against such Product Infringement during such time period, in which case
Collaborator shall not have the right to so commence such suit or take such action to enforce the
applicable Affymax Patent or Joint Patent without Affymax’s prior written consent, provided
‘that- if such basis is so demonstrated, that the Partics shall re-evaluate upon Collaborator’s
reasonable request, from time to time, whether such basis continues to apply or whether at such
time Collaborator may exercise such right, or (i} such infringement suit is to be brought against

], other than with respect to Affymax

Patents or Joint Patents that claim solely Formulation Technology, and commencement of such

suit or other legal proceeding in the Licensed Terrilory is reasonably anticipated by Affymax to

result in an outcome that would have a substantially adverse effect on an Affymax Patent or Joint

Patent in the Affymax Territory, or on the commercialization, manufacture, vse, importation,
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sale or offer to sell the Product, any Alternative ESA or Bulk Hematide in the Affymax
Territory, in which case Collaborator shall not have the right to so commence a suit or take such
action to enforce the applicable Affymax Patent or Joint Patent without Affymax’s prior written
consent. Each Party shall provide to the Party enforcing any such rights under this Section
9.5(b)(i) reasonable assistance in such enforcement, at such enforcing Party’s request and
expense, including joining such action as a party plaintitf if required by applicable Law to pursne
such action, The enforcing Party shall keep the other Party regularly informed of the status and
progress of such enforcement efforts, and shall reasonably consider the other Party’s comments
on any such efforts. Each Party shall bear all of its own intemal costs incurred in connection

with its activities under this Section 9.5(b)(1).

(i) The Paty not bringing an action with respect to Product
Infringement in the Licensed Territory under this Section 9.5(b) shall be entitled to separate
representation in such matter by counsel of its own choice and at its own expense, but such Party
shall at all times cooperate fully with the Party bringing such action. Additionally, the Party not
bringing an action wnder this Section 9.5 may have an opportunity to participate in such action to
the extent that the Parties may mutually agree at the time the other Party elects to bring an action

hereunder.

(c) Infringement of Aflymax Patents or Joint Patents in the Affymax

Territory.

(i) For any and all infringement of Affymax Patents other than Joint
Patents anywhere in the Affymax Tenitory, Affymax (or its Third Party Partner) shall have the
sole and exclusive right to bring an appropriate suit or other action against any person o entity
engaged in such infringement of such Patents, in its sole discretion, and as between the Parties

Affymax shall bear all related expenses and retain all related recoveries.

(if) If a Third Party infringes a Joint Patent in the Affymax Territory
by Product Infringement activities, Affymax (or its Third Party Pariner) shall have the sole and
exclusive right to bring an appropriate suit or other action against any person or entity engaged in
such infringement of such Patents, in its sole discretion, and as between the Parties Affymax

shall bear all related expenses and retain all related recoverics. Collaborator shall provide to
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Affymax reasonable assistance in such enforcement, at Affymax’s request and expense,
including joining such action as a party plaintiff if required by applicable Law to pursue such

action.

(iiiy  For infrinpement of the Joint Patents in the Affymax Territory that
is not Product Infringement, the Parties shall confer to determine which Party shall have the first
right to bring an appropriate suit or other action against any person or entity engaged in such
infringement, and the manncr in which they shall bear costs and share related recoverics of such
suit or action. The Party that brings such suit or actions (the “Enforcing Party™) shall bear its
own costs and expenses incurred. The Enforcing Party shall keep the other Party regularly
informed of the stutus and progress of such enforcement efforts, and shall reasonably consider
the other Party’s comments on any such efforts. The other Party shall cooperate with the
enforcing Party in enforcing Joint Patents against the such infringement. Each Party shall bear all
of its own internal costs incurred in connection with its activities with respect to such
infringement of such Joint Patents. In the event the Parties are unable to reach agreement upon
which Party shall bring an appropriate suit or other action against any person or entity engaged in
such infringement of such Joint Patent within a reasconable time period (i.e., within ninety (90)
days), either Party may bring such suit or other actions against such infringemeﬁt, and notify the
other Party of such actions. The other Party shall have the right to participate in such actions

upon written notice to the other Party.

(d) Product Infringement of Collaborator Patents (other than Joint
Patents) in the Affymax Territory. If a Third Party infringes a Collaborator Patent (other than
a Joint Patent) in a country or jurisdiction in the Affymax Tertitory by Product Infringement
activities, Collaborator shall have the first right, but not the obligation, to bring, at its own
expense and in its sole control, an appropriate suit or other action against any person or entity
engaged in such infringement of such Collaborator Patent in the Affymax Termitory. If
Collaborator does not bring such action within one hundred twenty (120) days of notification
thereof to or by Collaborator, Affymax shall have the right, but not the obligation, to bring at its
expense and in its sole control, such appropriate action. The Party not bringing an action under
this Section 9.5(d) shall be entitled 1o separate representation in such matter by counsel of its

own choice and at its own expense, but such Party shall cooperate fully with the Party bringing
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such action, including by joining such action as a party plaintiff, at the expense of the enforcing

Party, if required by applicable Law for the enforéing Party to pursue such action.

(@) Infringement of Collaborator Patents (Other than Joint Pateats) in
the Licensed Territory. For all infringement of any Collaborator Patents {(other than Joint
Patents) in the Licensed Territory, Collaborator shall have the exclusive right, but not the

" obligation, to bring, at Collaborator’s expense and in its sole control, an appropriate suit or other

action against any person or entity engaged in such infringement of such Collaborator Patent.

1] Settiement. Collaborator shall not settle any claim, suit or action that it
brings under this Section 9.5 involving Affymax Patents (excluding Joint Patents} in any manner
that would negatively impact Affymax Patents anywhere in the world, or that would limit or
restrict the ability of Affymax or its Third Party Partner(s) to manufacture, use, sell, offer for sale
or import Products anywhere in the world, without the prior written consent of Affymax.
Affymax shall not settle any claim, suit or action that it brings under this Section 9.5 involving
Coliaborator Patents (excluding Joint Patents} in any manner that would negatively impact the
Collaborator Patents or that would Himit or restrict the ability of Collaborator to sell Products
anywhere in the world, without the prior written consent of Collaborator. Neither Party shall
settle any claim, suit or action that it brings under this Section 9.5 invoiving Joint Patents in any
manner that would negatively impact the Joint Patents or that would limit or restrict the ability of
the other Party to sell Products anywhere in the world, without the prior written consent of such
other Party. Notwithstanding anything to the contrary in this Section 9.5, Affymax shall have the
right to witbhold consent to any settlement that is reasonably anticipated to have a substantially
adverse impact upon any Affymax Patent in the Affymax Termritory, or the commercialization,
manufacture, use, importation, offer tor sale or sale of the Product, any Alternative ESA or Bulk

Hematide in the Affymax Territory.

(g)  Allocation of Proceeds. If either Party recovers monetary damages from
any Third Party in a suit or action brought under Section 9.5, whether such damages result from
the infringement of Affymax Patents, Joint Patents or Collaborator Patents, such recovery shall

be allocated first to the reimbursement of any expenses incwrred by the Parties in such litigation
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(including, for this purpose, a reasonable allocation of expenses of internal counsel), and any

remaining amounts shall be, as between Affymax and Collaborator, split as follows:

m the portion of any such remaining amounts that represents recovery

for infringement in the Licensed Territory shall be allocated [twenty-five percent:
EVanik %3] to Collaborator; and

(ii}  the portion of any such remaining amounts that represents recovery

3%3] to Collaborator.

9.6 Infringement of Third Party Rights in the Licensed Territory,

(a)  Notice. If any Product manufactured, used or sold by either Party, its
Affiliates, licensees or suhlicensees becomes the subject of a Third Party’s claim or assertion of
infringement of a Patent granted by a jurisdiction within the Licensed Territory relating to the
Product, the Party first having notice of the claim or assertion shall promptly notify the other
Party, and the Parties shall promptly meet to consider the claim or assertion and the appropriate

course of action.

(b) Defense. Affymax shall have the first right, but not the obligation, to
defend any such claim, with Affymax’s costs to conduct such defense being at Affymax’s
expense, If Affymax does not commence actions to defend such claim within sixty (60) days
after it receives notice thereof (or within sixty (60) days after it should have given notice thereof
to Collaborator as required by Section 9.6(a}), then Collaborator shall have the right, but not the
obligaticn, to control the defense of such claim by counsel of its choice, at Collaborator’s
expense. The non-defending Party shall reasonably cooperate with the Party conducting the
defense of the claim, including if required to conduct such defense, furnishing a power of
attorney. The non-defending Party shall have the right to confer with the other Party in any such
defense, and may have the right to participate in any such defense to the extent that the Parties, at
such time, may mutually agree. The non-defending Party shall also be entitled io separate
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representation in such matter by counsel of its own choice and at its own expense, provided that

the other Party shall control such defense.

(c) Settlement. Neither Party shall enter into any settlement of any claim
described in this Section 9.6 that affects the other Party's rights or interests without such other
Party’s written consent, which consent shal] not be unreasonably withheld or delayed. Affymax
shall have the right to decline to defend or to tender defense of any such claim to Collaborator
apon reasonable notice, including withoul limitation if Coltaborator fails to agree to a settlement

that Affymax proposes.

(d)  Any amounts that either Party becomes obligated to pay as a result of any
settlement of or decision rendered in any defense pursuant to this Section 9.6 with respect to the

manufacture, use, sale, offer for sale or import of the Product in or for the Licensed Territory

shall be [decnied royalties:dieto a Third Party] and [allocated] as provided in Section [8:4].

9.7  Patent Marking. Collaborator (or its Affiliate. sublicensee or distributor) shall
mark Products marketed and sold by Collaborator (or its Affiliate, sublicensee or distributor)
hersunder with appropriate patent numbers or indicia at Affymax’s request to the extent
permitted by applicable Law, if such markings or such notices impact recoveries of damages or

equitable remedies available with respect to infringements of patents in the Licensed Territory.

98  Infringement of Trademarks by Third Parties. With respect io any trademarks
associated with Products within the Licensed Territory, each Party shall notify the other Party
promptly upon learning of any actual, alleged or threatened infringement of any trademark or of
any unfair trade practices, trade dress imitation, passing off of connterfeit goods, or like offenses,
against such trademark (hereinafter “I'M Infringement™). Collaborator shall have the sole
right, in its own discretion and at its own expense, to bring an action to address such TM
Infringement, in which case Collaborator shall retain any damages recovered from the Third
Party. Notwithstanding the foregoing, if the trademark at issue is one as to which Collaborator
was granted a license by Affymax, then the Parties shall instcad proceed as provided in the

relevant license agreement between the Parties with respect to such trademark.
99  Patent Oppositions and Other Proceedings.
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(a)  Third-Party Patent Rights. If either Party desires to bring an opposition,
action for declaratory judgment, nullity action, interference, declaration for non-infringement,
reexamination or other attack upon the validity, title or enforceability of a Patent owned or

controlled by a Third Party that covers, in the Licensed Territory, the Peptide, [Dipep ‘de] or the

Product, or the manufacture, use, sale, offer for sale or importation of the Peptide, [Dipk
the Product (except insofar as such action is a counterclaim to or detense of, or accompanies a
defense of, a Third Panty’s claim or assertion of infringement under Section 9.6, in which case
the provisions of Section 9.6 shall govern), such Party shall so notify the other Party and the
Parties shall promptly confer t determine whether to bring such action or the manner in which
to settle such action. Aftymax shall have the first right, but not the obligation, to bring at its own
expense and in its sole control such action in the Affymax Temitory or the Licensed Territory. If
Affymax does not bring such an action in the Licensed Territory, within ninety (90) days of
notification thereof pursuant to this Section 9.9(a) (or earlier, if required by the nature of the
proceeding), then Collaborator shall have the right, but not the obligation, to bring, at
Collaborator’s sole expense and in Collaborator’s sole control, such action only within the
Licensed Termritory. The Party not bringing an action under this Section 9.9(a) shall join the
action as a joint party plaintiff if required to enable the other Party to bﬁng such action, and the
other Party’s expense. Additienally, if appropriate, the Party not bringing an action under this
Section 9.9(a) shal) be entitled to separate representation in such proceeding by counsel of its
own choice and at its own expense, and shall cooperate fully with the Party bringing such action,
Any awards or amounts received in bringing any such action, if any, shall be first allocated to
reimburse the Parties’ expenses in such action, and any remaining amounts shall be retained by

the Party bringing such action.

9.10  Parties’ Patent Rights. If an Affymax Patent, Joint Patent or Collaborator Patent
becomes the subject of any proceeding commenced by a Third Party within the Licensed
Temitory in connection with an opposition, reexamination request, action for declarétnry
judgment, nullity action, interference or other attack upon the validity, title or enforceabiity
thereof (except insofar as such action is a counterclaim to or defense of, or accompanies a
defense of, an action for infringe;men-t against a Third Party under Section 9.5, in which case the
provisions of Section 9.5 shall govem), then the Party owning or otherwise Contfolling such

Patent shall control such defense at its sole cost; provided that if such action relates to a Joint
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Patent, the Parties shall confer and determine which Party shall control such action and bear the
associated costs. The controlling Parly shall permit the non-controlling Party to parlicipate in the
proceeding to the extent permissible under applicable Law, and to be represented by its own
counsel in such proceeding, at the non-controlling Party's expense. If either Party decides that it
does not wish to defend against such action, then the other Party shall have a backup right to
assume defense of such Third-Party action at its own expense. Any awards or amounts veceived
in defending any such Third-Party action, if any, shall be allocated between the Parties as
provided in Section 9.5(g) as if the Party conducting such opposition were the Party that brought

an action against an alleged infringer.

9.11 Orange Book Listing, Compendial Listing. Upon request of Collaborator,
Affymax shall file appropriate information with the Regulatory Authority in the Licensed
Territory listing any Affymax Patents in the Orange Book equivalent in the Licensed Territory, if

any, as a Patent related to the Product and shall use Diligent Efforts to maintain such listing.

9.12 Registration of Exclusive License. Within a reasonable period of time after the
Effective Date, Affymax shall register before the Japan Patent Office that Collaborator is the

exclusive licensee under the Affymax Patents pursuant to this Agreement.

9.13 Certain Patent Matters, With regard to [t

eIk

ARTICLE 10

REPRESENTATIONS AND WARRANTIES

10.1 Mutual Representations and Wareanties. Each Party hcreby represents,

warrants, and covenants (as applicable) to the other Party as follows:

(a) Corporate Existence anq Power. It is a company or corporation duly
organized, validly existing, and in good standing under the laws of the jurisdiction in which it is
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incorporated, and has full corporate power and authority and the legal right to own and operate
its property and assets and to carry on its business as it is now being conducted and as
contemplated in this Agreement, including, without limitation, the right to grant the licenses

granted by it hereunder.

(d)  Authority and Binding Agreement. As of the Effective Date, (i) it has
the corporate power and authority and the legal right to enter into this Agreement and perform its
obligations hereunder; (ii) it has taken all necessary corporate action on its part required to
authorize the execution and delivery of the Agreement and the performance of its obligations
hereunder; and (iii) the Agreement has been duly executed and delivered on behalf of such Party,
and constitutes a legal, valid, and binding obligation of such Party that is enforceable against it in

accordance with its terms.

(cy  No Conflict. It is not a party to any agreement that would prevent it from
granting the rights granted to the other Party under this Agreement or performing its obligations
under this Agreement. The execution, delivery and performance of this Agreement shall not
violate, conflict with or constitute a default under any agreement (including its corporate charter
or other organizational documents) to which it is a party or to which it may be bound, or to its

best knowledge, any applicable Laws or order of any court or other tribunal.

(d)  No Debarment. In the course of the Development of Products, each Party
has not used and shall not use, during the term of this Agreement, any employee or consultant
who has been debarred by any Regulatory Authority, or, is the subject of debarment proceedings
by a Regulatory Authority.

10.2 Additional Representations, - Warranties and Covenants of Affymax.

Affymax represents, warrants and covenants to Collaborator as follows, as of the Effective Date:

(a)  Regulatory Materials and Studies. To the best of Affymax’s
knowledge, all Regulatory Materials Confrolled by Affymax in existence as of the Effective Date
and to which Collaborator has rights of use or reference hereunder (collectively, “Affymax
Regulatory Materials™), incloding the Regulatory Materials described in Section 4.2(b), as of
the Effective Date have been prepared, maintained and retained in accordance with applicable
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Laws. All preclinical and clinical studies conducted with respect to Hematide and the Products
in connection with the preparation of the Affymax Regulatory Materials, including such studies
from which the data described in Section 4.1(a) and Section 4,1(b) are derived, as of the
Effective Date have been conducted substantially in accordance with applicable Laws by persons
with appropriate education, knowledge and experience. Affymax has not been debarred and is
not subject to debarment, in each case pursuant to Section 306 of the FD&C Act or any similar

law or regulation in any jurisdiction outside the United States.

(b) Sufficiency of License Grants; Affymax Patents. Except as disclosed

in Schedule 10.2 of this Agreement:

@ the Affymax Patents are not subject to any encumbrance, lien or
claim of ownership by any Third Party that is inconsistent with the rights and (sub)licenses

granted to Collaborator hereunder;

(i)  no claim or litigation has been brought or, to the knowledge of
'Affymax is threatened, by any person or entity alleging that (A) any of the Affymax Patents in
the Licensed Territory is invalid or unenforceable, or (B) practice of any of the Affymax
Technology in the Licensed Territory infringes or otherwise conflicts or interferes with any

intellectual property or proprictary right of any Third Party;

(iit)  to the knowledge of Affymax, prior to the Effective Date, no Third
Party has infringed or misappropriated any Affymax Technology, and, as of the Effective Date,
there is no actual or threatened infringement or misappropriation of the Affymax Technology by

any Third Party;

(iv)  to the knowledge of Affymax, neither (1) Collaborator’s exercise
of its rights hereunder with respect to the Affymax Technology, nor (2) Affymax’s or
Collaborator’s Development or Commercialization of Hematide or any Product in the Licensed
Texritory, will infringe any Patent or other intellectual property right or other proprictary right of
any Third Party;
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(v)  Affymax has the right to grant an exclusive license to Collaborator
to each of the Affymax Patents in the Licensed Territory with a right to sublicense as provided
for in Article 6,

(vi) this Agreement is consistent with all of the Third Party License
Agreements in all respects and does not conflict with, violate, breach or otherwise give rise to a

default by Affymax under, any term of ¢ach of the Third Party License Agreement;

(vii) Affymax has obtaincd any and all consents, if any, required from
Third Parties for Affymax to enter into this Agreement and to grant to Collaborator the licenses

and other rights provided herein and has provided a copy of such consents to Collaborator.

(viii} Affymax owns or possesses adequate right, title and interest in the

Affymax Know-How to grant the license thereto to Collaborator as provided in Article 6.

(ix) Exhibit I sets forth all license agreements existing as of the
Effective Date to which Affymax is a party and under which Affymax has obtained a license

from certain Third Parties relating to inventions necessary or useful for Development or

Commercialization of Products, Peptide, Hematide or | e] in the Licensed Territory.

()  Patent Matters in the Licensed Territory. With respect to the Licensed
Territory, and as of the Effective Date: (i) All registration, maintenance and renewal fees due m
connection with each Affymax Patent have been paid in a timely manner, (ii) all documents
required to be filed in order to maintain each Affymax Patent have been filed in a timely manner,
(i) no action has been taken that would constitute waiver, abandonment or any similar
relinquishment of rights with respect to any Affymax Patent, and (iv) all relevant prior art known
to the entity filing any patent application for any Affymax Patent has been presented to the

relevant patent authority.

(d)  Supply of Bulk Hemnetide by Affymax. All Bulk Hematide supplied by
Affymax to Collaborator pursuant to this Agreement shall be manufactured, handled and stored
by Affymax or its Third Party contract manufacturer(s) in compliance with all applicable laws

and regulations, including without limitation GMP requirements (to the extent set forth in this
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Agreement or the quality agreement to be entered into between the Parties pursvant to Section

7.8).

10.3  Disclaimer. Collaborator understands that the Products are the subject of
ongoing clinical research and development and that Affymax cannot assure the safety or
usefulness of Products. In addition, Affymax makes no warranties except as set forth in this

Agreement conceming the Affymax Technology.

104 No Other Representations or Warranties. EXCEPT AS EXPRESSLY
STATED IN THIS AGREEMENT, NO 'REPRESENTATIONS OR WARRANTIES
WHATSOEVER, WHETHER EXPRESS OR IMPLIED, INCLUDING, WITHOUT
LIMITATION, WARRANTIES OF MERCHANTARBILITY, FTTNESS FOR A PARTICULAR
PURPOSE, NON-INFRINGEMENT, OR NON-MISAPPROPRIATION OF THIRD PARTY
INTELLECTUAL PROPERTY RIGHTS, 1S MADE OR GIVEN BY OR ON BEHALF OF A
PARTY. ALL REPRESENTATIONS AND WARRANTIES, WHETHER ARISING BY
OPERATION OF LAW OR OTHERWISE, ARE HEREBY EXPRESSLY EXCLUDED.

ARTICLE 11

INDEMNIFICATION

1Ll Indemnification by Affymax. Affymax shall delend, indemnify, and hold
Collaborator and Collaborator’s officers, directors, employees, and agents (the “Collaborator
Indemnitees”) harmless from and against any and all Third Party claims, suits, proceedings,
damages, expenses (including court costs and reasonable attorneys’ fees and expenses), and
recoveries, including product Tiability claims (collectively, “Claims™} to the extent that such
Claims arise out of, are based on, or result from (a) the development, manufacture, storage,
handling. use, promotion, sale, offer for sale, and importation of Products by Affymax or its
sublicensees or Affiliates in the Affymax Territory and/or the Development activities conducted
by or on behalf of Affymax {or its sublicensees or Affiliates in the Affymax Territory, if any),
including without limitation the development activities prior to or ongoing as of the Effective
Date; (b) a breach of any of Affymax’s representations, warranties, and obligations under the

Agreement; or (¢) the willful misconduct or negligent acts ol Affymax, its Affiliates, or the

69

[ 1= CERTAIN CONFIDENTIAL INFORMATION CONTAINED IN THES DOCUMENT, MARKED BY BRACKETH, I8 FILED WITH THE SECURITIES AND
EXCHANGE COMMISSION PURSUANT B0 RULE 406 OF THE SECURITIES ACTOF 1933, AS AMENDED,



officers, directors, employees, or agents of Affymax or its Affiliates. The foregoing indemnity
obligation shall not apply if the Collaborator Indemnitees fail to comply with the indemnification
procedures set forth in Section 11.3, or to the extent that any Claim aﬁses from, is based on, or
results from (i) the Development, manufacture, storage, handling, use, promotion, sale, ofter for
sale, and importation of Products by Collaborator or its Affiliates, sublicensees, or distributors;
(ii) a breach of any of Collaborator’s representations, warranties, and obligations under the
Agreement; or (iii) the willful misconduct or negligent acts of Collaborator or its Affiliates, or

the officers, directors, employees, or agents of Collaborator or its Affiliates.

11.2 lademnification by Collaborator. Collaborator shall defend, indemnify, and
hold Affymax and Affymax’s officers, directors, employees, and agents (the “Affymax
Indemnitees”) harmless from and against any and all Claims to the extent that such Claims arise
out of, are based on, or result from (a) the Development, manufacture, storage, handling, use,
promotion, sale, offer for sale, and importation of Products by Collaborator or its Affiliates,
subliccnsees, or distributors; (b) a breach of any of Collaborator’s representations, warranties,
and obligations under the Agreement; or (¢) the willful misconduct or negligent acts of
Collaborator or its Affiliates, or the officers. directors, employecs, or agents of Collaborator or
its Affiliates. The foregoing indernnity obligation shall not apply if the Affymax Indemnitees
fail to comply with the indemnification proccdurcs sct forth in Section 11.3, or to the extent that
any Claim arises from, is based on, or results from (i} the development, manufacture, storage,
handling, uvse, promotion, sale, offer for sale, and importation of Products by Affymax or its
sublicensees or Affiliates in the Affymax Territory andfor the Development activities conducted
by or on behalf of Affymax (or its sublicensees or Affiliates in the Affymax Territory, if any),
including without limitation the development activities prior to or ongoing as of the Effective
Date; (i1} a breach of any of Affymax’s representations, warranties, and obligations under the
Agreement; or (ii1) the willful misconduct or negligent acts of Affymax, its Affiliates, or the

officers, directors, emplayees, or agents of Affymax or its Affiliates.

11.3 Indemnpification Procedures. The Party claiming indemnity under this Arficle

11 (the “Indemanified Party”) shall givc written notice to the Party from whom indemnity is

being sought (the “Indemnifving Party”) promptly after learning of such Claim. The

Indemnified Party shall provide the Indemnifying Party with reasonable assistance, at the
70

[ 1= CERTAIN CONFIDENTIAL INFORMATION CONTAINED JN THIS DOCIMENT, MARKED RY BRACKETS, IS FILED WITH THE SECURITIEY AND
EXCHANGE COMMISBION PURSUANT TO RULE 406 OF THE SECURITIFS ACT OF 1913, AS AMFNDFD.



Indemnifying Party’s expense, in connection with the defense of the Claim for which indemnity
is being sought. The Indemnified Party may participate in and monitor such defense with
counsel of its own choosing al its sole expense; provided, however, the Indemnifying Party shall
have the right to assume and conduct the defense of the Claim with counsel of its choice. The
Indemnifying Party shall not seitle any claim without the prior written consent of the
Indemnified Party, not to be unreasonably withheld, unless the settlement involves only the
payment of money. So long as the Indemnifying Party is actively defending the Claim in good
faith, the Indemnified Party shall not settle any such Claim without the prior written consent of
the Indemnifying Party. If the Indemnifying Party does not assume and conduct the defense of
the Claim as provided above, (a) the Indemnified Party may defend against, and consent to the
entry of any judgment or enter into any settlement with respect to the claim in any manner the
Indemnified Party may deem reasonably appropriate (and the Indemnified Party need not consult
with, or obtain any consent from, the Indemnifying Party in connection therewith), and (b) the
Indemnifying Party shall remain responsible to indemnify the Indemnified Party as provided in
this Article 11.

11.4 Limitation of Liability. NEITHER PARTY SHALL BE IIABLE TO THE
OTHER FOR ANY SPECIAL, CONSEQUENTIAL, INC]DENTAL,: PUNIIIVE, OR
INDIRECT DAMAGES ARISING FROM OR RELATING TO ANY BREACH OF THIS
AGREEMENT, REGARDLESS OF ANY NOTICE OF THE POSSIBILITY OF SUCH
DAMAGES. NOTWITHSTANDING THE FOREGOING, NOTHING IN THIS SECTION 11.4
IS INTENDED TO OR SHALL LIMIT OR RESTRICT THE INDEMNIFICATION RIGHTS
OR OBLIGATIONS OF ANY PARTY UNDER SECTION 11.1 OR 11.2, OR DAMAGES
AVAILABLE FOR A PARTY’'S BREACH OF SECTION 64 OR CONFIDENTIALITY
OBLIGATIONS IN ARTICLE 12.

11.5 Insurance. Each Party shall procure and maintain insurance, including product
liability and other appropriate insurance, adeguale Lo cover its obligations hereunder and which
are consistent with normal business practices of prudent compantes similarly situated at all times
during which any Product is being clinically tested in human subjects or commercially
distributed or sold. It is understood that such insurance shall not be construed to create a limit of

either Party’s liability with respect to its indemnification obligations under this Article 11. Each
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Party shall provide the other with written evidence of such insurance upon request. Each Party
shall provide the other with written notice at least thirty (30) days prior to the cancellation,
non-renewal or material change in such insurance or self-insurance which materially adversely

affects the rights of the other Party hereunder.

ARTICLE 12

CONFIDENTIALITY

12.1 Confidentialify. Except (o the extent expressly authorized by this Agreement or
otherwise agreed in writing by the Parties, each Party agrees that, for the Term and until the later
of (i} the tenth anniversary of the Effective Date, or (i1) five (3) vears after the expiration or
termination of the Term, it shall keep confidential and shall not pubiish or otherwise disclose and
shall not use for any purpose other than as provided for in this Agreement any Confidential
Informnation furnished to it by the other Party pursuant to this Agreement except for that portion
of such information or materials that the receiving Parly can demonstrate by competent written

proof:

(a)  was already known to the receiving Party or its Affiliate, other than under

an obligation of confidentiality, at the time of disclosure by the other Party;

(b)  was generally available (o the public or otherwise part of the public

domain at the time of its disclosure to the receiving Party:

(c) hecame generally available to the public or otherwise part of the public
domain after it disclosure and other than through any act or omission of the receiving Party in

breach of this Agreement;

(d)  was disclosed to the receiving Party or its Affiliate by a Third Party

without obligations of confidentiality with respect thereto; or

{e) was independently discovered or developed by the receiving Panty or its
Affiliate without the aid, application, or use of Confidential Information of the other Party;

provided, however, that this exception shall not apply to information or materials consisting of
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data and results generated or resulting from Development activities with respect to Peptide,

[Dipepiide], Hematide or the Products, which information and materials shall be deemed
Confidential Information of the Party who has developed such .information or materials
regardless of whether such information and materials were independently discovered or

developed by the receiving Party or its Affiliate.

122 Authorized Disclosure. Each Parly may disclose Confidential Information
belonging to the other Party to the extent such disclosure is reasonably necessary in the

following situations:
(a)  filing or prosecuting Patents as permitted in this Agreement;

(b)  regulatory filings and other filings with Govemnmental Authorities,

including filings with the Securities and Exchange Commission;
(¢}  prosecuting or defending litigation;
(d)  complying with applicable Laws;

® disclosure to its employees, agents, and consultants, and any Third Parties
(including licensees or sublicensees with which a Party is Developing or Commercializing
Products) only on a need-to-know basis and solely as necessary in connection with the
performance of this Agreement, provided that in each case the recipient of such Confidential
Information must agree to be bound by similar obligations of confidcntiality and non-use at least

as equivalent in scope as those set forth in this Article 12 prior to any such disclosure; and

{4) disclosure of the material financial terms of this Agreement to any bona
fide potential investor, investment banker, acquiror, merger partner, or other potential financial
partner (including, if applicable, a Third Party Partner that may or does make an equity
investment in Affymax, or a loan to Affymax, in connection with its arangement with Affymax
for Product in the Affymax Terrtory); provided that in connection with such disclosure, the
disclosing Party shall use all reasonable efforts to inform each disclosee of the confidential
nature of such Confidentia] Information and shall cause each recipient of such Confidential

Information to treat such Confidential Information as confidential.
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Notwithstanding the foregoing, in the event a Party is required to make a disclosure of the other
Party’s Confidential Information pursvant to clause (a) through (d) of this Section 12.2, it shall,
except wherce impracticable, give reasonable advance notice to the other Party of such disclosure
and use hest efforts to secure confidential treatment of such information. In any eveht, the
Parties agree to take all reasonable action to avoid disclosure of Confidential Information

hereunder.
12.3  Publicity; Terms of Agreement.

(a) The Parties agree that the material terms of this Agreement are included
within the Confidential Information of both Parties, subject to the special authorized disclosure
provisions set forth below in this Section 12.3. The Parties have agreed to make a joint public
announcement of the execution of this Agreement substantially in the form of the press release
attached as Exhibit K on or after the Effective Date.

(b)  After release of such press release, if either Party desires to make a public
announcement concerning the material terms of this Agreement, such Party shall give reasonable
prior advance notice of the proposed text of such announcement to the other Party for its prior
review and approval (except as otherwise provided herein), such approval not to be unreasonably
withheld. A Party commenting on such a proposed press release shall provide its comments, if
any, within three (3) busincss days after receiving the press release for review. Affymax shall
have the right to make a press release announcing the achievement of each milestone under this
Agreement as it is achieved, and the achievements of Regulatory Approvals in the Licensed
Temitory as- they occur, subject only to the review procedure set forth in the preceding sentence.
In relation to Collaborator’s review of such an announcement, Collaborator may make specific,
reasonable comments on such proposed press release within the prescribed time for commentary.
but shall not withhold its consent to disclosure of the information that the relevant milestone has
been achicved and triggered a payment hereunder. Neither Party shall be required to seek the
permission of the other Party to repeat any information regarding the terms of this Agreement
that has already been publicly disclosed by such Party, or by the other Party, in accordance with
this Section 12.3.
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(¢)  The Parties acknowledge that Affymax may be obligated to file a copy of
this Agreement with the U.S. Securities and Exchange Commission (the *SEC”). Affymax shall
be entitled to make such a required filing, provided that it requests confidential treatment of
certain commercial terms and sensitive technical terms hereof to the extent such confidential
treatment is reasonably available to Affymax. In the event of any such filing, Affymax shall
provide Collaborator with a copy of the Agreement marked to show provisions for which
Affymax intends to seek confidential treatment and shall rcasonably consider and incorporate
Collabarator’s comments thereon to the extent consistent with the legal requirements governing
redaction of information from material agreements that must be publicly filed. Collaborator shall
promptly provide any such comments. Collaborator recognizes that U.S. laws and SEC policies
and regulations to which Affymax is and may become subject may require Affymax to publicly
disclose certain terms of this Agreement that Collaborator may prefer not be disclosed, and that
Atfymax is, after completing the above mentioned procedures, eﬁtitled hereunder to make such

required disclosures to the extent legally required.

124 Publications. Neither Party may publish peer reviewed manuscripts, or give
other forms of public disclosure such as abstracts and presentations, of results of studies carried
out under this Agreement with respect to the Licensed Territory, without the opportunity for
prior rcview by the other Party. Each Party shall provide the other Party the opportunity to
review and comment on any proposed manuseripts or presentations which relate to any Product
at least thirty (30) days prior to their intended submission for publication or presentation. Each
Party shall consider the comments of the other Party and shall remove any and all of the other
Party’s Confidential Information at the request of such other Party. A Party seeking publications
shall provide the other Party a copy of the rﬁanuscript at the time of the submission. Neither
Party shall have the right to publish or present the other Party’s Confidential Information without
the other Party's prior written consent, except as expressly permitted in this Agreement. This
Section 12.4 shall not relate to any publications or other forms of public disclosure sought by any

Third Party Partner with respect to the Product.

12.5 Injunction. Each Party shall be entitled, in addition to any other right or remedy it

may have, at Law or in equity, to seek an injunction in any court of competent jurisdiction,
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enjoining or restraining the other Party and/or its Affiliates from any violation or threatened

violation of this Article 12.

ARTICLE 13

TERM AND TERMINATION

13.1 Term. This Agreement shall become effective on the Effective Date and, unless
earlier terminated pursuant to this Article 13, shall remain in cffect in the Licensed Territory
until the expiration of all of Collaborator’s payment obligations under Article 8. Following such

expiration, Collaborator shall have a fully paid non-exclusive license under the Affymax

Technology to make, have made, usc, sell and import Hematide, Peptide, [
Product in the Licenscd Territory, under such trademark as Collaborator has been using in
collaboration with the Product, or any other trademark. In addition, in the event Collaborator
desires to continue to purchase Bulk Hematide from Affymax, it shall so notify Affymax no later
than six 6) months prior to the expiration of this Agrecment, and thereafter Affymax shall either
(a) continue to supply Bulk Hematide at a cost equal to the Manufacturing Cost plus [{Wenty

J] for a period to be negotiated by the Parties, or (b) permit Collaborator to

manufacture itself, or on its behalf through a contract supplier, Bulk Hematide, and in such event
grant to Collaborator a non-exclusive royalty-free liccnse, under Affymax Technology related to
manufacture of Bulk Hematide, and otherwise assist Collaborator to enable it to obtain
continuous supply of Bulk Hematide, including without limitation, providing relevant documents
and using diligent efforts to encourage or cause Affymax’s then-current Third Party contract
manufacturers of Bulk Hematide to manufacture and supply to Collaborator such Bulk Hematide
directly. Upon request of Collaborator, Affymax shall provide to Collaborator reasonable access
to Affymax’s manufacturing personnel to facilitate the forcgoing efforts on terms to be agreed

upon by the Parties.
13.2 Early Termination.

(a) Withdrawal by Collaborator. Collaborator shall have the right to
tcrminate this Agreement, for any or no reason, in its entirety, upon six (6) months’ written

notice to Affymax; provided that any such termination shall not be effective prior to the second
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anmversary of the Effective Date; and further provided that Collaborator shall have the right to
terminate this Agreement before the end of such two (2} vear period if Product Development
efforts by or on behalf of Collaborator are terminatcd entircly for patient safety concerns or
pursuant to a requirement imposed by Regulatory Authorities in the Licensed Territory or by the
external monitoring board. If Collaborator terminates this Agreement pursuant to this Section

13.2{a), then:

i) Collaborator shall not, during such six (6) month notice petied,
take any action that covld adversely affect or impair the further Development and

Commercialization of Products; and

(i) the Joint Committee shall coordinate the wind-down of

Collaborator’s efforts under this Agreement; and

{dii)  Collaborator shall continue to be responsible for any payments that

become due to Affymax pursuant to this Agreement during such six (6) month notice period.

()  Termination for Breach. Affymax shall have the right to terminate this
Agreement upon written notice to Collaborator if Collaborator, after receiving written notice
ideutifying such material breach by Collaborator, fails to cure such material breach within sixty
(601 days from the date of such notice {or within ten (1(} business days notice in the event such
material breach is solely based upon Collaborator’s failure to pay any amounts due Affymax
hereunder). Collaborator shall have the right to terminate this Agreement upon written notice to
Affymax if Affymax, after receiving written notice identifying a material breach by Affymax of
its obligations under this Agreemcnt, fails to cure such material breach within sixty (60) days
from the date of such notice, For clarity, if a Party elects not to exercise its rights to terminate
this Agreement pursuant to this Section 13.2(b) for the other Party’s uncured material breach, but
instead elects to allow this Agreement to continue in effect, then the breaching Party shall
continue to be liable to the other Party for any breach of representations, warrantics, obligations
or agreements made in this Agreement by such breaching Party, and the non-breaching Party
shall be entitled to pursue legal and equitable remedies arising from such breach that are

available to it,
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13.3  Effect of Termination of the Agreement. Upon termination by Affymax of the
Agreement under Section 13.2(b), or upon termination by Collaborator under Section 13.2(a), the
following shall apply (in addition to any other rights and obligations under Section 13.4, 13.5 or

13.6 or otherwise under this Agreement with respect to such termination):

{(8)  Reguiatory Materials, To the extent permitted by applicable Law,
Collaborator shall transfer and assign to Affymax all Regulatory Materials and Regulatory
Approvals for Product in the Licensed Territory that are Controlled by Collaborator.

()  Collaborator License. Collaborator hereby grants to Affymax, effective
only in such event, a non-¢xclusive, worldwide, fully-paid, royalty-free license, with the right to
graat multiple tiers of sublicenses, under the Collaborator Technology existing as of the date of

termisation to develop, make, have made, use, sell, offer for sale, and import Bulk Hematide, the

and any Products.

(¢y  Transition Assistance. Collaborator shall, for a reasonable perod of
time, provide such assistance, at no cost to Affymax, to transfer and/or transition to Affymax all
other technology or know-how, or then-existing commercial arrangements, that is, or are,
reasonably necessary or useful for Affymax to commence or continue Developing, conducting
Finished Manufacturing of or Commercializing Products in the Licensed Territory, to the extent
Collaborator is then performing or having performed such activities, including without limitation
transferring, upon request of Affymax, any agreements or arrangements with Third-Party
suppliers or vendors to supply or sell Products in the Licensed Territory, to the extent
practicable. If any such contract between Collaborator and a Third Party for the supply of Bulk
Hematide or Finished Product for the Licensed Territory is not assignable to Affymax, then
Collaborator shall reasonably cooperate with Affymax to arrange to coatinue to obtain such |
supply from such entity, and Collaborator shall supply such Bulk Hematide or Finished Product,
as applicable, to Affymax, at a cost that equals [or

Collaborator’s cost (calculated in a manner consistent with the definition of Affymax’s
Manufacturing Cost) for a reasonable period. In addition, to the extent that Collaborator or its
Affiliate is then manufacturing Bulk Hematide and/or Finished Products for the Licensed

Territory, Collaborator shall continue to manufacture, and shall supply to Affymax, at a cost that
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equals [one-hundred:and twenty pefcent (120%)] of Collaborator’s costs {calculated jn a manner
consistent with the definition of Affymax’s Manufacturing Cost), such Bulk Hematide and/or
Finished Products for Affymax’s use in the Licensed Territory for a reasonable period in order to
permit Affymax to establish sufficient manufacturing capacity for Bulk Hematide and/or
Finished Product for the Licensed Territory, in addition to that which it had in place for its use in
the Affymax Territory, Such period shall be no more than twelve (12) months unless otherwise

agreed by the Parties.

{d'  Remaining Inventories. Affymax shall have the right to purchase from
Collaborator all of the inventory of Bulk Hematide and/or Finished Product held by Collaborator
as of the effective date of termination of this Agreement at a price equal to Collaborator’s [actual
¢ost] to acquire or manufacture such inventory. Affymax shall notify Collaborator within thirty
(30) days after the date of termination of the Agreement whether Affymax elects to exercise
such right, If Affymax does not exercise such right, then Collaborator shall have the right to sell
in the Licensed Territory any such Temaining inventory over a period of no greater than six (6)

months after the effective date of termination of this Agreement.

For clarity, upon any termination of this Agreement under Section 13.2, the licenses granted to

Collaborator under this Agreement shall tcrminate,

13.4 Other Remedies. Termination or expiration of this Agreement for any reason
shall not release any Party from any liability or obligation that already has accrued prior to such
expiration or termination, nor affect the survival of any provision hereof to the extent it is
expressly stated to survive such termnation. Termination or expiration of this Agreement for
any reason shall not constitute a waiver or release of, or otherwise be deemed to prejudice or
adversely affect, any rights, remedies or claims, whether for damages or otherwise, that a Party
may have hereunder or that may arise out of or in connection with such termination or

expiration.

13.5 Rights in Bankruptcey. All rights and licenses granted under or pursuant to this
Agreement by Affymax are, and shall otherwise be deemed to be, for purposes of Section 365(n)
of the U.S. Bankrupicy Code, licenses of right to “intellectual property” as defined under Section
101 of the U.S. Bankruptcy Code. The Parties agree that Collaborator, as licensee of such rights
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under this Agreement, shall retain and may fully exercise all of its rights and elections under the
U.S. Bankruptcy Code. The Parties further agree that, in the event of the commencement of a
bankruptcy proceeding by or against Affymax under the U.S. Bankruptcy Code, Collaborator
shall be entitled to a complete duplicate of (or complete access to, as appropriate) any such
intellectual property and all embodiments of such intellectual property, which, if not already in
Collaborator’s possession, shall be promptly delivered to it (a) upon any such commencement of
.a bankruptcy proceeding upon Collaborator’s written request therefor, unless Affymax elects to
continue to perform all of its obligations under this Agreement or (b) if not delivered under
clanse (a). following the rejection of this Agreement by Affymax upon written request therefor
by Collaborator.

13.6 Survival. The following provisions shall survive any expiration or termination of
this Agreement for the period of time specified: Articles I, 11 (to the extent relevant to claimns
arising from actions or omissions occurring during the Term), 12, 14 (to the extent relevant to
dispules arising during the Term) and 15, and Sections 7.6, 8.7, 8.8, 9.1, 9.2, 9.3(c) (except for
the proviso of the seventh sentence which relates to the Iimitation of Collaborator's right to grant
licenses under the Joint Patents, which shall survive for two (2) years after any termination by
Collaborator under Section 13.2(a) prior to First Commercial Sale of Product in the Licensed
Territory for reasons unrelated to patient safety concerns, and which otherwise shall not survive),
10.3,10.4,13.3, 134, 13.5 and 13.6.

ARTICLE 14

DISPUTE RESOLUTION

14.1 English Language; Governing Law. This Agreement wés prepared in the
English language, which language shall govern the interpretation of, and any dispute regarding,
the terms of this Agreement. This Agreement and all disputes arising out of or related to this
Agreement or any hreach hereof shall be governed by and construed under the laws of the State
of New York, without giving effect to any choice of law principles that would require the
application of the laws of a different state. Subject to Sections 14.2 and [4.3, any claim or

controversy of whatever nature arising out of or rélating to this Agreement or any breach hereof
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shall be brought exclusively in a court of competent jurisdiction, federal or state, located in San
Francisco, California, and in no other jurisdiction. Each Party hereby consents to personal
jurtsdiction and venue in, and agrees to service of process issued or authorized by, such court.
Notwithstanding the foregoing, either Party may seek injunctive relief in any court in any

jurisdiction where appropriate.

14.2 Disputes. The Parties recognize that disputes as to certain matters may from time
to time arise during the Term which relate to either Party’s rights and/or obligations hercunder.
It is the objective of the Parties to establish procedures to facilitate the resolution of disputes
arising under this Agreement in an expedient manner by mutual cooperation and without resort
to litigation. To accomplish this objective, the Parties agree to follow the procedures set forth in
this Section 14.2 to resolve any controversy or claim arising out of, relating to or in connection
with any provision of this Agreement (other than a dispute addressed in Section 14.3), if and

when a dispute arises under this Agreement.

(a)  Referred From Joint Committee. With respect to disputes arising from
the Joint Committee pursuant to Section 2.4(a), if the Joint Committee is unable to resolve any
dispute within ten (10) business days after such dispute is submitted to it, either Party may, by
written notice to the other Party, have such dispute referred to the senior executive officers for
each Party for attempted resolution by good faith negotiations within thirty (30) days after such
notice is received. If the senior executive officers designated by the Parties are not able to
resolve such dispute within such thirty (30) day period, either Party may at any time thereafter

pursue any legal or equitable remedy available to it in accordance with Section 14.1. .

(b)  Arising Between the Parties. With respect to all disputes arising
between the Parties and not from the Joint Committee, including, without limitation, any alieged
failure to perform, or breach, of this Agreement, or any issue relating to the interpretation or
application of this Agreement, if the Parties are unable to resolve such dispute within sixty (60)
days after such dispute is first identified by either Party in writing to the other, the Parties shall
refer such dispute to the senior executive officers for each Party for attempted resolution by good

faith negotiations within thirty (30) days after such notice is received. If the senior executive

officers designated by [t ] are not able to resolve such dispute within such thirty (30)
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day period, either Party may at any time thereafter pursue any legal or equitable remedy

available to it in accordance with Section 14,1,

14.3 Patent and Trademark Dispute Resolution. Any dispute, controversy or claim
between the Parties relating to the scope, validity, enforceability or infringement of any Patents
covering the manufacture, use or sale of any Product or of any trademark rights relating to any
Product shall be submitted to a court of competent jurisdiction in the Licensed Territory in which

such Patents or trademark rights were granted or arose.

ARTICLE 15

MISCELLANEOUS

15.1 Entire Agreement; Amendment. This Agreement, including the Exhibits
hereto, sets forth the complete, final and exclusive agreement and all the covenants, promises,
agreeinents, warranties, represeniations, conditions and understandings between the Parties
hercto with respect to the subject matter hereof and supersedes, as of the Effective Date, all prior
agreemments and understandings between the Parties with respect to the subject matter hereof,
including, without limitation, the Mutual Confidential Disclosure Agreement between the Parties
dated September 30, 2005. There are no covenants, promises, agreements, warranties,
representations, conditions or understandings, either oral or written, between the Parties other
than as are set forth herein and therein. No subsequent alteration, amendment, change or
addition to this Agreement shall be binding upon the Parties unless reduced to writing and signed

by an authorized officer of each Party.

152 Force Majeure. Both Partics shall be excused from the performance of their
obligations under this Agreement o the extent that such performance is prevented by force
majeure and the nonperforming Party promptly provides notice of the prevention to the other
Party. Such e¢xcuse shall be continugd so long as the condition constituting force majeure
continues and the nonperforming Party takes reasonable efforts to remove the condition. For
purposes of this Agreement. force majeunre shall include conditions beyond the control of the
Parties, including without limitation, an act of God, war, civil commotion, terrorist act, labor

strike or lock-out, cpidemic, failure or default of public utilities or common carriers, destruction
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of production facilities or materials by fire, earthquake, storm or like catastrophe, and failure of
plant or machinery (provided that such failure could not have been prevented by the exercise of
skill, diligence, and prudence that would be reasonably and otdinarily expected from a skilled
and experienced person engaged in the same type of undertaking under the same or similar
circumstances). Notwithstanding the foregoing, a Pany shall not be excused from making

payments owed hereunder because of a force majeure affecting such Party.

15.3 Notices. Any notice requircd ot permitted to be given under this Agreement shall
be in writing, shall specifically refer to this Agreement, and shall be addressed to the appropriate
Party at the address specified below or such other address as may be specified by such Party in
writing in accordance with this Section 15.3, and shall be deemed to have been given for all
purposes (a) when received, if hand-delivered or sent by a reputable overnight delivery service,
or (b) five (5) business days after mailing, if mailed by first class certified or registered mail,

postage prepaid, return receipt requested.

If to Affymax: Affymax, Inc.
4001 Miranda A venue
Palo Alto, California 94306
Attn; Chief Executive Officer

With a copy to: Barbara A, Kosacz, Esq.
Cooley Godward LLP
5 Palo Alio Square
3000 El Camino Real
Palo Alto, CA 94306

If to Collaborator: Takeda Pharmaceutical Company Limited
1-1, Doshomachi 4-chome, Chuo-ku,
Osaka, 540-86435, Japan
Attn: General Manager, Global Licensing and Business

Development
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15.4 No Strict Construction; Headings. This Agreement has been prepared jointly
and shall not be strictly construcd against either Party, Ambiguitics, if any, in this Agreement
shall not be construed against any Party, irrespective of which Party may be deemed to have
authored the ambiguous provision. The headings of each Article and Section in this Agreement
have been inserted for convenience of reference only and are not intended to limit or expand on

the meaning of the language contained in the particular Article or Section.

15.5 Assignment. Neither Party may assign or transfer this Agreement or any rights or
obligations hereunder without the prior written consent of the other, except that a Party may
make such an assignment without the other Party’s consent to Affiliates or to a successor to
substantially all of the business of such Party in the field to which this Agreement relates.
whether in a merger, sale of stock, sale of assets or other transaction. Notwithstanding anything
to the contrary in Article 1, in the event of such transaction, however, intelfectual property rights
of the acquiring party to such transaction (if other than one of the Parties to this Agreement) shall

not be included in the technology licensed to the other Party hereunder to the extent held by such

acquiror prior to such transaction, or to the extent such technology is developed outside the scope

Backup Product or Product. Any permitted successor or assignee of rights and/or obligations
hereunder shall, in writing to the other Party, expressly assume performance of such rights and/or
obligations. The Affymax Technology and the Collaborator Technology shall exclude any
intellectual property held or developed by a permitted successor and not in connection with
Products. Any permitted assignment shall be binding on the successors of the assigning Party.
Any assignment or attempted assignment by either Party in violation of the terms of this Section
15.5 shall be null, void and of no legal effect.

156 Performance by Affiliates. Each Party may discharge any obligations and
exercise any right hereunder through any of its Affiliates. Each Party hereby guarantees the
performance by its Affiliates of such Party’s obligations under this Agreement, and shall cause
its Affiliates to comply with the provisions of this Agreement in connection with such

performance. Any breach by a Party’s Affiliate of any of such Party’s obligations under this

&4
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Agreement shall be deemed a breach by such Party, and the other Party may proceed directly
against such Party without any obligation to first proceed against such Party’s Affiliate, '

15.7 Further Actions. Each Party agrees to execute, acknowledge and deliver such
further instruments, and to do all such other acts, as may be necessary or appropriate in order to

carry out the purposes and intent of this Agreement.

15.8 Severability. If any one or more of the provisions of this Agreement is held to be
invalid or unenforceable by any court of competent jurisdiction from which no appeal can be or
is taken, the provision shall be considered severed from this Agreement and shall not serve to
invalidate any remaining provisions hereof. The Parties shall make a good faith effort to replade
any invalid or unenforceable provision with a valid and enforceable one such that the objectives

contemplated by the Parties when entering this Agreement may be realized.

159 No Waiver. Any delay in enforcing a Party’s rights under this Agreement or any
waiver as to a particular default or other matter shall not constitute a waiver of such Party’s
rights to the future enforcement of its rights under this Agreement, except with respect to an

express written and signed waiver relating to a particular matter for a particular period of time.

15.10 Imdependent Contractors. Each Party shall act solely as an independent
contractor, and nothing in this Agreement shall be construed to give either Party the power or
authority to act for, bind, or commit the other Party in any way. Nothing herein shall be
construed to create the relationship of partners, principal and agent, or joint-venture partners
between the Parties.

15,11 Counterparts. This Agreement may be executed in one (1} or more counterparts,
each of which shall be deemed an original, but all of which together shall constitute one and the
same instrument. This Agreement shall be binding upon the delivery by each Pafty of an
executed signature page to the other Party by facsimile transmission. If signature pages are so
delivered by facsimile transmission, each Party shall also immediately deliver an executed

original counterpart of this Agreement to the other Party by courier delivery service.

{Signature page follows.}

85
[ 1= CERTAIN CONFIDENTIAL INFORMATION CONTAINED IN THIS DOCUMENT, MARKED BY BRACKETS, IS FILED WITH THE SECURITIES AND
EXCHANGE COMMISSION PURSUANT TO RULE 406 OF THE SECURITIES ACT OF 1933, AS AMENDRED,


http:SKCURJTI.ES
http:C�ilTJl.lN

IN WITNESS WHEREOF, the Parties have executed this Agreement in duplicate originals
by their duly authorized officers as of the Effective Date.

TAKEDA PHARMACEUTICAL COMPANY LIMITED  AFFYMAX, INC.

By: /s/ Makato Yamaoka By: /s/ Arlene Morris

Name: Makoto Yamaoka Name: Arlene Motris

Title: Managing Director Title: President & CEO
General Manager

Pharmaceutical Marketing Division
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EXHIBIT A
A¥FYMAX House MARKS

AFFYMAX United { Registration
States § No. 1,855.403

(biack/white) United | Serial Ne.
States | 76/468.006
A

AFFYMAX

{color) United | Serial No.
Stakes | 76/468,005
A

AFFYMAX
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ExHiBIT B
AFFYMAX PATENTS

To the extent the following table lists patents and patent applications filed or issued in the United
States, Affymax Patents shall include any equivalent applications and patents that are or will be
filed with patent authorities in the Licensed Territory (i.e., those applications and patents that
claim priority to such United States applications or to the applications from which such United
States patents issued).

Patents for Japanese Licensee
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ExnmiT C
[DFEPTIDR} STRUCTURE
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EXHmITD

PEPTIDE STRUCTURE
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EXHIBIT E

REAGENT

[ ] = CERTAIN CONFIDENTIAL INFORMATION CONTATNED IN THIS DMCUMENT, MARKED BY nmcxléls, IS FILELY WITH THE SECURTITES AND
EXCHANGE COMMISSION PURSUANT 19 RULE 406 OF THE SECURITIES ACT OF 1933, AS AMENDED.



ExmiBiT F
JomNT COMMITTEE MEMBERS AND PROJECT COORDINATORS

For Affymax:

Joint Committee Members:

Anne-Marie Duliege, M.D,, V.P. Clinical and Regulatory Affairs
Doug Cole. V.P., Ph.D., Development

Chris Dammann, V.P. Business Development

Project Coordinator:
Kerstin Lenther, Ph.D., Director Project Management

For Takeda:

Joint Committee Members:

Hisao Nakajima, MPDRAP Franchise IF Project Leader, Strategic Product Planning Department
Mitsuhiro Okamoto, Senior Manager, Japan Development Center, Pharmacentical Development
Division

Hisayoshi Iwakiri, Gronp Manager, Oncology Group, Ethical Product Marketing Department,

Pharmaceutical Marketing Division

Project Coordinator:
Toshikazu Ban, Senior Director, Global Licensing, Global Licensing and Business Developinent
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5.8  Sales Force Training for Commercialization in U.S.

(a) All Affymax Sales Representatives shall be recrnited by Affymax at
Affymax’s sole expense. All Takeda Sales Representatives shall be recruited by Takeda at
Takeda’s sole expense. For such recrvitment, Takeda and Affymax shall jointly establish skill
and experience critcria for Sales Representatives who will Detail the Product to targel
prescribers. At the request of Affymax, Takeda shall, to the extent Takeda deems reasonable,
provide Affymax with Takeda’s know-how and information which may be useful in the
Affymax’s recruitment of its Sales Representatives. Appropriate number of Affymax Sales
Representatives and Takeda Sales Representatives shall be made available by each Party for
training so that both Parties’ Sales Representatives will be given the training simultaneously in
accordance with the then-current U.S. Approval Date of the Product for Renal Indication.

(b)  Each Party shall be responsible for the training of its Sales Representatives
who will Detail the Product; provided, h da shall st of
Affymax, and only for the period until the | ale of th
an Oncology Indication or until the | ]
whichever is earlier, Affymax’s Sales Representatlves to partlmpate in the trammg
held by Takeda for its own Sales Representatives for the Renal Indication. The expenses
incurred by either Party for the training of its own Sales Representatives, including but not
limited to travel, lodging, meals during such training period, the costs of trainers providing such
training, the training facility and training materials, but excluding salary and benefits given by
each Party to its Sales Representatives, shall be included in the Commercial Expenses.

59  Compliance. Each Party shall comply with all applicable Laws relating to
activities performed or to be performed by such Party (or its Affiliates, contractor(s) or
sublicensee(s)) under or in relation to the Commercialization of the 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 procedures in
place: (i) to ensure their compliance with such Laws; (ii} to bring any noncompliance therewith

by any of the foregoing entities to its attention; and (iii) to promptly remedy any such

noncompliance

The Parties acknowledge that

pﬁrpose
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511 Trademarks.

{a)  Use. Takeda shall use the Product Trademarks in connection with the
Commercialization of the Product throughout the Licensed Territory; provided, that if the
Product Trademarks in existence as of the Effective Date are not eligible for trademark
protection in connection with the Product in one or more countries in the Licensed Territory,
then (he JSC shall idenlify alternative trademarks owned, registered or (o be registered by
Affymax and to be used for the Product in such countries only, for Takeda’s final selection from
among such trademarks identified by the JSC, and the Parties shall amend this Agreement to
identify such marks and include them as Product Trademarks for the applicable countries. To the
extent allowable by applicable Law in each country within the Licensed Territory, Product
packaging, Promotional Materals and Product Labeling for use in the Licensed Territory shall
carry, in a conspicuous location, the Affymax House Marks, subject to Takeda’s reasonable
approval of the size, position and location thereof.

(b)  Filing; Maintenance. Affymax shall solely be responsible for and shall
solely bear all costs of trademark searches, prosecution of applications to register and to record
licenses (if applicable) for, and maintenance of, each Product Trademark and Affymax House
Mark in the Licensed Territory; provided, however, that with respect to the U.S., such costs
incurred by Affymax on or after the Effective Date shall be included in the Commercial
Expenses. Affymax shall provide Takeda reasonable opportunity to review and comment on
such prosecution efforts regarding the Product Trademarks in the Licensed Territory. Affymax
shall provide Takeda with a copy of material communications from any trademark otfice in the
Licensed Territory regarding such Product Trademarks, and shall provide Takeda with drafts of
any material filings or responses to be made to such trademark office a reasonable amount of
time in advance of submitting such filings or responses.

«© Ownership. Affymax shall continue to own, throughout the world, any
Product Trademarks and Affymax House Marks. All goodwill attributable to a Product
Trademark or Affymax House Mark generated by the Commercialization of a Product bearing
such marks shall inure to the benefit of Affymax.

(d)  Registration of Exclusive License. Upon request of Takeda and as far as
legally permissible, Atffymax shall register before the relevant Governmental Authority that
Takeda is the exclusive licensee under the Product Trademarks pursuant to this Agreement,

{e) Compliance with Guidelines. Takeda shall provide Affymax with
exemplars or represenfative samples of primary (as reasonably agreed by the Parties)
Promotional Materials and Product Labeling containing any Product Trademarks and Affymax
House Mark which are intended to be broadly distributed or direct-to-consumer prior to using or
disseminating such materials, if and (o the extent such materials are used in the Royalty Territory
and are substantially different from the form and presentation already approved by the JSC to be
used in the U.S. Affymax shall have the right to make reasonable objections to any such
materials within five (5) Business Days of Affymax’s receipt of such exemplars or samples on
the grounds that Affymax believes in good faith that the use of such materials will damage the
reputation for quality associated with the Product Trademarks or Affymax House Marks. Takeda
agrees to modify such Promotional Materials and Product Labeling in accordance with such
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objections of Affymax as far as it is reasonable. Takeda acknowledges Affymax’s sole
ownership of the Product Trademarks and Affymax House Marks and agrees not to take any
action inconsistent with such ownership. Takeda covenants that it shall not use any trademark
confusingly similar to any Product Trademarks or Affymax House Marks in connection with any
products (including the Product). Takeda shall comply with reasonable policies provided by
Affymax from time to time to maintain the goedwill and value of the Product Trademarks and
Aftymax House Marks, subject that such policies are not detrimental to the Commercialization
of the Product and are in line with the relevant Laws. Tn any Takeda materials in which the
Product Trademarks or Affymax House Marks appear, Takeda shall display a trademark legend
in substantially the following form (tailored to reflect which trademark is being used):
“[trademark) ™ is a trademark owned by Affymax” Affymax grants no rights in the Product
Trademarks or Affymax House Marks other than those expressly granted in Section 0.2,

ARTICLE 6

LICENSES AND PARALLEL PROGRAMS

6.1 Licenses to Takeda under Affymax Technology. Subject to the terms and
conditions of this Agreement, Affymax hereby grants Takeda an exclusive (even as to Affymax,
subject to the rights and obligations of Affymax under this Agreement), royalty-bearing {as
provided in Article 8) license under the Affymax Technelogy to use and import Hematide in the
Field in the Licensed Territory, to Develop (as and to the extent permitted in this Agreement),
use, sell, offer for sale, and import the Bulk API and/or the Product in the Field in the Licensed
Territory, and to make and have made the Finished Product anywhere in the world for such
Development or sale (subject to Article 7) in the Field in the Licensed Territory. The license
granted in this Section 6.1 may be sublicensed by Takeda to any Affiliate of Takeda without any
need to obtain any further consent from Affymax, whether oral or in writing, subject to Section
5.10. Further, the license granted in this Section 6.1 may be sublicensed by Takeda to Third
Parties only in the Royalty Territory and only with the prior written consent of Affymax, not to
be unreasonably withheld and subject to Section 5.10. For clarity, the foregoing license does not
permit Takeda to Develop using the Afftymax Technology any Replacement Product Candidate,

de] or Hematide, except to the extent it obtains such right pursuant to Sections 3.8, 3.9
and 3,12.

6.2 Limited License for Product Trademarks and Affymax House Marks.
Affymax hereby grants to Takeda, during the Term, an exclusive, royalty-bearing license (as
provided in Section 8.5) within the Licensed Territory to use and display the Product Trademarks
and Affymax House Marks solely in the Promotional ‘Materials and the Product Labeling in
connection with the Commercialization of the Product within the Licensed Territory, as provided
under and in accordance with Section 3.11 of this Agreement; provided that such license shall be
co-exclusive with Affymax in the U.S. and further that Affymax may use such co-exclusive right
solely for the Comumercialization of the Product within the U.S. with Takeda hereunder. The
foregoiny license may be sublicensed by Takeda to its Affiliates and Third Parties sublicensees
under the license granted in accordance with Section 6. 1.
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6.3 License to Affymax under Takeda Technology. Subject to the terms and
conditions of this Agreement, Takeda hereby grants to Affymax a non-exclusive, royalty-free
license under the Takeda Technology to develop, use, and promote the Product in the U.S., and
to make and have made the Peptide, [Dipéptide;} or Bulk API anywhere in the world for the
Development or the Commercialization by the Parties in the Licensed Territory under this
Agreement during the Term. Such license shall be sublicenseable by Affymax to any Affiliate of
Affymax. Such license shall also be sublicenseable to any Third Party contract manufacturers of
the Peptide, JDipeptide;] or Bulk APL only with the prior written consent of Takeda, such
consent not to be unreasonably withheld.

6.4  Negative Covenant. Each Party covenants that it shall not use or practice any of
the other Panty’s intellectual property rights licensed to it under this Article 6 except for the
purposes expressly permitted in the applicable license grant under this Agreement. ’

6.5  No Implied Licenses. Except as explicitly set forth in this Agreement, neither
Party grants any license, express or implied, under its intellectual property rights to the other
Party.

6.6  Parallel Programs.

(a) If, during the Term, Takeda or its Affiliates, either on their own or in
collaboratuon with a Thll‘d Party, market, promote or sell, duectl or md'rectly in the Licensed
urmans] any therapeutzc
agent, other than the Product, that includes or 1s comprised of an ESA, without Affymax’s prior
written consent (a “Restricted Product™), then Affymax may, as ifs sole remedy therefor
written notice to Takeda, i

v runety (90) days :
avoidance of doubt, this Section 6.6 does not restrict Takeda's or its Affiliates” research and
development activities with regard to ESAs, provided that Takeda acknowledges that it is not
granted a license under the Affymax Technology to conduct such activities.

(b)  Affymax, or its Affiliates, either on their own or in collaboration with a

Third Party, hereby covenants and agrees, during the Term, not to market, promote or sell,
nsed Territory a product for the preve
that includes or is comprised of an
cr than the Product i in aocordance w1th thi gr

or any indication other than the prevention, treatment or amelioration of { provided that
Affymax acknowledges that, except for the purpose of the Backup Research Agreement, it is not
granted a license under the Takeda Technology to conduct such activities.
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6.7  Third Party Licenses.

(8)  Takeda understands and acknowledges that certain rights contained within
the Affymax Technology have been licensed to Affymax from certain Third Parties pursuant to
those license agreements entered into as of the Effective Date and set forth in Exhibit 1-{(the
“Existing Third Party License Agreements™) and that Takeda’s rights under such Affymax
Technolngy are subject to the following terms and CO[‘ld]thl'lS set forth in such agreements: (i)

‘d‘ewd that in no evcnt shall the failure
its] commelcmlly reasonablc efforts [
‘ sment : Aedg
tune, then T_a,l_ceda upon reasonable advance wntten notloe to Affymax, may ke

the situation where the [€ 8 actua]]y terminated for any reason and both
Parties need a license under the | for the purpose of this Agreement, Affymax
shall, during the Term, maintain the Third Party License Agreements in full force and effect and
shall not amend or modify such Third Party License Agreements in a manner that would
reasonably be expected to have an adverse affect on Takeda’s rights and obligations hereunder
and Takeda’s efforts to Develop and Commercialize the Product in the Field and in the Licensed
Tertitory.

{(b) In the event that a Party believes that 2 license under certain Third Party
technology would be nccessary or useful with respect to the Development and
Commercialization of the Product in the Licensed Territory, then such Party shall notify the JSC,
The Partics, working through the JSC, shall cooperate to obtain any such licenses under such
terms and conditjons as may be anthorized by the JSC. Any acquisition or license agreement

-entered into by the Parties in accordance with this Section 6.7(b) shall be hereinafter called a
“Future Third Party License Agreement.” The effects of payments made under Future Third
Party License Agreements on royalties payable hereunder are described in Section 8.6(b).

, 68 Amendment to Japan Agreement. The Parties agree to use good faith and

reasonable efforts to amend the Japan Agreement, within ninety (90) days after the Effective
Date, to reflect that Takeda is the licensee of Product both for the Licensed Territory and for
Japan (including, without limitation, by deleting portions of the Japan Agreement that are no
longer applicable).
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ARTICLE 7

MANUFACTURE AND SUPPLY

7.1  Roles of the Parties. Affymax shall supply, or cavse to be supplied through its
Third Party contract manufacturers, in a timely manner, Takeda's entire requirements of Bulk
API for the Development and Commercialization of the Product by the Parties in or for the
Licensed Territory, in accordance with this Article 7 and the Supply Agreement. Takeda shall be
responsible for the formulation of Bulk API supplied to it by Affymax into the Finished Product
and the manufacture of Finished Product (including stability testing) for the Development and
Commercialization of the Product by the Parties in or for the Licensed Territory.

7.2 Preclinicat and Clinical Supply. Affymax shall, by itself or through its Third
Party contract manufacturers, supply to Takeda all quantities of Bulk API reasonably required by
Takeda to Develop the Product in the Licensed Territory pursuant to the U.S. Development Plan
and a plan for the ROW Development. Takeda shall, by itself or through its Third Party contract
mamifacturers and by using the Bulk API thus supplied by Affymax, supply to both Parties afl
quantities of Finished Product reasonably required to Develop the Product in the Licensed
Territory prsuant to the U.S. Development Plan and a plan for the ROW Development. Such
quantities of Bulk API and Finished Product, and the schedule for such supply, shail be
confirmed and if necessary updated by the JSC in a manner consistent with the TU.S.
Development Plan and a plan for the ROW Development. Such supply shall be poverned by
clinical supply and Bulk API manufacturing agreements that the Parties shall negotiate in good
faith promptly within ninety (90) days following the Effective Date. The clinical supply
agreement shall, in addition to other terms and conditions agreed upon by the Parties, provide
for the following:

(a)  Affymax shall, before entering into negotiation for an agreement with a
Third Party contract manufacturer of Bulk API for supply to Takeda hereunder, notify Takeda of
the fact. Thereafter, Takeda shall have the right to provide input regarding the terms of such
agreement (as well as any amendments thereof), review and comment on agreement drafts and
forms, consult with Affymax regarding the negofiation of such agreement, and participate in
person in the negotiation of such agreement, as the Parties may agree, it being understood that
Affymax shall retain the final authority over the terms and conditions of any such agreement
with such Third Party contractor,  The Parties agree that [at.least.t : turers] should
be qualified to manufacture Bulk APL

(hy  From time to time, Takeda shall submit to Affymax purchase orders for
quantities of Bulk API for such use consistent, as far as reasonably practicable, with such
confirmed, or, if applicable, updated quantity and schedule which confirmation or update shall be
consistent, as much as reasonably possible, with the then-current U.S. Development Plan and a
plan for the ROW Development, and Affymax shall supply or have supplied to Takeda Such
quantltle: of Bulk APL.  All shipments to Takeda of Bulk API .
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(¢)  Affymax shall invoice Takeda for such Bulk API with each shipment, and
Takeda shall pay such invoices within thirty (30} days of its receipt of such invoice. The price
for supplies from Affymax to Takeda of Bulk APT for (non-clinical and clinical) Development of
the Product shall be [the ‘Affymax-Mar ingCost] for such Bulk APL The price of Bulk
API used for the U.S. Development well as the freight, postage, shipping, transportation,
insurance, warchousing and handling charges actually allowed or paid by Takeda with regard to
such Bulk API shall be included in the Development Expenses.

@ All Bulk APT supplied by Affymax to Takeda shall, when delivered, have
been manufactured, handled and stored by Affymax or its Third Party contract manufacturer(s)
in compliance with all agreed-upon specifications and applicable Laws, including without
limitation then-current GMP requirements.

(&)  Subject to the following Section 7.2(f), the terms described in Sections
7.2(a), (b} and (d) above shall apply, mutatis mutandis, to Takeda’s provision of Finished
Product to Affymax, it being understood that Affymax shall provide Finished Product to both
Parties during such time as Takeda is establishing a source of Finished Product, not to exceed
twelve (12) months after the Effective Date, unless mutually agreed upon otherwise by the
Parties, and the terms described in Section 7.2(c) above shall apply, mutatis mutandis, to
Affymax’s provision of Finished Product to Takeda.

® With regard to the Finished Product manufactured by or on behslf of
Takeda and provided io Affymax, Takeda shall not invoice Affymax. The Manufacturing Cost
incurred by Takeda for the Finished Manufacture of the Finished Product thus provided to
Affymax or used by Takeda for the U.S. Development, as well as the freight, postage, shipping,
transportation, insurance, warehousing and handling charges actually allowed or paid by Takeda
with regand to such Finished Product supplied to Affymax or used by Takeda, shall be included
in the Development Expenses. Likewise, the freight, postage, shipping, transportation,
insurance, warehousing and handling charges actually allowed or paid by Affymax with regard
to such Finished Product supplied to Affymax by Takeda, shall be included in the Development
Expenses.

(g)  Within ninety (90) days after the Effective Date, the Parties shall discuss
and agree upon the terms pursuant to which Affymax shall provide to Takeda reasonable
quantities of: (i) reference standard compounds to the extent same are required to exercise
methods in Product specifications; and (ii) related substances, both (i) and (ii) to the extent
reasonably necessary for Takeda to Develop the Product Provision of other mon-Product
synthetic peptides (i.e., placebo) by Affymax to Takeda for Product development purposes shall
be discussed by the JSC and Affymax shall supply these at [ 1 cost of preparation to
Takedza as soon as reasonably practicable after approval by the JSC.

For the purpose of this Section 7.2, both Parties shall abide by the above-mentioned (a) to
(g) prior to the conclusion of a clinical supply agreement.

7.3  Commercial Supply Agreement. The Parties shall timely negotiate in good faith
and enter into a manufacturing and supply agreement (the “Supply Agreement”) govemning the
supply of Bulk API, by or on behalf of Affymax, to Takeda for the manufacture of Finished
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Product for the Commemlallzatlon of the Pmduct by the Parﬂes hereunder, to execute such

). - first i Trigis] for the Product
in the Licensed Terntory, : y stud: nished Pfoduct 1o be
incloded in the Product ND Al whichever is earlier. Such Supply Agreement shall
contain customary terms govemmg ‘such manufacturing and supply relationships, and shall
provide as follows:

(a) Bulk API meecting the agreed specification and manufactured in
accordance with the applicable laws including then current GMP shall be supplied by or on
behalf of Affymax to Takeda in a timely manner conmstent w1th established and agreed

""" twenty percent (120%) of
] the manufdcture of such Bulk API (whu:h

(b  Affymax shall establish [no: fewer ‘thiin two (2} sources 'of] commercial
Bulk APl manufacture in a timely manner to ensure that Affymax meets its obligation to supply
quantities of Bulk API ordered by Takeda under the Supply Agreement. Upon the material and
uncured breach by Affymax of its defined supply obligations as set forth in the Supply
Agreement, Takeda shall have the right to obtain transfer and Affymax shall have the obligation
to give transfer free of charge to Takeda, without unduve delay, of any and all manufacturing
technology necessary to enable it to manufacture or have manufactured Bulk API to meet its
requirements. If such transfer occurs, Affymax would grant, without prejudice to any other
remedies that are available to Takeda, to Takeda any additional licenses necessary to enable
Takeda to cxercise the foregoing manufacturing right without requiring Takeda to pay any
additional consideration for such ficenscs,

() Takeda shall be responsible for the Fimished Manufacture, testing
(including stability testing). and final release of the Finished Product for Commercialization in
the Licensed Territory. With regard to the Finished Product manufactured by or on behalf of
Takeda and used or sold for Commercialization in the U.S., the Manufacturing Cost incurred by
Takeda for the Finished Manufacture of the Finished Product thus used or sold in the U.S.
hereunder, as well as the freight, postage, shipping, transportation, insurance, warehousing and
handling charges actually allowed or paid by Takeda with regard to such Finished Product shall
be included in the Cost of Goods Sold in the calculation of the U.S. Product Profit.

74  Cost Audit. Each Party shall vse Diligent Efforts to minimize the Manufacturing
Cost while assuring the quality and availability of Bulk AP1 or Finished Product, as applicable,
and shall consider in good faith all reasonable input from the other Party for such purpose. Each
Party shall maintain complete and accurate records in sufficient detail to permit the other Party to
confirm the accuracy of the calculation of Manufacturing Cost and resulting supply price
payments due under this Agreement or the Supply Agreement, Upon reasonable prior notice,
such records shall be available during regular business hours for a period of three (3) years from
the creation of individual records for examination at the auditing Party’s expense, and not more
often than once each Fiscal Year, by an independent certified public accountant selected by the
auditing Party and reasonably acceptable to the audited Party, for the sole purpose of verifying
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the accuracy of the calculation of the supply price pursuant to this Agreement. Any such
accountant shall not disclose the audited Party’s Confidential Information, except to the extent
such disclosure is necessary to verify the accuracy of amount of supply price due by the auditing
Party under this Agreement. Any amounts determincd by such accountant to be overpaid, if any,
shall be reimbursed to the auditing Party within thirty (30) days from issuance of the
accountant’s report, plus interest (as set forth in Section 8,7) from the original due date. Any
amounts determined to be underpaid shall be paid within thirty (30) days from the accountant’s
report. The auditing Party shall bear the full cost of such audit unless such audit discloses an
yment of the amount actually owed during the applicable Fiscal Year of more than [five
{5%)], in which case the audited Party shall bear the full cost of such audit.

7.5  Facility Audits. Each Party shall be permitted to conduct an inspection or audit of
the other Party’s facility or a facility of any Third Party contract manufacturer under contract
with such other Party for the manufacture and supply of the Bulk API or Finished Product, as
applicable, in or for the Licensed Territory. The audited Party shall allow the auditing Party to
make such inspection or audit of any such the audited Party facility, and shall exercise its rights
under any agreement between the audited Party and any such Third Party contract manufacturer
to enable the auditing Party to make such inspection or audit of such Third Party contract
manufacturer’s facility, in each case to the extent relevant to the Bulk API or Finished Product

“supplied in or for the Licensed Territory and during normal business hours. The audited Party
shall reasonably cooperate with the auditing Party to facilitate such inspection or audit. Any such
inspection or audit by the auditing Party pursuant to this Section 7.5 shall be conducted no more
frequently than once every year at a given facility, and shall occur as promptly as possible
following written notice by the auditing Party of its desire for such inspection or audit, but in no
event later than three (3) months thereafter (unless such audit is triggercd by a material safety
issue, in which case the maximum notice period shall be one (1) week). Notwithstanding the
foregoing, if any notice or observation is made by a Regulatory Authority of noncompliance of
such facility with applicable Law in connection with Bulk APL the auditing Party may conduct
an inspection or audit of such manufacturing facility more frequently than provided in the prior
sentence to the extent necessary to confirm that the relevant matters in such notice or observation
are adequately addressed. The Supply Agreement shall include additional rights of audit and
inspection of facilities used to manufacture Bulk API to be supplied to Takeda in circumstances
other than those described in this Section 7.5, to the extent and on such terms as the Parties may
reasonably agree. Costs associated with anditing shall be solely bome by the auditing Party.

7.6  Qnuality Agreement. The Parties shall negotiate in good faith and enter into a
quality agreement governing the quality control, quality assurance and validation of the
commercial and clinical supply of the Bulk APT to Takeda by or on behalf of Affymax and the
commercial and clinical supply of Finished Product by or on behalf of Takeda. The Parties
acknowledge and understand that, in order for the Product to be Commercialized in the Licensed
Termritory, Bulk API supplied to Takeda by Affymax hereunder must be manufactured, handled
and stored in compliance with the GMP requircd by various Regulatory Authorities in the
Licensed Territory. Accordingly, the quality agreement shall incorporate a provision stating that,
should GMP as required by a particular Regulatory Authority impose additional or different
obligations than are imposed under GMP as required by the FDA, then each Party shall, itsclf or
through a Third Party contract manufacturer acting on behalf of that Party, comply with such
GMP requirements with respect to Bulk API supplied to Takeda pursuant to this Agreement for
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use in the applicable country or territory; provided that (i) Takeda has previously notified
Affyméax in writing of such additional or different obligations, (ii) Affymax shall have a
reasonable time after receiving such notice to comply with such additional or different
obligations, and (iii) that Takeda shall cooperate to a reasonable extent with Affymax to enable
Affymax to comply with such obligations.

7.7 [Seconc | of Bulk API
manufacturing and | ¢es] of Finished Manufacture as follows: (i) Affymax shall
be responsible for screening potential manufacturers, negotiating the applicable ly
agreement, and effecting the technology transfer as necessary to establish and qualify [t S
1 Bulk APT manufacturers, whether those are Affymax
its Affiliates, or Third Parties; provided, that, Takeda shall have the right to prowde input
regarding the tenms of such agreements (as well as any amendments thereof), review and
comment on agreement drafts and forms, consult with Affymax regarding the negotiation of su«,h
agreemems between Affymax and Third Party contract manufacturers, and [pe
s}, as the Parties may agree, it being understood that
! y over the terms and conditions of any such agreements
with such Third Party contractors; (ii) Takeda shall be responsible for screening potentiat
Finished Product manufacturers, negotiating the applicable supply agreements, and effecting the

Pa:tles and (111) in any event, Affymax shall have the right, upon written notlce to Takeda and at
Affymax’s cost, to establish additional sources of Finished Manufacture, other than Takeda or its
Affiliates, at Affymax’s cost and discretion. In case the manufacturing sources are not the
Parties or their Affiliates but rather are Third Party contractors, then the costs incurred by the
Parties in connection with the establishment of such manufacturing sources pursuant to the above
subsection (1) or (ii), shall be treated as Commercial Expenses.

ARTICLE 8

COMPENSATION

8.1 License Fee. No later than five (5) Business Days after thc Effective Date,
Takeda shall pay to Affymax a license fee of One Hundred Five Mitlion Dollars ($105,000,000)
by wire transfer of immediately available funds into an account designated by Affymax in
writing; provided, that if Affymax has not provided Takeda with two copies, properly completed
by and with original signatures of Affymax, of document(s) necessary to claim the benefit of an
income tax treaty (i.e., Form 3, “Application Form for Income Tax Convention”, because Takeda
atready has Form 17, “Attachment Form For Limitation On Benefits Article” which was given
by Affymax under the Japan Agreement), for submission to the Japanese tax authorities on or
before the Effective Date, then such due date shall be extended to be no later than five (5)
Business Days after the day such form is received by Takeda. Such license fee shall be non-
refundable and non-creditable against any other payments due hereunder,

8.2  Development Milestone Payments. Takeda shall make milestone payments to
Affymax based on the first achievement of each milestone event in the Licensed Territory for the
Product as set forth in this Section 8.2. Takeda shall pay to Affymax the amounts set forth below
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within thirty (30) days after the first achievement of the corresponding milestone event with
respect to the Product. Each such payment shall be made by wire transfer of immediately
available funds into an account designated by Affymax. Each milestone payment by Takeda to
Affymax hereunder shall be payable only once, regardless of the number of times achieved by
one or more Products. Each such payment is non-refundable and non-creditable against any
other payments due hereunder.

Milestone Event Milestone Paymens

£ (he: -lirst: end-of-Phase: -1l meeling: . with FDA for

gy Tifuce Angiia $L10,000,000)

$[10,000,600}
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*United States $[53,000,000]
. Yirst Major. ET) Market:.Country] $120.000.000]
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i on: other- thar that

$[45,000,000]
$[15;000:6001

$[10:000,0000

$[10:600,000]

$250,000,000

bé pavahlc]

@ For purposes of this section, *
databisse for dndlyvsis of the shidy’]

P Far clarity, the [P

| milestones will be payable
it:thie sale’of:the Product:fox:mse
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8.3  Sales Milestone Payments. Takeda shall make milestone payments to Affymax
based on the first achievement of each milestone event in the Licensed Territory as set forth in
this Section 8.3. Takeda shall pay to Affymax the amounts set forth below as soon as reasonably
possible after Takeda recognizes and confirms the first achievement of the corresponding
milestone event with respect to the Product but in no event later than within ninety (90) days
after the end of a calendar guarter in which the corresponding milestone event is achieved;
provided, however, that if Affymax reasonably believes that a milestone has been achieved, then
Affymax shall notify the Finance Subcommittee, which shall promptly assess the sitwation and
send a recommendation to the JSC and the JSC shall determine whether such milestone has been
met. If the JSC confirms that such milestone has been met, then Takeda shall make the
corresponding milestone payment within ten (10) Business Days from such confirmation. Each
such payment shall be made by wire transfer of immediately available funds into an account
designated by Affymax in writing. Each milestone payment by Takeda to Affymax hereunder
shall be payable only once, regardless of the number of times achieved by one or more Products.
Each such payment is non-refundable and non-creditable against any other payments due
hereunder. .

Milestone Event Milestone Payment

-Ligeiised Totritoty: during a

8.4  Sharing of U.S. Expenses and U.S. Product Profit. During the Co-Promotion
Term, Affymax and Takeda shall share equally in the U.S. Product Profit for each Finished
Product. Within twenty (20) Business Days of the end of each calendar quarter following the
First Commercial Sale of the Finished Product in the U.S., each Party shall report to the Finance
Subcomnmittee its revenues. and individual Commercial Expense items (with appropriate
supporting information) involved in the computation of U.S. Product Profit and accrued during
such quarter with respect to each such Finished Product. Such reports shall be in such form as
the Parties may agree from time to time. The JSC and the Finance Subcommittee shall create
and maintain procedures for the reporting and implementation of Profit Equalization Payments
with respect to each Collaboration Product. In addition, Takeda shall provide Affymax with a
monthly statement of the amount of gross sales of Product in the U.S. Notwithstanding the
foregoing, with regard to the Comumercial Expenses incurred by either Party before the First
Commercial Sale in the U.S., the Parties shall calculate and equally share them on a calendar
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quatterly basis and shall make reconciliation, if necessary for this purpose of equal sharing,
within twenty (20) Business Days after each calendar quarter.

85  Royalties.

(a)  Royalty Rate. Takeda shall pay to Affymax royalties based on the
aggregate annual Net Sales of the Finished Product sold in the Royalty Territory at the rates set
forth below:

Royalty Terntory durmg a FlSéal Year that is greater than $[ ]. but equal to or less
than $[i OM] and

(iii) [24% of the portlon 0of}) aggregate Net Sales of such Product in the

For the purpose of calculation of “the aggregate annual Net Sales of the Finished Product
sold in the Royalty Territory” mentioned above, the Net Sales of the Product sold in a country of
the Royalty Territory on and after the Generic Competition Date (as defined in Section 8,5(h)) in
such country shall be excluded.

(b)  Royalty Rale Step Down. Takeda acknowledges that it shall continue to
enjoy substantial benefit from its license under, and the transfer to Takeda of certain elements of,
the Affymax Technology pursuant to this Agreement (including without limitation the Affymax
Know-How licensed to Takeda, and the regulatory data to be provided to Takeda, pursuant to
this Agreement) as well as from Takeda’s own development of Takeda Technology derived from
the practice of such license and Takeda’s use of such Affymax Technology, even after expiration
of all Valid Claims of the Affymax Patents and Joint Patents covering the composition of matter
of the Product in a country in the Licensed Territory, determined on a country-by-country basis
(and Product-by-Product basis if applicable) (the date upon which the Jast to expire of such Valid
Claims occurs for the Product in a particular country, the “Expiration Date”). Accordingly,
Takeda shall, on a country-by-country (and Product-by-Product basis if applicable), continue to
pay royalties on Net Sales of Product by Takeda, its Affiliates and sublicensees after the
Expiration Date in th untry, in consideration for the foregoing non-patent benefits,
at rates equal to | of the rates set forth in Section 8.5(a) above (resulting in
, which shall also apply to the royalties to be
paid from First Commercial Sale for the Net Sales in countries of the Royalty Territoty wherein
there is no Affymax Patents covering the composition of matter of the Product). Such reduced
royalty rates shall continue in effect ona Pmduct-by—Product and country-by-country basis, until
ich one or more Third Parties have
| of such Product in such country
such Product |

te], Takeda shall continue to pay royalties equal to
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[ne. dnd-onehalf parient (1:5%)] of Net Sales of Product by Takeda, its Affiliates and
sublicensees in the applncable country of the Royalty Territory, in consxderatlon for the use of the
Product Trademark. Such royalty of [6ne and one-half | pe

long as Takeda is sellm he Prod m such cou
thls Seeuon 8. 5('3).

i} the Product.

(¢)  Royalty Payments and Reports. All amounts payable to Affymax
pursuant to this Section 8.5 shall be paid in Dollars on a calendar quarter basis, subject to semi-
annual reconciliation, in accordance with this Section 8.5(c). Takeda shall, within twenty (20)
Business Days of the end of each calendar quarter, deliver Affymax a non-binding estimate of
the amounts payable to Affymax pursvant to this Section 8.5 based on the estimated Net Sales of
the Product in the Royalty Territory during such calendar quarter (the “Estimated Rayalty™) and
shall provisionally pay to Affymax the Estimated Royalty for the calendar quarter. It is
understood that the exact amount of the Net Sales in the Royalty Territory for such calendar
quarter as well as the IMS or other data necessary to determine whether the [Geéneric

fition Date] has come or not in a certain country or counirics of the Royalty Territory may
not be ‘available for the purpose of calculation of the Estimated Royalty, and Takeda may
calculate the Estimated Royalty from the ﬂash report then avallable o Takeda (for gross sales)

five: (5) quarter] period, the appropriateness of the rate of such deductions shall be
reviewed by the Parties based on the actual deductions for the Product since the First
Commercial Sale thereof and, the rate of deduction applied thereafter, upon mutual agreement
between the Parties, shall be modified or adjusted based on such actwal deductions, and, if
necessary, be further reviewed, modified or adjusted from time to time upon mutual agreement.
Takeda shall, within ninety (90) days after the end of each half of the Fiscal Year, deliver
Affymax a fixed report of the amount which should have actually been paid to Affymax,
pursuant to this Section 8.5, for the Net Sales in such half of the Fiscal Year as well as the report
with respect to the amount to be paid from one Party to the other Party for reconciliation of the
difference between the Estimated Royalties paid by Takeda to Affymax and the actual amount to
have been paid by Takeda to Affymax, pursuant to this Section 8.5, for the actual Net Sales
during the same half of the Fiscal Year. Within twenty (20) Business Days after Affymax’s
receipt of such reports, both Parties shall make reconciliation accordingly (i.e., by Affymax’s
paying the amount owed to Takeda (in the case of excess payment by Takeda) or by Takeda’s
paying the amount owed to Affymax (in the case of short payment by Takeda)) for the sarne half
Fiscal Year, without one Party being required to pay the other Party any interest thereon. Takeda
shall provide Affymax with a monthly flash statement of the amount of gross sales of Product in
the Royalty Territory during the applicable month. Each fixed report delivered by Takeda to
Affymax once every half of the Fiscal Year mentioned above shall include a monthly statement
of the amount of gross sales of Product in the Royalty Territory during the applicable half of the
Fiscal Year, an amount of Net Sales in the Royalty Territory during such half of the Fiscal Year
with quarterly breakdown, and a calculation of the amount of royalty payment due on such sales
for such balf of the Fiscal Year with quarterly breakdown. Takeda shall require its sublicensees
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to account for their Net Sales and to provide such reports with respect thereto so that Takeda can
fulfill the above-mentioned obligation in this Section 8.5(c).

8.6  Third Party Payments.

(a)  Existing Agreements. In addition to the royalties owed pursuant to
Section 8.5, Takeda shall reimburse Affymax for those royalties set forth on Exhibit I due to
Third Parties pursuant to the Existing Third Party License Agreements (as listed on Exhibit I)
with respect to the Commercialization of the Product in the Royalty Territory by Takeda, its
Affiliates or sublicensees. All royalties set forth on Exhibit [ due to Third Parties pursuant to the
Existing Third Party License Agreements with respect to the Commetcialization of the Product
in the U.S. shall be included in the Commercial Expenscs.

(b) Future Agreements. Except as provided in Section 9.13, both Parties,
through their involvement in the JSC, shall participate in the negotiation of Future Third Party
License Agreements pursuant to Section 6.7(h). The royalties, milestones, and other payments
due to Third Parties in respect of the license or acquisition of any Third Party technology
pursuant to a Future Third Party License Agreement, if concluded by Affymax and/or Takeda
with a Third Party with respect to the Development and Commercialization of the Product in the
Royalty Ternitory under this Agreement shall be borne by Takeda; provided, that Takeda shall
have the right to deduct up to [fifty peréent (50%)] of any such royalties, milestones, and other
payments borne by Takeda from the amounts otherwise due to Affymax under Section 8.5 of this
Agreement; pr0v1ded that in no event shall such deduction reduce the effectwe royalty rate

; ). All rov.altus mﬂestoneb ‘and other paymems due
to Third Pamcs pursuant fo the Future Third Parly License Agreements with respect to the
Development and Commercialization of the Product in the U.S. shall be included in the
Commercial Expenses.

{c) Reimbhursement Procedures. In the event that a Future Third Party
License Agreement provides for payments that are not directly associated with the Development
and/or Commercialization of the Product in a particular geographic territory, then such payments
shall he allocated as follows for purposes of this Section 8.6: seventy percent (70%}) to the U.S.
and thirty percent (30%) to the Royalty Territory. On a quarterly basis, Affymax shall invoice
Takeda for payments which Affymax actually made during such quarter to Third Parties to
whom such payments are due under a Future Third Party License Agreement, and Takeda shall
pay to Affymax such invoiced amount within thirty (30) days.

[1=CERTAIN CONFIDENTIAL ENFORMATION CONTAINED IN THIS DOCUMENT, MARKED BY BRACKYTS, IS FILED WITH THE SECURTITES AND
EXCHANGE COMMISSEON PURSUANT TC RULE 406 O TIIE Slx'unrrlmﬁ;\cr OF 1923, AS AMENDED.
5


http:M�Thi.rd

3.7 Taxes,

(a)  Cooperation and Coordination. The Parties acknowledge and agree that
it is their mutual objective and intent to minimize, to the extent feasible and legal, taxes payable
with respect to their collaborative efforts under this Agrecment and that they shall use all
commercially reasonable efforts to cooperate and coordinate with each other to achieve such
objective.

(b) Payment of Tax. A Party receiving a payment pursuant to this Article 8
shall pay any and ali taxes levied on such payment. If applicable Law reguires that taxes be
deducted and withheld from a payment made pursuant to this Articie 8, the remitting Party shall
promptly notify the other Party and provide all relevant information available to it and (i) deduct
those taxes from the payment; (ii) pay the taxes to the proper taxing authority; and (iii) send
evidence of the obligation together with proof of payment to the other Party within sixty (60}
days following that payment.

{¢) Tax Residence Certiflcate. A Party (including any entity to which this
Agreement may be assigned, as permitted under Section 15.5) receiving a payment pursuant to
this Article 8 shall provide the remitting Party appropriate certification from relevant revenue
authorities that such Party is a tax resident of that jurisdiction (a “Tax Residence Certificate™),
if such receiving Party wishes to claim the benefits of an income fax treaty to which that
jurisdiction is a party. Upon the receipt thereof, any deduction and withholding of taxes shall be
made at the appropriate treaty tax rate.

(d)  Assessment. FEither Party may, at its own expense, protest any
assessment, proposed assessment, or other claim by any Governmental Authority for any
additional amount of taxes, interest or penaltics or seek a refund of such amounts paid if
permitted to do so by applicable Law. The Parties shall cooperate with each other in any protest
by providing records and such additional information as may reasonably be necessary for a Party
to pursue such protest.

8.8 Blocked Currency. In each couniry where the local currency is blocked and
cannot be removed from the country, royalties accrued in that country shall be paid to Affymax
in Dollars and Takeda shall retain any amounts received in such restricted local currency, unless
the Parties otherwise agree.

8.9  Foreign Exchange. The rate of exchange to be used in computing the amount of
currency equivalent in Dollars owed to a Party under this Agreement shall be made at the period-
end rate of exchange quoted on the last day of the applicable calendar quarter by Cilibank in
New York City.

810 Late Payments. If a Party does not receive payment of any sum due to it on or
before the due date, simple interest shall thereafter accrue on the sum due to such Party until the
date of payment at the per annum rate of | )] over the then-current prime rate
quoted by Citbank in New York City, or the maximum rate allowable by applicable Law,
whichever is lower.
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8.11 Records; Aundits. Each Party shall maintain complete and accurate records in
sufticient detail to permit the other Party to confirm the accuracy of the calculation of payments
to the other Party under this Agreement. Upon reasonable prior notice, such records shall be
available during regular business hours of audited Party for a period of three (3) years from the
creation of individual records for examination at auditing Party’s expense, and not more often
than once each Fiscal Year, by an independent certified public accountant selected by auditing
Parly and reasonably acceptable to audited Party, for the sole purpose of verifying the accuracy
of the financial reports furnished pursuant to this Agreement. Any such auditor shall not disclose
audited Party’s Confidential Information, except to the extent such disclosure is necessary to
verify the accuracy of the financial reports fumished by audited Party or the amount of payments
due by audited Party under this Agreement. Any amounts shown to be owed but unpaid shall be
paid within thirty (30) days from the accountant’s report, plus interest {as set forth in Section 8.6)
from the original due date. Any amounts determined to be overpaid shall be refunded within
thiety (30) days from the accountant’s report. The auditing Party shall bear the full cost of such
audit unless such andit discloses an underpayment of the amount actually owed during the
applicable Fiscal Year of more than [five peréent (5%)]. in which case audited Party shall bear
the full cost of such audit.

ARTICLE 9

INTELLECTUAL PROPERTY MATIERS

9.1  Ownership of Inventions. Each Party shall own any inventions made solely by
its employees, agents, or independent contractors in the course of conducting its activities under
this Agreement, together with all intellectnal property rights therein (*Sole Inventions”). Any
inventions that are made jointly by employees, agents, or independent contractors of each Party
in the course of performing activities under this Agreement, together with all intellectual
property rights therein (“Joint Inventions™) shall be owned jointly by the Parties in accordance
with joint ownership interests of co-inventors under U.S. patent Laws, with each Party having,
unless otherwise set forth in this Agreement, the unrestricted right to license and grant rights to
sublicense each such Joint Invention, and each Party hereby agrees to consent, without payment
of any further consideration or royalty, to the joint Patty’s licensing of said joint Party’s interest
in such Joint Invention to Third Parties. Inventotship shall be determined in accordance with
U.S. patent Laws. Sole Inventions owned by Takeda and Takeda’s interest in all Joint Inventions
shall be included in the Takeda Technology. Sole Inventions owned by Affymax and Affymax’s
interest in all Joint Inventions shall be included in the Affymax 'Technology.

9.2  Disclosure of Inventions. LEach Party shall promptly disclose to the other any
invention disclosures, or other similar documents, submitted to it by its employees, agents or
independent contractors describing inventions that may be either Sole Inventions or Joint
Inventions, and all Information relating to such inventions.

923 Prosecution of Patenis.

{a) Affymax Patents Other (han Joinl Patenls. Excepl as otherwise
provided in this Section 9.3(a), Affymax shall have the sole right, authonity and obligation to file,
prosecute and maintain the Affymax Patents {other than Joint Patents which shall be prosecuted
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and maintained in accordance with Section 9.3(c)) on a worldwide basis. Affymax shall provide
Takeda reasonable opportunity to review and comment on such prosecution efforts regarding
such Affymax Patents in the Licensed Territory. Affymax shall provide Takeda with a copy of
material communications from any patent authority in the Licensed Territory regarding such
Affymax Patents, and shall provide Takeda with drafts of any material filings or responses to be
made to such patent authorities a reasonable amount of time in advance of submitting such
filings or responses. Notwithstandmg the foregoing, if Affymax desires to abandon or not
maintain any Patent within such Affymax Patents in the Licensed Territory, then Affymax shall
provide Takeda with thirty (30) days prior written notice of such desire (or such longer period of
time as reasonably necessary to allow Takeda to assume such responsibilities) and, if Takeda so
reqquests, shall provide Takeda with the opportunity to prosecute and maintain such Patent in the
Licensed Territory in place of Affymax, at Takeda's sole expense, in which case Affymax shall
assign such Patent in the Licensed Territory to Takeda (and such Patent shall thereafter be
included in the Takeda Patents). If Takeda desires Affymax to file, in the Licensed Territory, a
patent application that claims priority from a Patent within the Affymax Patents, other than a
Joint Patent, in thc Licensed Temitory, Takeda shall provide written notice to Affymax
requesting that Affymax file such patent application in the Licensed Territory. If Takeda
provides such written notice to Affymax, Affymax shall either (i) file and prosecute such patent
application and maintain any patent issuing thereon in the Licensed Tenmitory, at Affymax’s
expense, or (ii) notify Takeda that Affymax does not desire to file such patent application and
provide Takeda with the opportunity to file and prosecute such patent application and maintain
any patent issuing thereon in the Licensed Territory in place of Affymax, at Takeda’s sole
expense, in which case Affymax shall assign such patent application or a right to file such patent
_ application described in (ii) to Takeda in the Licensed Territory (and in which case such Patent
thus assigned to or filed by Takeda shall be included in the Takeda Patents).

(b) ‘'Takeda Patents Other Than Joint Patents. Except as otherwise
provided in this Section 9.3(b), Takeda shafl have the sole right and authority, but not an
obligation, to prosecute and maintain the Takeda Patents other than Joint Patents on a worldwide
basis at its sole discretion (subject to this Section 9.3(b)) and at its own cost and responsibility.
Takeda shall provide Affymax reasonable opportunity to review and comment on such
prosecution efforts regarding such Takeda Patents. Takeda shall provide Affymax with a copy
of material communications from any patent authority regarding such Takeda Patents, and shall
provide Affymax with drafts of any material filings or responses to be made to such patent
authorities a reasonable amount of time in advance of submitting such filings or responses. If
Takeda determines in its sole discretion to abandon or not maintain any Patent within the Takeda
Patents other than a Joint Patent anywhere in the world, then Takeda shall provide Affymax with
thirty (30) days’ prior written notice of such determination (or such longer period of time
reasonably necessary to allow Affymax to assume such responsibilities) and shall provide
Affymax with the opportunity to prosecute and maintain such Patent in the applicable
jurisdiction in place of Takeda at Affymax’s sole expense, and if Affymax so requests, Takeda
shall assign such Patent to Affymax (in which case such Patent shall be included in the Affymax
Patents). If Affymax desires Takeda to file, in a particular jurisdiction, a patent application that
claims priority from a Patent within the Takeda Patents, Affymax shall provide written notice to
Takeda requesting that Takeda file such patent application in such jurisdiction. I Affymax
provides such written notice to Takeda. Takeda shall either (i) file and prosecute such patent
" application and maintain any patent issuing thereon in such jurisdiction at Takeda's expense, or
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(ii) notify Affymax that Takeda does not desire to file such patent application and provide
Affymax with the opportunity to file and prosecute such patent application and maintain any
patent issuing thereon at Affymax’s sole expense in place of Takeda, in which case Takeda shall
assign such patent application or a nght to file such patent application descnbed in (ii) to
Affymax (and in which case such Patent shall be included in the Affymax Patents).

()  Joint Patents. With respect to any potentially patentable Joint Invention,
the Parties shall meet and agree upon which Party shall prosecute and maintain patent
applications covering such Joint Invention (any such patent application and any patents issuing
therefrom a “Joint Patent”) in particular countries and jurisdictions throughout the world. It is
the intention of the Parties that, unless otherwise agreed, Takeda would prosecute and maintain
any Joint Patents in the Licensed Territory other than the U.S., and Affymax would prosecute
and maintain the Joint Patents in the U.S., subject to the Parties coordinating their efforts as
appropriate to make such prosecution activities as efficient, convenient and harmonious as
possible. The external costs of such prosecution of the Joint Patents shall be shared equally by
the Parties and the internal costs of such prosecution of the Joint Patents shall be borne by the
Party that prosecutes a patent application in the Joint Patents (the “Prosecuting Party”). The
Prosecuting Party sha{l provide the other Party reasonable opportunity to review and comment
on such prosecution efforts regarding the applicable Joint Patents in the particular jurisdictions,
and such other Party shall provide the Prosecuting Party reasonable assistance in such efforts,
The Prosecuting Party shall provide the other Party with a copy of all material communications
from any patent authority in the applicable jurisdictions regarding the Joint Patent being
prosecuted by such Party, and shall provide the other Party with drafts of any material filings ot
responses to be made to such patent authorities a reasonable amount of time in advance of
submitting such filings or responses. In particular, each Party agrees to provide the other Party
with all information necessary o1 desirable to enable the other Party to comply with the duty of
candor/duty of disclosure requirements of any patent authority. Except to the extent a particular
Party is restricted by the licenses granted to the other Party or the other covenants contained in
and subject to the terms of the Agreement, each Party shall be entitled o practice, and grant to
Third Parties and its Affiliates the right to practice, the Joint Patents and all Joint Inventions
without restriction or an obligation to account to the other Party, and the other Party hereby
consents, without additional consideration, to any and all such licenses. Either Party may
determine that it is no longer interested in supporting the continued prosecution or maintenance
of a particular Joint Patent in a country or jurisdiction, in which case: (i) such Party may elect to
cease its ownership interest in such Joint Patents and shall, if requested in writing by the other

. Party, assign its ownership interest in such Joint Patent in such country or jurisdiction to the
other Party for no additional consideration, and (ii) thereafter, the electing Party shall be released
from any obligations with regard to such Joint Patents and any such Joint Patent would thereafter
be deemed a Affymax Patent in the case of assignment to Affymax, or a Takeda Patent in the
case of assignment to Takeda

(d)  Cooperation in Prasecution. Each Party shall provide the other Party all
reasonable assistance and cooperation in the Patent prosecution efforts provided above in this
Section 9.3, including providing any necessary powers of attorney and executing any other
required documents or instroments for such prosecution.

94  Patent Term Extensions in the Licensed Territory. The internal patent counsel
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of each Party shall discuss and recommend for which, if any, of the Affymax Patents, Takeda
Patents and Joint Patents in the Licensed Territory the Parties should seek Patent Term
Extensions in the Licensed Territory, and, Affymax, in the case of the Affymax Patents, and
Takeda in the case of the Takeda Patents and Joint Patents, shall have the final decision-making
authority with respect to applying for any such Patent Term Extensions in the Licensed Territory,
and shall act with reasonable promptness in light of the development stage of the Product to
apply for any such Patent Term Extensions, where it so elects, provided, however, that if in the
Licensed Territory only one such Patent can obtain a Patent Term Extension, then the Parties
shall consult in good faith to determine which such Patent should be the subject of efforts to
obtain a Patent Term Extension, and (a) in case of disagreement with respect to the U.S., the JSC
shall determine which single Patent should be exiended and (b) in case of disagreement with
respect to the Royalty Temitory, Takeda’s decision on which single Patent to be extended shall
control. The Party that does not apply for an extension hereunder shall cooperate fully with the
other Party in making such filings or actions, for example and without limitation, making
available all required regulatory data and information and executing any required authorizations
to apply for such Patent Term Extension. All activities of the Parties pursuant to this Section 9.4
for the Liccnsed Territory shall be at the expense of the Party who owns such extended Patents
(in case of Joint Patents, expenses shall be shared equally by the Parties).

9.5 Infringenent of Patents by Third Parties.

(a)  Notification. Each Party shall promptly notify the other Party in writing
of any existing or threatened infringement of the Affymax Patents, Joint Patents or Takeda
Patents of which it becomes aware, and shall provide evidence in such Party’s possession
demonstrating such infringement.

()  Infringement of Affymax or Joint Patents in the Licensed Territory.

(i) If a Party becomes aware that a Third Party infringes any Affymax
Patent or Joint Patent in the L1censed Teritory by making, using, importing, offering for sale or
_ ] or any product containing the Peptide,
(such actlvmes. “Product Infrmgement”) then such Party shall so notify the other Party as
provided in Section 9.5(a), which such notice shall include all Information available to the
notifying Party regarding such alleged infringement. The process for bringing a suit or action
shall be as follows:

(1) Inthe U.S., Affymax shall have the first right, but not the
obligation, to bring an appropriate suit or other action against any person or entity engaged in -
such Product Infringement, subject o Section 9.5(b)(ii) below, with such extemal expenses
shared equally by the Parties (except as otherwise expressly provided in this Section
9.5(b)(i)(1)). Affymax shall have a period of one hundred twenty (120) days after notification by
a Party hercunder (or shorter period, if required by the nature of the possible proceeding), to elect
to so enforce such Patent. In the event it does not so elect, it shall so notify Takeda in writing
during such one hundred twenty (120) day time period (or above-mentioned shorter period), and
Takeda shall have the right, but not the obligation, to commence a suit or take action to enforce
the applicable Patent against such Third Party perpetrating such Product Infringement, with such
external expenses shared equally by the Parties (except as otherwise expressly provided in this
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Section 9.5(b)(i)(1)). Each Party shall provide to the Party enforcing any such rights under this
Section 9.5(b)(i)(1) reasonable assistance in such enforcement, at such enforcing Party’s request,
including joining such action as a party plaintiff if required by applicable Law to pursue such
action. The enforcing Party shall keep the other Party regularly informed of the status and
progress of such enforcement efforts, and shall reasonably consider the other Party’s comments
on any such efforts. Each Party shall bear all of its own internal costs incured in connection
with its activities under this Section 9.5(b)(i)(1). Any recoveries under this Section 9.5(b)(i)(1)
shall first be applied to the recovery of external expenses incurred by both Parties in bnngmg the
suit or action; and the remaining amounts, if any, shall be [§haré

@ In the Royalty Territory, Takeda shall have the first right,
but not the obligation, to bring an appropriate suit or other action against any person or entity
engaged in such Product Infringement, subject to Section 9.5(b)(ii) below, at its sole cost and
expense (except as otherwise expressly provided in this Section 9.5(b)(i}(2)). Takeda shall have
a period of one hundred twenty (120) days (or shorter period, if required by the nature of
possible proceeding) after notification by a Party hereunder, to elect to so enforce such Patent.
In the event Takeda does not so elect, it shall so notify Affymax in writing during such one
hundred twenty (120) day time period (or above-mentioned shorter period), and Affymax shall
have the right, but not the obligation, to commence a suit or take action to enforce the applicable
Patent against such Third Party perpetrating such Product Infringement at its sole cost and
expense (except as otherwise expressly provided in this Section 9.5(b)(i}(2)). Each Party shall
provide to the Party enforcing any such rights under this Section 9.5(b)(i}2) reasonable
assistance in such enforcement, at such enforcing Party’s request, including joining such action
as a party plaintiff if required by applicable Law to pursue such action. The enforcing Party shall
keep the other Party regularly informed of the status and progress of such enforcement efforts,
and shall reasonably consider the other Party’s comments on any such efforts. Any recoveries
obtained from a suit or an action commenced by Takeda hereunder shall first be applied to the
recovery of expenses incumred by Takeda in bringing the suit or action; and the remaining
amounts, if any, shall be [5 Any recoveries obtained from & suit or
an action commenced by Affymax shall be |

(3)  Notwithstanding anything to the contrary in this Section
9.5, Takeda acknowledges and agrees that, pursuant to Section 2.3(e) of the Nektar Agreement,
neither Affymax nor Takeda shall have any enforcement rights with respect to the Enzon Patents.

(i) The Party notified but not bringing an action with respect to
Product Infringement in the Licensed Territory under Section 9.5(b) shall be entitled to separate
représentation in such matter by counsel of its own choice and at its own expense, but such Party
shall at all times cooperate fully with the Party bringing such action. Additionally, the Party not
bringing an action under this Section 9.5(b) may have an opportunity to participate in such action
to the extent that the Parties may mutually agree at the time the other Party elects to bring an
action hereunder.

(¢} Infringement of Takeda Patents (Other than Joint Patents) in the
Licensed Territory. For all infringement of any Takeda Patents (other than Joint Patents) in the
Licensed Territory, Takeda shall have the exclusive right, but not the obligation, to bring, at
Takeda's expense and in its sole control, an appropriate suit or other action against any person or
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entity engaged in such infringement of such Takeda Patent. Takeda shall have a period of one
hundred twenty (120) days (or shorter period, if required by the nature of possible proceeding)
after notification by a Party under Section 9.5(a), to elect to so enforce such Patent. In the event
Takeda does not elect to bring a suit or action, it shall so notify Affymax in writing during such
one hundred twenty (120) day time period (or above-mentioned shorter period), then Affymax
shall have the right, but not the obligation, to commence a suit or take action to enforce the
applicable Takeda Patent against such Third Party perpetrating such infringement at its sole cost
and expense. Each Party shall provide to the Party enforcing any such rights under this Section
9.5(c) reasonable assistance in such enforcement, at such enforcing Party’s request, including
joining such action as a party plaintiff if required by applicable Law to pursue such action. The
enforcing Party shall keep the other Party regularly informed of the status and progress of such
enforcement efforts, and shall reasonably consider the other Party’s comments on any such
efforts. Any recoveries by a Party proceeding hereunder shall be [tetaiz :
shie .

(d) Settlement. Takeda shall not settle any claim, suit or action that it brings
under this Section 9.5 involving Affymax Patents (excluding Joint Patents) in any manner that
would negatively impact Affymax Patents anywhere in the world, or that would limit or restrict
the ability of either Party to manufacture, use, sell, offer for sale or import the Product anywhere
in the world, without the prior written consent of Affymax. Affymax shall not settle any claim,
suit or action that it brings under this Section 9.5 involving Takeda Patents (excluding Joint
Patents) in any manner that would negatively impact the Takeda Patents cr that would limit or
restrict the ability of either Party to manufacture, use, sell, offer for sale or import the Product
anywhere in the world, without the prior written consent of Takeda. Neither Party shall sette
any claim, suit or action that it brings under this Section ‘9.5 involving Joint Patents in any
manner that would negatively impact the Joint Patents or that would limit or restrict the ability of
either Party to manufacture, use, sell, offer for sale or import the Product anywhere in the world,
without the prior written consent of such other Party.

9.6 Infringement of Third Party Rights in the Licensed Territory.

(a) Notice. If any Product manufactured, used or sold by either Party, its
Affiliates, licensees or subliccnsees becomes the subject of a Third Pasty’s claim or assertion of
infringement of a Patent granted by a jurisdiction within the Licensed Territory relating to the
manufacture, use, sale. offer for sale or importation of Hematide, Peptide]
Preduct, the Party first having notice of the claim or assertion shall promptly notify the JSC, and
the Parties shall promptly meet to consider the claim or assertion and the appropriate course of
action for an approval by the JSC.

(b)  Defense. The Partics. working through the JSC, shall cooperate to defend
any such claims under the strategy, terms and conditions as may be authorized by the JSC. The
JSC shall designate one Party as the leading Party for such defense. The Parties shall make
decisions with regard to such actions covered by this Section 9.6 jointly through the JSC in
accordance with the provisions of Sections 2.5(b) and 2.5(c), provided that any unresolved
disputes shall not be subject to settlement by expedited arbitration and, in the case of any
unresolved dispute, each Party nained as a defendant in such action shall be entitled upon written
notice to defend itself in such matter independently by counsel of its own choice and at its own
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expense; provided, that each Party shall inform the other Party of the progress of such defense
and, if reasonably requested by the other Party, shall reasonably cooperate with the other Party.
For so long as the Parties contmue fo pursue such matter jointly thrpugh the ISC all costs and

In any action pursued jointly by the Parties through the JSC the non-leac!mg Party shall
reasonably cooperate with the leading Paty, including if required to conduct such defense,
furnishing a power of attorney. The non-leading Party shall have the right to confer, through the
JSC, with the leading Party in any such defense and the leading Party shall consider in good faith
such input from the non-leading Party. If either Party desires to be released from the cost-
sharing obligation described above, then such Party (a “Removed Party”) shall be entitled, upon
thirty (30) days prior written notice to the JSC, to be released from sharing such costs and the
matter shall thereafter be handled and pursued at the discretion of the continuing Party (a
“Continning Party”). Following the end of such thirty (30) day notice petiod, the Continuing
Party shall bear all costs and expenses for the continuation of the matter. The Removed Party
shall promptly and reasonably cooperate to support the defense efforts of the Continuing Party.
In any event, the Removed Party shall forego its ughts to separate representation in any matter
from which it has withdrawn.

{¢)  Settlement. Neither Party shall enter into any settlement of any claim
described in this Section 9.6 that affects the other Party’s rights or interests without such other
Party’s written consent, which consent shall not be unreasonably withheld or delayed.

(d)  Settlement Payment. Any amounts that either Party becomes obligated
to pay as a result of any settlement of or decision rendered in any defense pursuant to this
Section 9.6 with respect to the manufacture, use, sale, offer for sale or import of the Product i in or
for the Licensed Temtoryushall be [df§ /] Al i

9.7  Patent Marking. Takeda (or its Affiliate, sublicensee or distributor) shall mark
. Product marketed and sold by Takeda (or its Affiliate, sublicensee or distributor) hereunder with
appropriate patent numbers or indicia at Affymax’s request to the extent permitted by applicable
Law, if such markings or such notices impact recoveries of damages or equitable remedies
available with respect to infringements of patents in the Licensed Territory.

98 Infringement of Trademarks by Third Parties. Affymax shall take all
reasonable and appropriate steps to protect, defend and maintain each Product Trademnark for use
in connection with a Product, and all registrations therefor. Each Party shall notify the other
Party promptly upon learning of any actual, alleged or threatened infringement of the Product
Trademark. Upon learning of such actual, alleged or threatened infringement, Affymax shall
have the obligation to, in consultation with Takeda, institute and control an appropriate action or
proceeding to halt the infringement, unless the Parties otherwise mutually agree. All recoveries
in connection therewith shall be allocated first to the costs and expenses of Affymax, and second,
to the costs and expenses (if any) of Takeda, with any remaining amounts (if any) to be allocated
as follows: (i) any recovery with respect to a countiy in the Royalty Territory shall be shared
equally, and (ii) any recovery with respect to the U.S. shall be included in U.S. Product Profits
for the applicable Fiscal Year. Takeda shall have the right to participate in all such actions or
proceedings. For the purposes of the foregoing provisions of this Section 9.8, Affymax shall also
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have the right to control settlement of such claim; provided, however, that no settlement shall be
entered into without the written consent of Takeda, not to be unreasonably withheld, conditioned
or delayed if the Commercialization of the Product is not adversely impacted by the settiement.
With regard to any other actual, alleged or threatened infringement by a Third Party of trade
dress, logo, slogan, or of any unfair trade practices, trade dress imitation, passing off of
counterfeit goods, or like offenses in relation to the Product, each Party shall notify the other
Party promptly upon leaming of the same, and, the JSC shall without delay consider and decide
whether and what action should be taken against thereto.

9.9  Patent Oppositions and Other Proceedings. If either Party desires to bring an
opposition, action for declaratory judgment, nullity action, interference, declaration for non-
infringement, reexamination or other attack upon the validity, title or enforceability of a Patent
owned or controlled by a Third Party that covers, in the Licensed Territory, the Peptide,
[Dlpc 'de] or the Product, or the manufacture, use, sale, offer for sale or imponation of the
Peptide[::Dipeptidé] or the Product (except insofar as such action is a counterclaim to or defense
of, or accompanies a defense of, a Third Party’s ¢laim or assertion of infringement under Section
9.6, in which case the provisions of Section 9.6 shall govern), such Party shall so notify the JSC
and the Parties shall promptly confer to determine whether to bring such action or the manner in
which to settle such action for the approval by the JSC. The Parties working jointly through the
ISC shall cooperate to assert any such claims under the strategy, terms and conditions as may be
authorized by the JSC. The JSC shall designate one Party as the leading Paity for such claims.
The Parties shall make decisions jointly through the JSC in accordance with the provisions of
Sections 2.5(b) and 2.5(c), provided that any unresolved disputes shall not be subject to
settlement by expedited asbitration and, in the case of any unresolved dispute, each Party shall be
entitled to bring such action or settlement thereof independently by counsel of its own choice and
at its own expense; provided, that each Party shall inform the other Party of the progress of such
action and, if reasonably requested by the other Party, shall reasonably cooperate with the other
Party. For so long as the Parties continue to puisue such matter jointly through the JSC, all
costs and expenses of any actions or settlement efforts under this Section 9.9 shall be shared
equally by the Parties. In any action pursued jointly by the Parties through the JSC, the non-
leading Party shall cooperate fully with the leading Party, including, if required, to conduct such
defense, furnishing a power of attorney. The non-leading Party shall have the right to confer
with the leading Party, and the leading Party shall consider in good faith input from the non-
leading Panty. If either Party desires to be released from the cost-sharing obligation described
above, then such Party (a “Removed Party”) shall be entitled, upon thirty (30) days prior written
notice to the JSC, to be 1eleased from sharing such costs and the matter shall thereafter be
handled and pursued at the discretion of the continuing Party (a “Continuing Party™).
Following the end of such thirty (30) day notice period, the Continuing Party shall bear all costs
and expenses for the continuation of the matter. The Removed Party shall promptly and
reasonably cooperate to support the defense efforts of the Continuing Party, In any event, the
Removed Party shall forego its rights to separate representation in any matter from which it has
withdrawn. Any awards or amounts received in bringing any such action, if any, shall (a) if
obtained through an action pm‘sued jointly by the Parties through completion, shall be first
allocated to reimb the Par tive expenses in such action, and any remaining
amounts shall b ; or (b) if obtained by a Continuing Party, shall
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9.10 Parties” Patenl Rights. If an Affymax Patent, Joint Patent or Takeda Patent
becomes the subject of any proceeding commenced by a Third Party within the Licensed
Territory in connection with an opposition, reexamination request, action for declaratory
judgment, nullity action, interference or other attack upon the validity, title or enforceability
thereof (except insofar as such action is a counterclaim to or defense of, or accompanies a
defense of, an action for infringement against a Third Party under Section 9.5, in which case the
provisions of Section 9.5 shall govern), then the Party owning or otherwisc Controlling such
Patent shall promptly notify the other Party of such effect and discuss with the other Party how
to defend such proceedings. The Party owning or otherwise Controlling such Patent shall, in
close communication and discussion with the other Party, control such defense and shall solely
bear the costs of such defense; provided that if such action relates to a Joint Patent, the Parties
shall confer and determine which Party shall control such action and bear the associated costs.
The controlling Party shall permil the non-controlling Party to participate in the proceeding to
the extent permissible under applicable Law, and to be represented by its own counsel in such
proceeding, at the non-controlling Party’s expense. Any awards or amounts received in
defending any such Third-Party action, if any, shall be first allocated to reimburse the Parties’
respective expenses in such action, and any remaining amounts shall be [refaineif by the Parties
defending such Third Paty 4ction).

9.11 Orange Book Listing, Compendial Listing. Upon request of Takeda, Affymax
shall file appropriate information with the Regulatory Authority in the U.S. listing any Affymax
Patents in the Orange Book and shall allow Takeda to file appropriate information with the
Regulatory Authority in the Royalty Territory listing any Affymax Patents in the Orange Book
eguivalent in such Royalty Territory, if any, as a Patent related to the Product and the Parties
shall use Diligent Efforts to obtain and maintain such listing.

9.12 Registration of Exclusive License. Within a reasonable period of time after the
Effective Date, Affymax shall register before the Governmental Authorities in the Licensed
Territory that Takeda is the exclusive licensee under the Affymax Patents pursuant to this
Agreement,

9.13 Certain Patent Matters. With regard to fth omplamts] set forth in [lteins

1 with respect to the Dev lopment and
Li icensed Territory hereunder bé
3; provided, that any [e
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ARTICLE 10

REPRESENTATIONS AND WARRANTIES

10.1 Mutual Representations and Warranties. Each Party hereby represents,
warrants, and covenants (as applicabie) to the other Party as follows:

(a)  Corporate Existence and Power. It is a company or corporation duly
organized, validly existing, and in good standing under the Laws of the jurisdiction in which it is
incorporated, and has full corporate power and authority and the legal right to own and operate
its property and assets and to carry on its business as it is now being conducted and as
contemplated in this Agreement, including, without limitation, the right to grant the licenses
granted by it hereunder.

(b)  Authority and Binding Agreement. As of the Effective Date, (i) it has
the corporate power and authority and the legal right Lo enter into this Agreement and perform its
obligations hereunder; (ii) it has taken all necessary corporate action on its part required to
authorize the execution and delivery of the Agreement and the performance of its obligations
hereunder; and (iii) the Agreement bas been duly executed and delivered on behalf of such Party,
and constitutes a legal, valid, and binding obligation of such Party that is enforceable against it in
accordance with its terms.

(¢) No Conflict. It is not a party to any agreement that would prevent it from
granting the rights granted to the other Party under this Agreement or performing its obligations
under this Agreement. The execution, delivery and performance of this Agreement shall not
violate, conflict with or constitute a default under any agreement (including its corporate charter
or other organizational documents) to which it is a party or to which it may be bound, or to its
best knowledge, any applicable Laws or order of any court or other tribunal.

(d}) No Debarment. In the cowse of the Development and
Commercialization of the Product, each Party has not used and shall not use, during the term of
this Agreement, any employee or consultant who has been debamred by any Regulatory
Authority, or is the subject of debarment proceedings by a Regulatory Authority.

10.2 Additional Representations, Warranties and Covenants of Affymax.
Affymax represents, warrants and covenants (as applicable) to Takeda as follows, as of the
Effective Date:

{a)  Regulatory Materials and Studies, To the best of Alffymax’s
knowledge, all Regulatory Materials Controlled by Affymax in existence as of the Effective Date
and to which Takeda has rights of use or reference hereunder (collectively, “Affymax
Reguiatory Materials”), including the Regulatory Materials described in Section 4.1(a), have
been prepared, maintained and retained in accordance with applicable Laws. All preclinical and
clinical studies conducted with respect to Hematide and the Product in connection with the
preparation of the Affymax Regulatory Materials, incleding such studies from which the data
described in Scction 4.1(a) are derived, have been conducted substantially in accordance with
applicable Laws by persons with appropriate education, knowledge and experience. Affymax

[ 1= CERTAIN CONMDENTIAL BNFORMATION CONTAINED IN TBIS DOCUMENT, MARKED BY BRACKEYS, 15 FILED WITH TME SECURITIES AND
EXCHANGE COMMISSION PURSUANT TO RULE 406 Or mnSmmmgl}T ACT OF 1933, AS AMENDED,



has not been debarred and is not subject to debarment, in each case pursuant to Section 306 of
the FD&C Act or any similar law or regulation in any jurisdiction outside the United States.

b Sufficiency of License Grants.

(i) Except as set forth on Schedule 10.2(b)(i) hereto, the Affymax
Patents, Affymax House Marks and Product Trademark are not subject to any encumbrance, lien
or claim or ownership by any Third Party that is inconsistent with the rights and (sub)licenses
granted to Takeda bhereunder;

(ii)  Except as set forth on Schedule 10.2(b)(ii) hereto, Affymax owns
or possesses adequate right, title and interest in any Affymax Patents, Affymax House Marks and
Product Trademark to grant the license thereto to Takeda as provided in Article 6;

(iif} No claim or litigation has been brought or, to the knowledge of
_Affymax, is threatened to be brought, by any person or entity alleging that (A) any of the
Affymax Patents, Affymax House Marks and Product Trademark in the Licensed Termritory is
invalid or unenforceable, or (B) practice of any of the Affymax Technology and the use of
Affymax House Marks and the Product Trademark in the Licensed Territory infringes or
otherwise conflicts or interferes with any intellectual property or proprietary right of any Third
Party;

(iv) To the knowledge of Affymax, prior to the Effective Date, no
Third Party has infringed or misappropriatcd any Affymax Technology, Affymax House Marks
or the Product deemark by making, using, importing, offering for sale or sellmg the Product,
] or any product containing the Peptide or [} ¢], and, as of the
Effective Date, there is no actual or threatened infringement or misappropriation of the Affymax
TeohnOIOgy, Affymax House Marks or the Product Trademark by any Third Party by making,
using, importing, offering for sale or selling the Product, Hematide| Di 2] or any
product containing the Peptide [61 Dif ]

v) Except as set forth on Schedule 10.2(b)(v), to the knowledge of
- Affymax, neither (A) Takeda's exercise of its rights hereunder with respect to the Affymax
Technology, Affymax House Marks and Product Trademark, nor (B) Affymax's or Takeda's
Development or Commercialization of the Product in the Field and the Licensed Territory, shall
infringe any Patent or other intellectual property right or other p1op1‘1eta:y right of any Third
Party;

(vi)  This Agreement is consistent with all of the Third Party License
Agreements in all respects and does not conflict with, violate, breach or otherwise give rise to a
default by Affymax under, any term of each of the Third Pasty License Agreement;

(vif) Affymax has obtained any and all consents, if any, required from
Third Parties for Affymax to enter into this Agreement and to grant to Takeda the licenses and
other rights provided herein and has provided a copy of such consents to Takeda;

(vili) Affymax owns or possesses adequate right, title and interest in the
Affymax Know-How to grant the license thereto to Takeda as provided in Article 6,
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(ix) Exhibit [ sets forth all license agreements existing as of the
Effective Date to which Affymax is a party and under which Affymax has obtained a license
from certain Third Parties relating to inventions necessary or useful for Development or
Commercialization of the Product, the Peptide, Hematide {or:the Dipéptide] in the Field and the
Licensed Territory; and

(x)  Exhibit I and Exhibit N set forth all payment obligation relating to
the Existing Third Party License Agreement for which Takeda shall be obligated to bear.

(c)  Patent/House Mark/Trademark Matters in the Licensed Territory.
With respect to the Licensed Territory, and as of the Effective Date: (1) All registration,
majntenance and renewal fees due in connection with each Affymax Patent, Affymax House
Marks and Product Trademark have been paid in a timely manner, {ii) all docoments required to
be filed in order to maintain each Affymax Patent, Affymax House Marks and Product
Trademark have been filed in a timely manner, (iif) no action has been taken that would
constitute waiver, abandonment or any similar relinguishment of rights with respect to any
Affymax Patent, Affymax House Marks and Product Trademark, and (iv) all relevant prior art
known to the entity filing any patent application for any Affymax Patent, Affymax House Marks
and Product Trademark has been presented to the relevant patent anthority.

(d)  Supply of Bulk API or Finished Product by Affymax. All Bulk APIor
the Finished Product supplied by Affymax to Takeda pursuant to this Agreement shall he
manufactured, handled, stored by Affymax or its Third Party contract manufacture(s) in
compliance with applicable Laws, including without limitation the GMP requirements.

(¢)  Listing of Backup Compounds. The list set forth on Schedule 1.9
includes all Backup Compounds as of the Effective Date.

® Cross-License Agreement. In addition to the representation and
warranty set forth in Section 10.1(c), to the knowledge of Affymax, the requirement described in
clause (ii) of Section 6.7(a) above shail not have any negative impact on the Parties’ rights and
obligations under this Agreement, assuming that the Parties comply with the terms of this
Agreement, and, there is no fact or indication that the Cross-License is going to or may be
terminated,

10.3 Additienal Representation of Takeda. Takeda hereby represents and warrants
to Affymax that, as of the Effective Date,

(a)  Neither Takeda nor its Affiliates, either on their own or in collaboration
with a Third Party, are marketing, promoting, or selling in the Licensed Territory any product
that includes or is comprised of an ESA for the prevention, treatment or amelioration of anemia
in humans, and

(»  All Finished Product supplied by Takeda to Affymax for the Development
pursuant to this Agreement shall be Finished Manufactured, handled, stored by Takeda or its
Third Party contract manufacture(s) in compliance with applicable Laws, including without
limitation the GMP requirements.
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104 Disciaimer. Takeda understands that the Product is the subject of ongoing
clinical research and development and that Affymax cannot assure the safety or usefulness of the
Product. In addition, Affymax makes no warranties except as set forth in this Agreement
concerning the Affymax Technology.

10.5 Ne Other Representations or Wairanties. EXCEPT AS EXPRESSLY
STATED IN THIS AGREEMENT, NO REPRESENTATIONS OR WARRANTIES
WHATSOEVER, WHETHER EXPRESS OR IMPLIED, INCLUDING, WITHOUT
LIMITATION, WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR
PURPOSE, NON-INFRINGEMENT, OR NON-MISAPPROPRIATION OF THIRD PARTY
INTELLECTUAL PROPERTY RIGHTS, ARE MATE OR GIVEN BY OR ON BEHALF OF A
PARTY. ALL REPRESENTATIONS AND WARRANTIES, WHETHER ARISING BY
OPERATION OF LAW OR OTHERWISE, ARE HEREBY EXPRESSLY EXCLUDED.

ARTICLE 11

INDEMNIFICATION

11.1 Indemnification by Affymax. Affymax shall defend, inderunify, and hold
Takeda, its Affiliates, its sublicensees under this Agreement and their officers, directors,
employecs, and agents (the “Takeda Indemnitees™) harmiess from and against any and all Third
Party claims, suits, proceedings, damages, expenses (including court costs and reasonable
attorneys’ fees and expenses), and recoveries, including product liability claims (collectively,
“Claims™) to the extent that such Claims arise out of, are based on, or result from (a) the
Development, manufacture, storage, handling, use, promotion, sale, offer for sale, and
importation of Hematide and/or the Product by or on behalf of Affymax or the Development
activities conducted by or on behalf of Affymax, including without limitation the Development
activities prior to or ongoing as of the Effective Date, subject to Section 11.3; (bt) a breach of any
of Affymax’s representations, warranties, and obligations under the Agreement; or (¢) the willful
misconduct or negligent acts of Affymax, its Affiliates, or the officess, directors, employees, or
agents of Affymax or its Affiliates. The foregoing indemnity obligation shall not apply if the
Takeda Indemnitees fail to comply with the indemnification procedures set forth in Section 11.4,
or to the extent that any Claim arises from, is based on, or results from (i) the Development,
manufacture, storage, handling, use, promotion, sale, offer for sale, and importation of Hematide
and/or Product by Takeda or its Affiliates, sublicensees, or distributors; (ii) a breach of any of
Takeda’s representations, warranties, and obligations under the Agreement; or (jii) the willful
misconduct or negligent acts of Takeda or its Affiliates, or the officers, directors, employees, or
agents of Takeda or its Affiliates.

11.2 Indemnification by Takeda. Takeda shall defend, indemnify, and hold
Affymax, its Affiliates, its sublicensees under this Agrecment and their officers, directors,
employees, and agents (the “Affymax Indemnitees™) harmless from and against any and all
Claims to the extent that such Claims arise out of, are based on, or result from () the
Development, manufacture, storage, bandling, use, promotion, sale, offer for' sale, and
importation of Hematide and/or Product by Takeda or its Affiliates, sublicensees, or distributors,
“subject to Section 11.3; (b) a breach of any of Takeda's- representations, warranties, and
obligations under the Agreement; or (c) the willful misconduct or negligent acts of Takeda or its
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Affiliates, or the officers, directors, employees, or agents of Takeda or its Affiliates. The
foregoing indemnity obligation shall not apply if the Affymax Indemnitees fail to comply with
the indemnification procedures set forth in Section 11.4, or to the exient that any Claim arises
from, is based on, or results from (i) the Development, manufacture, storage, handling, use,
promotion, sale, offer for sale, and importation of Hematide and/or Product by or on behalf of
Affymax or the Development activities conducted by or on behalf of Affymax, including without
limitation the Development activities prior to or ongoing as of the Effective Date; (ii) a breach of
any of Affymax’s representations, warranties, and obligations under the Agreement; or (iii) the
willful misconduct or negligent acts of Affymax, its Affiliates, or the officers, directors,
employees, or agents of Affymax or its Affiliates.

11.3 Indemnification for the Produet in the U.S. Each Party hereby agrees to
defend, indemnify, and hold the other Party and its officers, directors, employees, and agents
harm]ess from and against any and all Claims to the extent that such Claims arise out of, are
based on, or result from the Development, manufacture, storage, handling, use, promotion, sale,
offer for sale, and importation of the Product in the U.S,, by the indemnifying Party or its
Affiliates, sublicensees, or distributors, but only to the extent that such Claims (i) result from the
negligence or willful misconduct of the indemnifying Party or its Affiliates, sublicensees, or
distributors, (i) do not result also from the negligence or willful misconduct of the Party seeking
indemnification (or its Affiliates, sublicensees, or distributors); and (iii} are not Claims for which
a Party indemnifies the other Party pursuant to the Supply Agreement, Co-Promotion Agreement
of any other written agreement between the Parties in respect of the Product. ‘The foregoing
indemnity obligation shall not apply if the applicable indemnitees fail to comply with the
indemnification procedures set forth in Section 11.4. Expenses relating to any other Claims
resulting directly or indirectly from the manufacture, use, handling, storage, sale or other
disposition of the Product in the U.S. shall be shared equally by the Parties at the time such
expenses are required to be paid. '

11.4 Indemnification Procedures. The Party claiming indemnity under this Article
11 (the “Indemnified Party”) shall give written notice to the Party from whom indemnity is
being sought (the “Indemnifying Party”) promptly after learning of such Claim. In the event of
a claim relating to the U.S., the Parties shall confer as to whether such claim would result in
indemnification wnder Section 11.3 and in any event how to respond lo the claim. The
Indemnificd Party shall provide the Indemnifying Party with reasonable assistance, at the
Indemnifying Party’s expense, in connection with the defense of the Claim for which indemnity
is being sought. The Indemnified Party may participate in and monitor such defense with
counsel of its own choosing at its sole expense; provided, however, the Indemnifying Party shall
have the right to assume and conduct the defense of the Claim with counsel of its choice. The
Indemnifying Party shall not settle any claim without the prior written consent of the
Indemnified Party, such consent not to be unreasonably withheld, unless the settlement involves
only the payment of money. So long as the Indemnifying Party is actively defending the Claim
in good faith, the Indemnified Party shall not settle any such Claim without the prior written
consent of the Indemnifying Party. If the Indemnifying Party does not assume and conduct the
defense of the Claim as provided above, (a) the Indemnified Party may defend against, and
consent to the entry of any judgment or enter into any settlement with respect to the claim in any
manner the Indemnified Party may deem reasonably appropriate (and the Indemnified Party need
not consult with, or obtain any consent from, the Indemnifying Party in connection therewith),
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and (b) the Indemnifying Paity shall remain responsible to indemnify the Indemnified Party as
provided in this Article 11.

11.5 Limitation of Liability. NEITHER PARTY SHALL BE LIABLE TCO THE
OTHER FOR ANY SPECIAL, CONSEQUENTIAL, INCIDENTAL, PUNITIVE, OR
INDIRECT DAMAGES ARISING FROM OR RELATING TO ANY BREACH OF THIS
AGREEMENT, REGARDLESS OF ANY NOTICE OF THE POSSIBILITY OF SUCH
DAMAGES. NOTWITHSTANDING THE FOREGOING, NOTHING IN THIS SECTION 11.5
IS INTENDED TO OR SHALL LiMIT OR RESTRICT THE INDEMNIFICATION RIGHTS
OR OBLIGATIONS OF ANY PARTY UNDER SECTION 11.1 OR 11.2 OR 11.3, OR
DAMAGES AVAILABLE FOR A PARTY'S BREACH OF SECTION 64 OR
CONFIDENTIALITY OBLIGATIONS IN ARTICLE 12.

11.6 Insurance. Each Party shall procure and maintain insvrance, including product
liability and other appropriate insurance, adequate to cover its obligations hereunder and which
are consistent with normal business practices of prudent companies similarly situated at all times
during which any Product is being clinically tested in human subjects or commercially
distributed or sold. It is understood that such insurance shall not be construed to create a limit of
either Party’s lability with respect to its indemnification obligations under this Article 11. Each
Party shall provide the other with written evidence of such insurance upon request. Each Party
shall provide the other with written notice at least thirty (30) days prior to the cancellation,
non-renewal or material change in such insurance or self-insurance which materially adversely
affects the rights of the other Party hereunder.

ARTICLE 12

CONFIDENTIALITY

12,1 Confidentiality. Except to the extent expressly authorized by this Agreement or
otherwise agreed in writing by the Parties, each Party agrees that, for the Term and until the later
of (i) the tenth (10th) annivcrsary of the Effective Date, or (ii) five (5) years afier the expiration
of termination of the Term, it shall keep confidential and shall not publish or otherwise disclose
and shall not use for any purpose other than as provided for in this Agreement any Confidential
Information fumished to it by the other Party pursuant to this Agreement except for that pertion
of such information or materials that the receiving Party can demonstrate by competent written
proof:

(a)  was already known to the receiving Party or its Affiliate, other than under
an obligation of confidentiality, at the time of disclosute by the other Party;

(b) was generally available to the public or otherwise part of the public
domain at the time of its disclosure to the receiving Party;

()  became generally available to the public or otherwise part of the public
domain after it disclosure and other than through any act or omission of the receiving Party in
breach of this Agreement;
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(d)  was disclosed to the receiving Party or its Affiliate by a Third Party
without obligations of confidentiality with respect thereto; or

(e)  was independently discovered or developed by the receiving Party or its
Affiliate without the aid, application, or use of Confidential Information of the other Party;
provided, however, that this exception shall not apply to information or materials consisting of
data and resulis generated or resulting from Development activities with respect to the Peptide,
] .] Hematide or the Product, which information and materials shall be deemed
Confidential Information of the Party who has developed such information or materials
regardless of whether such information and materials were independently discovered or
developed by the receiving Party or its Affiliate,

12.2 Awuthorized Disclosure. Each Parly may disclose Confidential Information
belonging to the other Party to the extent such disclosure is reasonably pecessary in the
following situations:

(a) filing or prosecuting Patents as permitted in this Agreement;

(b)  regulatory submissions and other filings with Governmental Authorities,
including filings with the Securities and Exchange Commission;

(c¢)  prosecuting or defending litigation or other proceedings or regulatory
actions;

(d)  complying with applicable Laws;

(e}  disclosure to its employees, agents, and consultants, and any Third Parties
(including licensees or sublicensees with which a Party is Developing or Commercializing the
Product) only on a need-to-know basis and solely as necessary in connection with the
performance of this Agreement, provided that in each case the recipient of such Confidential
Information must agree to be bound by similar obligations of confidentiality and non-use at least
as equivalent in scope as those set forth in this Article 12 prior to any such disclosure; and

(0  disclosure of the material financial terms of this Agreement to any bona
fide potential investor, investment banker, acquiror, merger partner, or other potential financial
partner; provided that in connection with such disclosure, the disclosing Party shall use all
reasonable efforts to inform each recipient of the confidential nature of such Confidential
Information and shall cause each recipient of such Confidential Information to treat such
Confidential Information as confidential.

Notwithstanding the foregoing, in the event a Party is required to make a disclosure of the
other Party’s Confidential Information pursuant to clause (a) through (d) of this Section 12.2, it -
shall, except where impracticable, give reasonable advance notice to the other Party of such
disclosure and use reasonable efforts to secure confidential treatment of such information. In
any event, the Parties agree to take all reasopable aclion to avoid disclosure of Confidential
Information hereunder.
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12,3 Publicity; Terms of Agreement.

(a) The Parties agree that the material terms of this Agreement are included
within the Confidential Information of both Parties, subject to the special anthorized disclosure
provisions set forth below in this Section 12.3. The Parties have agreed to make a joint public
announcement of the execution of this Agreement substantially in the form of the press release
attached as Exhibit K on or after the Effective Date.

®) After release of such press release, if either Party desires to make a public
announcement concerning the material terms of this Agreement, such Party shall give reasonable
prior advance notice of the proposed text of such announcement to the other Party for its pnor
review and approval (exccpt as otherwise provided herein), such approval not to be vnreasonably
withheld. A Party commenting on such a proposed press release shall provide its comments, if
any, within five (5) Business Days after receiving the press release for review. Affymax shall
have the right to make a press release announcing the achievement of each milestone under this
Agreement as it is achieved, and the achievements of Regulatory Approvals in the Licensed
Territory as they occut, subject only to the review procedure set forth in the preceding sentence.
In relation to Takeda’s review of such an announcement, Takeda may make specific, reasonable
comments on such proposed press release within the prescribed time for commentary, but shall
not withhold its consent to disclosure of the information that the rclevant milestone has been
achieved and triggered a payment hereunder. Neither Party shall be required to seck the
permission of the other Party to repeat any information regarding the terms of this Agreement
that has already been publicly disclosed or previously agreed to by such Party, or by the other
Party, in accordance with this Section 12.3.

(t)  The Parties acknowledge that Affymax may be obligated to file a copy of
this Agreement with the U.S. Securities and Exchange Commission (the “SEC”"). Affymax shall
be entitfed to make such a reguired filing, provided that it requests confidential treatment of
certain commercial terms and sensitive technical terms hereof to the extent such confidential
treatment is reasonably available to Affymax. In the event of any such filing, Affymax shall
provide Takeda with a copy of the Agreement marked to show provisions for which Affymax
intends to seck confidential treatment and shall reasonably consider and incorporate Takeda's
comments thereon to the extent consistent with the legal requirements governing redaction of
information from material agreements that must be publicly filed. Takeda shall promptly
provide any such comments. Takeda recognizes that U.S. Laws and SEC policies and
regulations to which Affymax is and may become subject may require Affymax to publicly
disclose certain terms of this Agreement that Takeda may prefer not be disclosed, and that
Affymax is, after completing the above mentioned procedures, entitled hereunder to make such
required disclosures to the extent legally required.

124 Publications. Neither Party may publish peer reviewed manuscripts, or give
other forms of public disclosure such as abstracts and presentations, of results of studies carried
out under this Agreement with respect to the Licensed Terntory, without the opportunity for
prior review by the other Party. Each Party shall provide the other Party the opportunity to
review and comment on any proposed manuscripts or presentations which relate to any Product
at least thirty (30) days prior to their intended submission for publication or presentation. Each
Party shall consider the comments of the other Party and shall remove any and all of the other
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Party’s Confidential Information at the request of such other Party, A Party secking publication
shall also provide the other Party a copy of the manuscript at the time of the submission. Neither
Party shall have the right to publish or present the other Party’s Confidential Information w;thout
the other Party’s prior written consent, except as expressly permitted in this Agreement.

12,5 Imjunction. Each Party shall be entitled, in addition to any other right or remedy
it may have, at Law or in equity, to seek an injunction in any court of competent jurisdiction,
enjoining or resttaining the other Party or its Affiliates from any violation or threatened violation
of this Article 12.

ARTICLE 13

TERM AND TERMINATION

13.1 Term. This Agreement shall become effective on the Effective Date and, unless
earlier terminated pursuant to this Article 13, shall remain in effect in the Licensed Territory
until the expiration of all of Takeda’s payment obligations, including without limitation the U.S.
Product Profit sharing under Article 8, on a country-by-country basis.

13.2  Early Termination.

(a) Withdrawal by Takeda. Takeda shall have the right to terminate this
Agreement, in its entirety, upon written notice to Affymax by at least six (6) months’ written
notice prior to the effective date of termination; provided, that in no event shall the effective date
of such termination precede the second anniversary of the Effective Date, and further provided,
that Takeda shall have the right to terminate this Agreement even before the end of such two (2)
year period if the Development of the Product in the Licensed Territory hereunder are terminated
entirely for patient safety concerns or pursuant to a requirement imposed by the Regulatory
Authorities in the Licensed Territory or by the external monitoring board. If Takeda terminates
this Agreement pursuant to this Section 13.2(a), then:

(i) Takeda shall not, during the applicable notice period, take any
action that could adversely affect or imapair the further Development and Commetcialization of
the Product.

(i) The JSC shall coordinate the wind-down of Takeda’s efforts undet
this Agreement.

(ifi) Takeda shall continue to be responsible for any payments that
become due to Affymax pursuant to this Agreement that were incurred or accrued during the
applicable notice period.

(iv)  Only in case Takeda terminates this Agreement in its entirety
pursuant to this Section 13.2(¢a) prior to the First Commercial Sale of the Product in the U.S. for
other reasons than Technical Failure (as defined below), Takeda, within ninety (90) days of
delivery of such written termination notice, shall pay to Affymax a fee of | nl
($f )}] by wire transfer of immediately available funds into an account demgnated by
Affymax in wntmg For the purpose of this Section, “Technical Fajlure” shall mean the case in
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which: (a) the Development of the Product in the Licensed Territory is discontinued entirely for
patient safety concerns or pursuant to a requirement imposed by Regulatory Authorities in the
Licensed Territory or by an external monitoring board or (b) the primary end point of the first
pivotal Phase I Clinical Trial for the Dialysis CKD Anemia or the Pre-Dialysis CKD Anemia is
not achicved. Such fee shall be non-refundable and non-creditable against any other payments
due hereunder.

(b) Termination for Breach.

® Affymax shall have the right to terminate this Agreement upon
written notice to Takeda if Takeda, after receiving written notice identifying such material
breach by Takeda, fails to cure such material breach within ninety (90) days from the date of
such notice (or within ten (10) Business Days notice in the event such material breach is solely
based upon Takeda’s failure to pay any amounts due Affymax hereunder), provided, that if such
breach cannot be remedied within such 90-day period and Takeda has provided Affymax with a
written plan, reasonably acceptable to Affymax, setting forth the activities to be perforrned by
Takeda to remedy such breach, then Affymax may not terminate this Agreement during such
time (not to exceed an additional ninety (90) days) as Takeda is diligently pursuing the
performance of the activities described in the plan; and provided, further, that if such material
breach relates solely to a particular country in the Licensed Territory, then Affymax may
terminate this Agreement only with respect © the applicable country but may not terminate this
Agreement with respect to any other countries.

(i) Takeda shall have the right to terminate this Agreement upon
written notice to Affymax if Affymax, after receiving written notice identifying a material breach
by Affymax of its obligations under this Agreement, fails to cure such material breach within
ninety (90) days from the date of such notice (or within ten (10) Business Days notice in the
event such material breach is solely based upon Affymax’s failure to pay any amounts due
Takeda hereunder); provided, that if such breach cannot be remedied within such 90-day period
and Affymax has provided Takeda with a written plan, reasonably acceptable to Takeda, seiting
forth the activities to be performed by Affymax to remedy such breach, then Takeda may not -
terminate this Agreement during such time (not to exceed an additional ninety (90) days) as
Affymax is diligently pursuing the performance of the activities described in the plan; and
provided, further, that if such material breach relates solely to a particular country in the
Licensed Temritory, then Takeda may terminate this Agreement only with respect to the
applicable country but may not terminate this Agreement with respect to any other countries.

(if)  For clarity, if a Party elects not to exercise its rights to terminate
this Agreement pursuant to this Section 13.2(b) for the other Party’s uncured material breach, but
instead elects to allow this Agreement to continue in effect, then the breaching Party shall
continue to be liable to the other Party for any breach of representations, wamanties, obligations
of agreements made in this Agreement by such breaching Party, and the non-breaching Party
shall be entitled to pursue legal and equitable remedies arising from such breach that are
available to it :

13.3 Other Remedies for Affymax Breach. In addition to the termination remedy
described in Sections 13.2(b), Takeda shall have certain other remedies for the material breaches
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of this Agreement by Affymax (which in all events shall be (i} in addition to, and not in lieu of,
any other remedies available to Takeda under this Agreement or applicable law, and (ii) subject
to the notice and cure provisions of Section 13.2(b})), specified as follows:

(a) Supply. The Supply Agreement shall provide Takeda with certain
sufficient remedies (including, by way of example only, the right to obtain materials from a
second source or to initiate a technology transfer) if Affymax materially breaches its obligation
to deliver quantities of Bulk API pursuant to the terms thereof.

(b) Regulatory. If Affymax materially breaches its obligations to obtain or
maintain Regulatory Materials with respect to the Product in accordance with the terms of this
Agreement, then, upon rcquest of Takeda, Affymax shall transfer and assign to Takeda or its
designee the applicable Regulatory Materials or the right to obtain the applicable Regulatory
Materials, as the case may be.

(c)  Continuing Right to Addiional Product, If Takeda otherwise has the
right to terminate the entire Agreement pursuant to Section 13.2(b)(ii} due to a material breach
by Affymax, Takeda shall have. in addition to its other remedies, the right to elect in writing to
continue the Agreement pursuant to Section 13.2(b)(iii} only in order to retain its rights to the
Additional Product pursuant to the terms of Section 3.12 until such time as Takeda determines
whether to exercise its right to the first Additional Product either selected by Takeda or has
achieved Proof of Concept but not been selected pursvant to Section 3.12. If Takeda exercises
such right, then the Agreement shall be reinstated with respect to the Additional Product. If
Takeda does not exercise such right, then the Agreement shall be deemed terminated.

13.4 Effect of Termination of the Agreement. Upon termination by Affymax of the
Agreement under Section 13.2(b), or upon termination by Takeda under Section 13.2(a), the
following shall apply (in addition to any other rights and obligations under Section 13.5, 13.6 or
13.7 or otherwise under this Agreement with respect to such termination) with respect to the
affected territory or territories:

{a) Partial Termination. In the event of a termination by Affymax under
Section 13.2(b) for a particular country, such country shall be deemed excluded from the
definition of Licensed Territory.

(b) Regulatory Materials. To the extent permitted by applicable Law,
Takeda shall transfer and assign to Affymax all Regulatory Materials and Regulatory Approvals
for Product for the terminated country(ies) of the Licensed Territory that are Controlled by
Takeda, and shall grant Affymax a right of reference to all Regulatory Materials filed by Takeda
in the Licensed Territory solely for the purpose of Affymax obtaining Regulatory Approval for
the Product in such terminated country(ies).

(¢}  Takeda License. Takeda hereby grants to Affymax, effective only in the
event of termination described in this Section 13.4 above and only to the extent such license is
practicable and available, a non-exclusive, worldwide, fully-paid, royalty-free license, with the
right to grant multiple tiers of sublicenses, vnder the Licensed Takeda Technology (as defined
below) existing as of the date of such termination to develop, make, have made, use, sell, offer
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for sale, and import Bulk API[;: the::Dipeptide] and the Product in or for the terminated
country(ies) of the Licensed Territory; provided, that with respect to any Takeda Patent that was
assigned by Affymax to Takeda pursuant to the terms of Section 9.3 (“Former Affymax
Patent”™), such license may be used for any purpose whatsoever. For clarity, this Section 13.4(c)
shall not oblige Takeda to maintain any of the Takeda Patents in any country, in spite of the
license granted to Affymax; provided, that after such termination, if Takeda is requested by
Affymax to assign to Affymax any Patent included in the Licensed Takeda Technology and if
Takeda still maintains such Patent at that time and decides in its reasonable discretion that it is
able to assign such Patent to Affymax, then Takeda shall assign such Patent to Affymax,
conditioned upon the covenant not to sue set forth below (any Patent so assigned, an “Assigned
Takeda Patent™). Takeda hereby covenants not to sue Affymax and its sublicensees vnder this
Agreement, effective only in the event of termination described in this Section 13.4 above, under
any Takeda Patent (other than the Licensed Takeda Technology for which a license or
assignment has been made above) existing as of the date of such termination, for activities to
develop, make, have made, use, sell, offer for sale, and import Bulk API[;. &
Backup Compounds (as of the date of such termination) and the Product in or for the terminated
country(ies) of the Licensed Territory. Affymax hereby covenants not to sue Takeda, its
Affiliates, and their sublicensees, effective immediately after the assignment to Affymax of an
Assigned Takeda Patent, under any such Assigned Takeda Patent, for any activities and for any
purposes whatsoever. As used in this provision, ‘“Licensed Takeda Technology” means,
collectively, (i) any Former Affymax Patent, and (ii) any Takeda Technology made by Takeda’s
employees, agents, or independent contractors in the course of conducting its activities under this
Agrecment.

(1) Transition Assistance, Takeda shall, for a reasonable period of time,
provide such assistance, at no cost to Affymax, to transfer or transition to Affymax all other
technology or know-how, or then-existing commercial arrangements, that is, or are, reasonably
necessary or useful for Affymax to commence or continue Developing, conducting Finished
Manufacturing of or Commercializing the Product in or for the terminated country(ies) of the
Licensed Tetritory, to the extent Takeda is then performing or having performed such activities,
including withont limitation transferring, upon request of Affymax, any agreements or
arrangements with Third Party suppliers or vendors to supply or sell the Product in such
country(ies) of the Licensed Territory, to the extent practicable. If any such contract between
Takeda and a Third Party for the supply of Bulk API or Finished Product for such terminated
country(ies) of the Licensed Territory is not assignable to Affymax, then Takeda shall reasonably
cooperate with Affymax to arrange to continue to obtain such supply from such entity, and
Takeda shall supply such Bulk API or Finished Product, as applicable, to Affymax, at a cost that
equals 3} of Takeda's cost (calculated in a manner
consistent with the definition of Affymax’s Manufacturing Cost) for a reasonable period. In
addition, to the extent that Takeda or its Affiliate is then manufacturing Bulk API or Finished

Product for the other country(ies) than such terminated country(ies) of the Licensed Territ
Takeda shall continue to manufacture, and shall supply to Affymax, at a cost that equals
7}] of Takeda’s costs (calculated in a manner consistent with
the definition o ymax's Manufacturing Cost), such Bulk API or Finished Product for
Affymax’s use in such terminated country(ies) of the Licensed Territory for a reasonable period
in order to permit Affymax to establish sufficient manufacturing capacity for Bulk API or
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Finished Product for such terminated country(ies) of the Licensed T'erritory. Such period shall
be no more than twelve (12) months unless otherwise agreed by the Parties,

(e} Remaining Inventories. Affymax shall have the right to purchase from

Takeda all of the inventory of Bulk API or Finished Product held by Takeda for such terminated

country(ies) as of the effective date of termination of this Agreement at a price equal to Takeda’s

factudl -cost] to acquire or manufacture such inventory for such temmunated country(ies).

- Affymax shall notify Takeda within thirty (3)) days after the date of termination of the

Agreement whether Affymax elects to exercise such right. If Affymax does not exercise such

right, then Takeda shall have the right to sell in such terminated country(ies) of the Licensed

Territory any such remaining inventory over a period of no greater than six (6) months after the
effective date of termination of this Agreement,

0] Termination of Licenses. For clarity, upen any termination of this
Agreement under Section 13.2. the licenses granted to Takeda under this Agreement for such
terminated country(ies) shall terminate.

(g)  Restriction on Licensing of Compounds. If T'akeda terminates this
Agreement pursuant to Section 13.2(a) upon the discontinuation of Development of the then-
current Product and failure by the Parties to agree on a Replacement Product Candidate to
replace it under Section 3.9, then, during the twelve (12)-month period following the effective
date of such termination, Affymax shall not license any Replacement Product Candidate to any
Third Party for development or commercialization for the prevention, treatment or amelioration
of anemia. I Affymax desires fo license any such Replacement Product Candidate, then
Aftymax shall provide Takeda with a right of first negotiation to such license under terms and
conditions corresponding to those set forth in Section 3.9,

13.5 Effects of Expiration. Following expiration of the Term pursuant to Section
13.1, Takeda shall have a fully paid non-exclusive license under the Affymax Technology to -
make, have made, use, sell and import the Product in the Licensed Territory, under any
trademark or trademarks other than the Product Trademark owned or Controlled by Takeda. In
addition, in the event Takeda desires to continue to purchase Bulk API from Affymax, it shall so
notify Affymax no later than six (6) months prior to the expiration of this Agreement, and
thereafter Affymax shall in its sole dlSCl'ethﬂ euher (a} continue (0 suppl}' Bulk API at a cost

Parties, or (b) permit Takeda to manufacture itself, or on its behalf through a contract supplier,
Bulk AP, and in such event grant to Takeda a non-exclusive royalty-free license, under Affymax
‘Technology related to manufacture of Bulk API, and otherwise assist Takeda to enable it to
obtain continuous supply of Bulk API. including without limitation, providing relevant
documents and using Diligent Efforts to encourage or cause Affymax’s then-current Third Party

contracl manuofacturers of Bulk API to manufacture and supply to Takeda such Bulk API

dhrectly. Upon request of Takeda, Affymax shall provide lo Takeda reasonable access to
Affymax’s manufacturing personnel to facilitate the foregoing efforts on terms to be agreed upon
by the Parties.’

13.6 Other Remedies. Termination or expiration of this Agreement for any reason
shall not release any Party from any liability or obligation that already has accrued prior to such
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expiration or termination, nor affect the survival of any provision hereof to the extent it is
expressly stated to survive such termination. Termination or expiration of this Agreement for
any reason shall not constitute a waiver or release of, or otherwise be deemed to prejudice or
adversely affect, any rights, remedies or claims, whether for damages or otherwise, that a Party
may have hereunder or that may arise out of or in connection with such termination or
expiration.

13,7 Rights in Bankrupicy. All rights and licenses granted under or pursuant to this
Agreement by Affymax are, and shall otherwise be deemed to be, for purposes of Section 365(n)
of the U.S. Bankruptcy Code, licenses of right to “intellectual property” as defined under Section
101 of the U.S. Bankruptcy Code. The Partics agree that Takeda, as licensee of such rights
under this Agreement, shall retain and may fully exercise all of its rights and elections under the
U.S. Bankruptcy Code. The Parties further agree that, in the event of the conunencement of a
bankruptcy proceeding by or against Affymax under the U.S. Bankruptcy Code, Takeda shall be
entitled to a complete duplicate of (or complete access to, as appropriate) any such intellectual
property and all embodiments of such intellectual property, which, if not already in Takeda's
possession, shall be promptly delivered to it (a) upon any such commencement of a bankruptcy
proceeding upon Takeda’s written request therefor, unless Affymax elects to continue to perform
all of its obligations under this Agreement or (b) if not delivered under clause (a), following the
rejection of this Agreement by Affymax upon written request therefor by Takeda.

13.8 Survival. The following provisions shall survive any expiration or termination of
this Agreement for the period of time specified therein (or, if no such period is specified,
indefinitely): Articles 1, 11 (other than Section 11.6), 12, 14, and 15, and Sections 5.7 (but only
the last sentence thereof), 5.11 (to the extent that Takeda uses a Product Trademark after such
expiration or termination), 7.4, 8.11, 9.1, 9.8 (to the extent that Takeda uses a Product Trademark
after such expiration or termination), 10.4, 10.5, 13.4, 13.5, 13.6, 13.7, and 13.8.

ARTICLE 14

DISPUTE RESOLUTION

14.1 English Language; Governing Law. This Agreement was prepared in the
English language, which language shall govern the interpretation of, and any dispute regarding,
the terms of this Agreement. This Agreement and all disputcs arising out of or related to this
Agreement or any breach hereof shall be governed by and construed under the Laws of the State
of New York, without giving effect to any choice of law principles that would require the
application of the Laws of a different state.

14.2 Disputes.

(a)  The Parties recognize that disputes as to certain matters may from time to
time arise during the Term which relate to either Party’s rights or obligations hereunder. It is the
objective of the Parties to establish procedures o facilitate the resolution of disputes arising
under this Agreement in an expedient manner by mutual cooperation and without resort to
litigation. To accomplish this objective, the Parties agree to follow the procedures set forth in
this Section 14.2 10 resolve any controversy or claim arising out of, relating to or in connection
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with any provision of this Agreement, if and when a dispute arises under this Agreement. With
respect to all disputes arising between the Parties (other than those matters delegated to the JSC,
which shall be governed in accordance with Section 2.5(c)), including, without limitation, any
alleged failure to perform, or breach, of this Agreement, or any issue rclating to the interpretation
or application of this Agreement, if the Parties arc unable to resolve such dispute within sixty
(60} days after such dispute is first identified by either Party in writing to the other, the Parties
shall refer such dispute to the senior executive officers for each Party for attempted resolution by
good faith negotiations within thirty (30) days after such notice is received. If the senior
executive officers designated by the Parties are not able to resolve such dispute within such thirty
(30) day period, either Party may submit such dispute in accordance with Section 14.2(b).

(b)  If a dispute is not resolved as provided in the preceding Section 14.2(a),
any claim or controversy of whatever nature arising out of or relating to this Agreement or any
breach hereof shall be brought exclusively in a court of competent jurisdiction, federal or state,
located in San Francisco, California, and in no other jurisdiction. Each Party hereby consents to
personal jurisdiction and venue in, and agrees to service of process issued or authorized by, such
court,

(¢)  Notwithstanding anything to the contrary in this Article 14, either Party
may seek injunctive relief in any court in any jurisdiction where appropriate.

ARTICLE 15

MISCELLANEOUS

151 Entire Agreement; Amendment. This Agreement, including the Exhibits
hereto, sets forth the complete, final and exclusive agreement and all the covenants, promises,
agreements, warranties, representations, conditions and understandings between the Parties
hereto with respect to the subject matter hereof and supersedes, as of the Effective Date, all prior
agreements and understandings between the Parties with respect to the subject matter hereof.
Notwithstanding anything to the conirary hercin, the Parties agree that nothing in this Agreement
shall be construed to terminate, modily, amend or supersede the Japan Collaboration Agreement.
There are no covenants, promises, agreements, warranties, representations, conditions or
understandings, either oral or written, between the Parties other than as are set forth herein and
therein. No subsequent alteration, amendment, change or addition to this Agreement shall be
binding upon the Parties unless reduced to writing and signed by an authorized officer of each
Paity. :

152 Force Majeure. Both Parties shall be excused from the performance of their
obligations under this Agreement to the extent that such performance is prevented by force
majeure and the nonperforming Party promptly provides notice of the prevention to the other
Party. Such excuse shall be continued so long as the condition constituting force majeure
continues and the nonperforming Party takes reasonable efforts to remove the condition. For
purposes of this Agreement, force majeure shall include conditions beyond the control of the
Parties, including without limitation, an act of God, war, civil commotion, terrorist act, labor
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strike or lock-out, epidemic, failure or default of public utilities or common cartiers, destruction
of production facilities or materials by fire, earthquake, storm or like catastrophe, and failure of
plant or machinery (provided that such failure could not have been prevented by the exercise of
skill, diligence, and prudence that would be reasonably and ordinarily expected from a skilled
and experienced person engaged in the same type of undertaking under the same or similar
circumstances). Notwithstanding the foregoing, a Party shall not be excused from making
payments owed hereunder because of a force majeure affecting such Party.

15.3 Notices. Any notice required or permitted to be given under this Agreement shall
be in writing, shall specifically refer to this Agreement, and shall be addressed to the appropriate
Party at the address specified below or such other address as may be specified by such Party in
writing in accordance with this Section 15.3, and shall be deemed to have been given for all
purposes (a) when received, if hand-delivered sent by a reputable overnight delivery service, or
by facsimile (with electronic confirmation of receipt), or (b) seven (7) days after mailing, if
mailed by first class certified or registered mail, postage prepaid, return receipt requested.

If to Affymax: Affymax, Inc.
4001 Miranda Avenue

Palo Alto, California 94306

Attn: Chief Executive Officer

With a copy to: Barbara A. Kosacz, Esq.
Cooley Gudward LLP

5 Palo Alto Square

3000 El Camino Real

Palo Alto, CA 94306

If to Takeda: Takeda Pharmaceutical Company Limited

1-1, Doshumachi 4-chome, Chuo-ku,

Osaka, 540-8645, Japan

Attn: General Manager, Global Licensing and Business Development

154 No Strict Construction; Headings. This Agreement has been prepared jointly
and shall not be strictly construed against either Party. Ambiguities, if any, in this Agreement
shall not be construed against any Party, irrespective of which Party may be deemed to have
authored the ambiguous provision. The headings of each Article and Section in this Agreement
have been inserted for convenience of reference only and are not intended to limit or expand on
the meaning of the language contained in the particular Article or Section,

15.5 Assignment. Neither Party may assign or transfer this Agreement or any rights or
obligations hereunder without the prior written consent of the other, except that a Party may
make such an assignment without the other Party’s consent to Affiliates or to a successor to
substantially all of the business of such Party in the field to which this Agreement relates,
whether in a meiger, sale of stock, sale of assets or other transaction, Notwithstanding the
definitions of Affymax Technology or Takeda Technology in Atticle 1, in the event of such
transaction, however, intellectual property rights of the acquiring party to such transaction (if
other than one of the Parties to this Agreement) shall not be included in the Affymax Technology
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or Takeda Technology, as the case may be, licensed to the other Party hereunder to the extent
held by such acquiror prior to such transaction, or fo the extent such technology is developed
outside the scope of activities conducted with respect to the Peptide[, Diipéptide,] Hematide, an
ESA, Backup Compound or Product. Any permitted successor or assignee of rights or
obligations hereunder shall, in writing to the other Party, expressly assume performance of such
rights or obligations. Any permitted assignment -shall be binding on the successors of the
assigning Party. Any assignment or attempted assignment by either Party in violation of the
terms of this Section 15.5 shall be null, void and of nolegal effect.

15.6 Performance by Affiliates. Each Party may discharge any obligations and
exercise any right herconder through any of its Affiliatcs. Each Party hereby guarantecs the
performance by its Affiliates of such Party’s obligations under this Agrecment, and shall cause
its Affiliates to comply with the provisions of this Agreement in connection with such
performance. Any breach by a Party’s Affiliate of any of such Party’s obligations under this
Agreement shall he deemed a breach by such Party, and the other Party may proceed directly
against such Party without any obligation to first proceed against such Party’s Affiliate.

15.7 Further Actions. Each Party agrecs to execute, acknowledge and deliver such
further instruments, and to do all such other acts, as may be necessary or appropriate in order to
cairy out the purposes and intent of this Agreement.

15.8 Severability. If any one or more of the provisions of this Agreement is held to be
invalid or unenforceable by any court of competent jurisdiction from which no appeal can be or
is taken, the provision shall be considered severed from this Agreement and shall not serve to
invalidate any remaining provisions hereof. The Parties shall make a good faith effort to replace
any invalid or unenforceable provision with a valid and enforceable one such that the objectives
contemplated by the Parties when entering this Agreement may be realized.

159 No Waiver. Any delay in cnforcing a Party's rights under this Agrecment or any
waiver as (0 a particular default or other matter shall not constitute a waiver of such Panty’s
rights to the future enforcement of its rights under this Agreement, except with respect to an
express written and signed waiver relating (o a particular matter for a particular period of time.

1510 Independent Contracters. Each Party shall act solely as an independent
confractor, and nothing in this Agreement shall be construed to give cither Party the power or
authority to act for, bind, or commit the other Party in any way. Nothing herein shall be
construed to creale the relationship of partners, principal and agent, or joint-venture partners
betwecen the Parties.

15.11 Counterparts. This Agreement may be executed in one (1) or more counterparts,
each of which shall be deemed an original, but all of which together shall constitute one and the
same instrument. This Agreement shall be binding upon the delivery by each Party of an
executed signature page to the other Party by facsimile transmission. If signature pages are so
delivered by facsimile tramsinission, each Party shall also immediately deliver an executed
original counterpart of this Agreement to the other Party by courier delivery service.
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15.12 Construction. Except where the context otherwise requires, wherever used, the
singular shall include the plural, the plural the singular, the use of any gender shall be applicable
to all genders, and the word “or” is used in the inclusive 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 iotent of this Agreement or 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. References to “Article,” “Section” or “Exhibit” are references
to the numbered sections of this Agreement and the exhibits attached to this Agreement, unless
expressly stated otherwise.

{Signature page follows.}
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In WiTNESS WHEREOF, the Parties have executed this Agreement in duplicate originals
by their duly authorized officers as of the Effective Date.

TAKEDA PHARMACEUTICAL COMPANY LIMITED  AFFYMAX, INC.

By: /s/ Yasuchika Hasegawa By: /sf Arlene Morris
Name: Yasuchika Hasegawa Name: Arlene Morris

Title: President & COQ Titte: President & CEO
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EXHIBIT A

AFFYMAX HOUSE MARKS
AFFYMAX United | Registration
States | No, 1,855,403
(black/white) United | Serial No.

Staies | 76/168,006
A

- AFFYMAX

{culor) United § Serial Ne.
States  § 76/468,005

AFFYMAX .
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EXHIBIT B
AFFYMAX PATENTS

To the extent the following table lists patents and patent applications filed or issued in the
United States, Affymax Patents shall include any equivalent applications and patents that are or
will be filed with patent authorities in the Licensed Territory (i.e., thosc applications and patents
that claim priority to such United States applications or to the applications from which such
United States patents issued).
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Exnm H. i} Clinical Developmant Plan of Hematide in Japan
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EXHTBIT T
[THikD PARTY LICENSE AGREEMENTS)

EPQ Receptor License Agre
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EXHIBIT J

AFFYMAX, INC,

SERIES E PREFERRED STOCK PURCHASE AGREEMENT

February . 20006
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AFFYMAX, INC.
SERIES E PREFERRED STOCK PURCHASE AGREEMENT

THIS SERIES E PREFERRED STOCK PURCHASE AGREEMENT (the “Agreement’) is made
and entered into as of February ___, 2006, by and among AFFYMAX, INC., a Delaware
corporation {the “Coempany™), and each of those persons and entities, severally and not jointly,
whose names are set forth on the Schedule of Investors attached hereto as Exhibit A (which
persons and entities are hereinafter collectively referred to as “Investors” and each individually

_as an “Investor™).

RECITALS

WHEREAS, Investors desire to purchase an aggregate of 2,120,329 shares of the
Company’s Series E Preferred Stock (the “Shares™) on the terms and conditions set forth herein;
and

WHEREAS, the Company desires to issue and sell the Shares to Investors on the terms and
conditions set forth herein.

Now, THEREFORE, in consideration of the representations, warranties, covenants and
agreements set forth herein, and for other good and valuable consideration the receipt and
sufficiency of which are hereby acknowledged, the parties hereto hercby agree as follows;

1. PURCHASE AND SALE OF SERIES E PREFERRED STOCK.
il Sale and Issuance of Series E Preferred Stock,

: (a)  The Company shall adopt and file with the Secretary of State of Delaware
on or before the Closing (as defined below), the Amended and Restated Certificate of
Incorporation of the Company substantially in the form attached hereto as Exhibit B (the
“Restated Charter™).

(b)  Subject to the terms and conditions of this Agreement, each Investor
agrees, severdlly and not jointly, to purchase at the Closing, and the Company agrees 1o sell and
issue to each Investor at the Closing, that nomber of shares of the Company’s Senies E Prefemred
Stock set forth opposite each Investor’s name on Exhibit A hereto for the purchase price of
$4.7162 per share,

1.2  Closing.

(a) The purchase and sale of the Series E Preferred Stock and the
consummation of the other transactions contemplated by the Financing Agreements (as defined
below) (the “Closing”} shall take place at the offices of Cooley Godward LLP, 3175 Hanover
Street, Palo Alto, CA, 94304-1130, at such date, time and place as the Company and Investors
acquiring in the aggregate more than one-half (1/2) of the shares of the Series E Preferred Stock

1
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sold pursuant hereto mutually agree upon orally or in writing (such date is hereinafter referred to
as the “Closing Date’).

{b) At the Closing, the Company shall deliver to each Investor a certificate
representing the shares of Series E Preferred Stock that such Investor is purchasing hereunder as
shown on Exhibit A against payment to the Company by such Investor of the full purchase price
therefor by check, wire transfer or any combination thereof.

2. REPRESENTATIONS AND WARRANTIES OF THE COMPANY.

Except as set forth on the Schedule of Exceptions (the “Schedule of Exceptions™) which
specifically identifies the relevant Section hereof (and which shall apply to any other sections in
this Section 2 where such disclosure is relevant, provided that such relevance is reasonably clear
(a listing of a party, contract, agreement, document or instrument in and of itself without any
reasonably responsive textual description is not relevance that is reasonably clear) from the
disclosure in the Schedule of Exceptions) furnished to each Investor prior to execution hereof
and attached hereto as Schedule A (which exceptions shall be deemed to be representations and
warranties as if made hereunder), the Company hereby represents, warmants, and (as applicable)
covenants to each of the Investors, as follows:

2.1  Organization, Good Standing and Qualification. The Company is a
corporation duly organized, validly existing and in good standing under the laws of the State of
Delaware and has all requisite corporate power and authority to own and operate its properties
and assets. to carry out the transactions contemplated by the Financing Agreements, and to carry
on its business as presently conducted. The Company is duly qualified to transact business as a
foreign corporation and is in good standing in each jurisdiction in which such failure to so
qualify could reasonably be expected to have a Material Adverse Effect (as defined in Section
2.5 below) on the Company.

2.2  Capitalization and Veting Rights.

(a)  The authorized capital stock of the Company, immediately prior to the
Closing, consists of:

(i) Preferred Stock. Thirty-Six Million Seven Hundred Twenty-Nine
Thousand Nine Hundred Twenty-One (36,729,921) shares of Preferred Stock, $0.0001 par value
(the “Preferred Stock™), of which (i} Two Million Three Hundred Thousand (2,300,000) shares
have been designated Serics A Preferred Stock, all of which are issued and outstanding, (ii) Five
Million (5,000,000) shares have been designated Series B Preferred Stock, all of which are
issued and outstanding, (iii} Ten Million Six Hundred Nine Thousand Five Hundred Ninety-Two
(10,609,592} shares have been designated Series C Preferred Stock, Ten Million Six Hundred
One Thousand Six Hundred Forty-One (10,601,641) shares of which are issued and outstanding,
(iv) Sixteen Million Seven Hundred Thousand (16,700,000) shares have been designated Series
D Preferred Stock, Fifteen Million Nine Hundred Two Thousand Four Hundred Sixty-Four
(15,902,464) shares of which are issued and outstanding and (v) Two Million One Hundred
Twenty-Thousand Three Hundred Twenty-Nine (2,120,329) shares of Series E Preferred Stock,

2
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none of which are issued and outstanding. The rights, privileges and preferences of the Preferred
Stock will be as stated in the Restated Charter.

(ii)  Commeon Stock; Options; Reserved Shares. Fifty Million Seven
Hundred Fifty Thousand (50,750,000) shares of common stock, $0.0001 par value (the
“Common Stock™), of which One Million Threc Hundred Thirty-One Thousand One Hundred
Seventy-One (1,331,171) shares are issued and ontstanding. Under the Company’s 2001 Stock
Option/Stock Tssuance Plan (the “Plan’™), (i) options to purchase Four Million Eight Hundred
Bighty-Five Thousand Nine Hundred Eighty (4,885.980) shares have heen granted and are
currently outstanding, and (ii) Nine Thousand Four Hundred Seventy-Two (9.472) shares of
Common Stock remain available for future issuance to officers, directors, employees and
consultants of the Company.

(§1)] All issued and outstanding shares of the Company’s Common Stock and
Preferred Stock (i) have been duly authorized and validly issued and are fully paid and
nonassessable, and (i) were issued in compliance with all applicable state and federal laws
concerning the issnance of securities.

(©) Except for (i) the conversion privileges of the Preferred Stock, (ii) the
rights provided in the Restated Charter, the Amended and Restated Investors” Rights Agreement
in the form attached hereto as Exhibil C (the “Invesiors’ Rights Agreement”) and the
Amended and Restated Right of First Refusal and Co-Sale Agreement in the form attached
hereto as Exhibit D (the “Ce-Sale Agreement™), (iii) warrants exercisable for 7,951 shares of
Series C Preferred Stock at an exercise price of $3.773 per share, (iv) warrants exercisable for
1,532,405 shares of Common Stock at an exercise price of $4.25 per share pursuant to that
certain Warrant Purchase Agreement, dated July 11, 2005, and (v) warnants cxercisable for
220,316 shares of Common Stock at an exercise price of $1.14 per share to Montgomery & Co.,
there are no options, warrants, calls, rights (including conversion or preemptive rights),
commitments or agreements of any character to which the Company is a party or by which it is
bound obligating the Company to issue, deliver, sell, repurchase or redeem, or cause to be issued,
delivered, sold, repurchased or redeemed, any shares of capital stock of the Company or
obligating the Company to grant, extend, acceleratc the vesting of, change thc price of, or
otherwise amend or enter into such option, warrant, call, right, commitment or agreement. Other
than the Amended and Restated Voting Agreement in the form attached hereto as Exhibil E (the
“Yoting Agreement” and together with this Agreement, the Investors’ Rights Agreement and
the Co-Sale Agreement, the “Financing Agreements”), and except as set forth in the Restated
Charter, there are no contracts, commitments or agreements relating to the voting of the
Company’s capital stock: (i} between or among the Company and any of its secunty holders, (it}
by a director of the Company and (iii) to the knowledge of the Company, between or among any
of the Company’s security holders.

2.3 Authorization, The Company has all requisite corporate power and authority to
enter into the Financing Agreements to which 1t 15 a party and to consummate the transactions
contemplated hereby and thereby, as the case may be. All corporate action on the part of the
Company and its officers, directors and stockholders necessary for the authonzation, execution
and delivery of the Financing Agreements, the performance of all ohligations of the Company
hereunder and thereunder, the filing of the Restated Charter, and the authorization, sale and
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issuance (or reservation for issuvance) of the Series E Preferred Stock being sold bereunder and
the Common Stock issuable upon conversion of the Shares (the “Conversion Shares™), has been
taken or will be taken prior to the Closing. The Financing Agreements and all other agreements
conternplated hereby or thereby to which the Company is a party, upon signing and delivery will
constitute valid and legally binding obligations of the Company, enforceable in accordance with
their respective terms, except (1) as limited by applicable bankruptey, insolvency, reorganization,
moratorium and other laws of general application affecting enforcement of creditors’ rights
generally, (ii) as limited by laws relating to the availability of specific performance, injunctive
relief or other equitable remedies and (iii) to the extent that the enforceability of the
indemnification provisions contained in the Investors® Rights Agreement may be limited by
applicable federal or statc securities laws.

2.4  Valid Issunnce of Series E Preferred Stock. The Series E Preferred Stock that
is being purchased by the Investors hereunder, when issued, sold and delivered in compliance
with the terms of this Agreement and the Restated Charter, will be duly and validly issued, fully
paid and nonassessable and will be free of any Encumbrances (as defined below) other than any
Encumbrances created by or imposed wpon the holders thereof and will be free of restrictions on
transfer, other than restrictions on transfer under this Agreement, the Investors” Rights
Agreement, the Co-Sale Agreement, and applicable state and federal sc¢curities kaws. The
Conversion Shares have been duly and validly reserved for issnance and, upon issuance in
accordance with the terms of the Restated Charter, will be duly and validly issued, fully paid and
nonassessable will be free of any Encumbrances other than any liens or Encumbrances created
by or imposed upon the holders thereof and will be free of restrictions on transfer, other than
resirictions on fransfer under this Agreement, the Investors’ Rights Agreement, the Co-Sale
Agreement, and applicable state and federal securitics laws, “Encumbrance” means any claim,
lien, pledge, option, charge, easement, sccurity interest, deed of trust, mortgage, right-of-way,
encroachment, building or use restriction, conditional sales agreement, encumbrance ‘or other
similar right of any third parties, whether voluntarily incurred or anising by operation of law, and
includes any agreement to give any of the foregoing in the future, and any contingent sale or
other title retention agreement or lease in the nature thereof other than (i) liens for current taxes,
assessments, or governmental charges, or levies on property not yet due and payable and (ii)
such imperfcctions of title, liens and easements as do not and will not materially detract from or
interfere with the us¢ of the properties subject thereto or affected thereby, or otherwise materially
impair business operations involving such properties.

2.5  Governmental Consents. No consent, approval, order or authorization of, or
registration, qualification, designation, declaration or filing with, any court, tribunal,
administrative or other agency or commission or other governmental authotity or instrumentality
anywhere in the world (“(Grovernmental Esatity”) is required in connection with the
consummation of the transactions contemplated by the Financing Agreements, except for such
filings required pursuant to applicable federal and state securitics laws and blue sky laws or for
such other filings which are not required by applicable law to be effected prior to the Closing,
which filings will be effected within the required statutory period. The Company has obtained
cach federal, state, county, local or forcign governmental consent, license, permit, grant, or other
authorization of a Governmental Entity (i} pursuant to which the Company currently operates or
holds any interest in any of its properties or (i) that is required for the operation of the
Company’s busincss as conducted or the holding of any such interest {((i} and {ii) herein
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collectively called the *Authorizations™), and all of such Authorizations are in full force and
effect, except where failure to obtain or have any such Anthorizations could not reasonably be
expected to have a Material Adverse Effect on the Company. For purposes of this Agreement,
“Material Adverse Effcet” means with respect to any entity or group of entities any event,
change or effect that is materially adverse to the condition (financial or otherwise), properties,
assets, hiabilities, business, operations or results of, operations or prospects of such entity and its
subsidiaries, taken as a whole.

26  Offering. Subject in part to the truth and accuracy of each Investor’s
representations set forth in Section 3 of this Agreement, the offer, sale and issuance of the
Series E Preferred Stock as contemplated by this Agreement arc exempt from the registration
requirements of the Securities Act of 1933, as amended (the “Securities Act”), and the
qualification or registration requirements of applicable blue sky laws. Neither the Company nor
any authorized agent acting on its behalf will take any action hereafter that would cause the loss
of such exemptions. '

2.7  Litigation. There is no action, suit, proceeding, claim, arbitration or investigation
pending before any agency, court or tribunal, foreign or domestic, or, to the Company’s
knowledge, currently threatened in writing against the Company or threatened against or
affecting any of the officers, directors or employees of the Company that questions the validity
of the Financing Agreements or the right of the Company to enter into any of such agreements,
or to consummate the transactions contemplated hereby or thereby, or that could reasonably be
expected to result, either individually or in the aggregate, in a loss to the Company in excess of
$100,000 or that could otherwise materially affect the business (as presently conducted or as
currently proposed to be conducted), assets or condition of the Company, [inancially or
otherwise, or any change in the current equity ownership of the Company, nor is the Company
aware that there 18 any substantial basis for any of the foregoing. The foregoing includes actions,
suits, proceedings or investigations pending or, to the Company’s knowledge, threatened in
writing (or to the Company’s knowledge, any substantial basis therefor) involving the prior
emmployment of any of the Company’s employees, their use in connection with the Company’s
business of any information or techniques allegedly proprietary to any of their former employers,
or their obligations under any agreements with prior employers. The Company is not a party or
subject to the provisions of any order, writ, injunction, judgment or decree of any court or
government agency or instrumentality. There is no action, suit, proceeding or investigation by
the Company curtently pending or which the Company intends Lo initiate regarding its business.

2.8  Financial Statements. The Company has made available to each Tnvestor its
standalone unaudited financial statements (balance sheet, income statement, and statement of
cash flows) as of November 30, 2005 (the “Financial Statements”). Such Financial Statements
(1) are in accordance with the books and records of the Company, (ii) are in all material respects
true, correct and complete and present fairly and accurately the flinancial condition of the
Company at the date or dates therein indicated and the results of operations for the period or
periods therein specified and (iii) have been prepared in accordance with U.S. generally accepted
accounting principles (“GAAP”) applied on a consistent basis throughout the periods indicated
and with each other (except that the unavndited financial statements do not: (i) have notes thereto,
or (ii) conlain certain classifications as required by GAAP). Except as set forth in the Financial
Statements, the Company does not have any material liabilities of any nature (whether maiure or
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unmatured accrued, absolute, unliquidated, contingent or otherwise, whether due or to become
due, regardless of when asserted, and whether or not required to be reflected in financial
statements in accordance with GAAP) other than liabilities and obligations directly accrued by
and attributable to the Company that have arisen after November 30, 2005 in the ordinary course
of business consistent with past practice (none of which is a liability resulting from breach of
contract, breach of warranty, tort, infringement, claim or lawsuit). The Company maintains and
will continue to maintain through the Closing and post-closing a standard system of accounting
established and administered in accordance with GAAP,

2.9  Permits. The Company has all franchises, permits, governmental licenses and
any similar authority necessary for the conduct of the Company’s business as presently
conducted, the lack of which could reasonably be expected to adversely affect the Company’s
business as presently conducted, properties or financial condition of the Company. The
Company is not in default in any material respect under any of such franchises, permits,
governmental licenses or other similar authority.

2.10 Title to Properfies and Assets; Liens, Etc. The Company has good and
marketable title to all of its tangible properties, interests in tangible properties and assets, real
and personal, reflected in the Balance Sheet or acquired after the Balance Sheet Date {(except
such properties, interests in properties and assets sold or otherwise disposed of since the Balance
Sheet Date in the ordinary course of business), or with respect to leased properties and tangible
asgets, to the knowledge of the Company, valid leasehold interests in, free and clear of all
mortgages, liens, pledges, charges or Encumbrances of any kind or character. The plants,
tangible property and equipment of the Company that are used in the operations of the
Company’s business as presently conducted are in good operating condition and repair, subject
to normal wear and tear.

3. REPRESENTATIONS AND WARRANTIES OF THE INVESTORS. Each Investor hereby
severally and not jointly represents, warrants and (as applicable) covenants to the Company as
follows: ,

3.1  Authorization. Such Investor has full power and authority to enter into each of
the Financing Agreements, to the extent it is a party, and each such agreement constitutes its
valid and legally binding obligation, enforceable against such Investor in accordance with its
terms, except (i) as limited by applicable bankruptcy, insolvency, reorganization, moratorium
and other laws of general application affecting enforcement of creditors’ rights generally, (ii) as
limited by laws relating to the availability of specific performance, injunctive relief or other
equitable remedies and (iii) to the extent the indemnification provisions contained in the
Investors’ Rights Agreement may be limited by applicable federal or state securities laws.

32  Purchase Entirely for Own Account. This Agreement is made with such
Investor in reliance upon Investor’s execution of this Agreement and such Investor hereby
confirms that the Shares and the Conversion Shares to be received by such Investor will be
acquired for investment for such Investor’s own account, not as a nominee or agent, and not with
a view to the sale or distribution of any part thereof, and that such Investor has no present
intention of selling, granting any patticipation in, or otherwise distributing the same. By
executing this Agreement, such Investor further represents that such Investor has no contract,
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undertaking, agreement or arrangement with any person to sell, transfer, or grant participation to
such person or to any third person, with respect to any of the Shares or Conversion Shares.

3.3  Disclosure of Information. Such Investor believes it has been provided for
review all the information it considers necessary or appropriate for deciding whether to purchase
the Series E Preferred Stock. Such Investor further represents that it has had an opportunity to
ask questions and receive answers from the Company regarding the tenms and conditions of the
offering of the Series E Preferred Stock and the Company’s business, properties, prospects and
financial condition of the Company. The foregoing, however, does not limit or modify the
representations and warranties in Section 2 of this Agreement or in any of the other Financing
Agreements or the right of the Investors to rely thereon.

34  Further Limitations on Dispesition. Without in any way limiting the
representations set forth in this Agreement, each Investor further agrees not to make any
disposition of all or any portion of the Shares (or the Conversion Shares) unless and unti! the
transferee has agreed in writing for the benefit of the Company to be bound by this Section 3.4
and:

{(a) There is then in effect a registration statement under the Securities Act
covering such proposed disposition and such disposition is made in accordance with such
registration staternent; or

() (i) Such Investor shall have notified the Company of the proposed
disposition and shall have furnished the Company with a reasonable statement of the
circumstances surrounding the proposed disposition, and (ii) if requested by the Company, such
Investor shall have furnished the Company with an opinion of counsel, reasonably satisfactory to
the Company that such disposition will not require registration under the Securities Act. It is
agreed that the Company will not require opinions of counsel for transactions made pursuant to
Rule 144 except in unusuval circumstances.

() Notwithstanding the provisions of subsections (2) and (b) above, no such
registration statement or opinion of counsel shall be necessary for a transfer (i) by a Investor to
any of its affiliated entities or (ii) by a Investor that is a partnership to a partner of such
partnership or a retired partner of such partnership who retires after the date hereof, or to the
estate of any such partner or retired partner or the transfer by gitt, will or intestate succession of
any partner to his or her spouse or to the siblings, lineal descendants or ancestors of such partner -
or his or her spouse, in each case, if the transferee agrees in writing to be subject to the terms
hereof to the same extent as if it was an original Investor hereunder.

3.5 Legends. It is understood that the certificates evidencing the Shares (or the
Conversion Shares) may bear one or all of the following or comparable legends:

' (a)  “THESE SECURITIES HAVE NOT BEEN REGISTERED UNDER THE
SECURITIES ACT OF 1933, AS AMENDED. THEY MAY NOT BE SOLD, OFFERED FOR
SALE, PLEDGED OR HYPOTHECATED IN THE ABSENCE OF A REGISTRATION
STATEMENT IN EFFECT WITH RESPECT TO THE SECURITIES UNDER SUCH ACT OR
AN OPINION OF COUNSEL SATISFACTORY TO THE COMPANY THAT SUCH
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REGISTRATION IS NOT REQUIRED OR UNLESS SOLD PURSUANT TO RULE 144 OF
SUCH ACT.”

(b}  Any legend required by the Bylaws of the Company or the securities laws
of any state or other governmental or regulatory agency having authority over the issuance of the
Shares (or the Conversion Shares).

36  Reliance by Company. Such Investor understands that the representations,
warranties, covenants and acknowledgements set forth in Section3 constitute a material
inducement to the Company entering into this Agreement.

37 No Reliance on Others. Each Investor agrees that no Investor nor any Investor’s
controlling persons, officers, directors, partners, agents, or employees shall be liable to any other
Investor for any action heretofore or hereafter taken or omilted to be taken by any of them in
connection with the issuance and sale of the Series E Preferred Stock (including the Common
Stock issuable upon conversion thereof) contemplated hereunder.

3.8  Accredited Investor. Investor represents that it is an accredited investor within
the meaning of Regulation D under the Securities Act.

4, CONDITIONS OF INVESTORS® OBLIGATIONS AT CLOSING.

Investors™ obligations to purchase the Shares at the Closing are subject o the satisfaction,
at or prior to the Closing Date, of the {ollowing conditions:

4.1  Representations and Warranties True; Performance of Obligations, The
representations and warranties made by the Company in Section2 hereof shall be true and
correct in all material respects, except for representations and warranties that are qualified as to
materiality or Material Adverse Effect which shall be true and correct in all respects, as of the
Closing Date with the same force and effect as if they had been made as of the Closing Date, and
the Company shall have performed all obligations and conditions herein required to be
performed or observed by it on or prior to the Closing.

4.2  Consents, Permits, and Waivers. The Company shall have obtained any and all-
consents, permits-and waivers necessary or appropriate for consurmnmation of the transactions
contemplated by the Financing Agreements except for such as may be properly obtained
subsequent to the Closing.

4.3  Filing of Restated Charter. The Restated Charter shafl have been filed with the
Secretary of State of the State of Delaware and shall continue to be in full force and effect as of
the Closing Date.

44  Corporate Documents. The Company shall have delivered to Investors or their
counsel, copies of all corporate documents of the Company as Investors shall reasonably request,

4.5  Heservation of Conversion Shares. The Conversion Shares issuable upon
conversion of the Shares shall have been duly authorized and reserved for issuance upon such
conversion,
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4.6  Compliance Certificate. The Company shall have delivered to Investors a
Compliance Certificate, executed by the Chief Executive Officer of the Company, dated as of the
Closing Date, to the effect that the conditions specified in subsections 4.1, 4.2, 4.3 and 4.5 of this
Section 4 have been satisfied.

4.7  Secretary’s Certificate. Investors shall have received from the Company's
Secretary, a certificate having attached thereto (i) the Company’s Restated Charter as in effect at
the time of the Closing, (ii) the Company’s Bylaws as in effect at the time of the Closing,
(iil) resolutions approved by the Board authorizing the transactions contemplated hereby,
(iv) resclutions approved by the Company’s stockholders authorizing the filing of the Restated
Charter, and (v) good standing certificates (including tax good standing) with respect to the
Company from the applicable authorities in Delaware and any other jurisdiction in which the
Company is qualified to do business, dated as of arecent date prior to the Closing.

4.8  Investors’ Rights Agreement. The Investors’ Rights Agreement substantially in
the form attached hereto as Exhibit C shall have been executed and delivered by the parties
thereto. '

4.9  Ceo-Sale Agreement. The Co-Sale Agreement substantially in the form attached
hereto as Exhibit D shall have been executed and delivered by the parties thereto.

4.10  Voting Agreement. The Voting Agreement substantially in the form attached
hereto as Exhibit E shall have been executed and delivered by the parties thereto.

5. CONDITIONS OF THE COMPANY’S OBLIGATIONS AT CLOSING.

The Company’s obligation to issue and sell the Shares at each Closing is subject to the
satisfaction, on or prior to such Closing, of the following conditions:

5.1  Representations and Warranties True. The representations and warranties in
Section 3 made by those Investors acquiring Shases hereof shall be true and correct at the date of
the Closing, with the same force and effect as if they had been made on and as of said date,

52  Performance of Obligations. Such Investors shall have performed and complied
with all agreements and conditions herein required to be performed or complied with by such
Investors on or before the Closing.

5.3  Filing of Restated Charter. The Restated Charter shall have been f1led with the
Secretary of State of the State of Delaware,

54  Investors’ Rights Agreement. The Investors’ Rights Agreement substantially in
the form attached hereto as Exhibit C shall have heen executed and delivered by Investors.

55  Co-Sale Agreement. The Co-Sale Agreement substantially in the form attached
hereto as Exhibit 1 shall have been executed and delivered by the parties thereto.

56 Yoting Agreement. The Voting Agreement substantially in the form attached
hereto as Exhibit E shall have been executed and delivered by the parties thereto.
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5,7  Consents, Permits, and Waivers. The Company shall have obtained any and all
consents, permits and waivers necessary or appropriate for consummation of the transactions
contemplated by the Financing Agreements cxcept for such as may be properly obtained
subsequent to the Closing.

6. SURVIVAL.

6.1  Survival of Representaiions and Wavrranties. The representations, warranties,
covenants and agreements made herein shall survive the closing of the transactions contemplated
hereby. All statements as to factual matters contained in any certificate or other instrument
delivered by or on behalf of the Company pursuant hereto in connection with the transactions
contemplated hereby shall be deemed to be represcntations and warranties by the Company
hereunder solely as of the date of such certificate or instrument.

7. AMENDMENT: WAIVER.

71  Amendment, Walver. Any term of this Agreement may be amended and the
observance of any term of this Agreement may be waived (either generally or in a particular
instance and either retroactively or prospectively), only with the written consent of the Company,
the holders of a majority of the Common Stock that is issued or issuable uvpon conversion of the
Series E Preferred Stock sold pursuant to this Agreement. Any amendment or waiver effected in
accordance with this paragraph shall be binding upon each holder of any securities purchased
under this Agreement at the time outstanding (including securities into which such securities are
convertible), each future holder of all such securities and the Company, provided, however, the
failure by any party at any time to require performance or compliance by the others of any of its
obligations or agreements will in no way affect the right to require such performance or
compliance at any time thercafter. The waiver by any party of a breach of any provision of this
Agreement will not be treated as a waiver of any preceding or succeeding breach of such
provision or as a waiver of the provision itself.

8. MISCELLANEOUS.

8.1  Notices. All notices and other communications hereunder shall be in writing and
shall be deemed given: (i) upon personal delivery to the party to be notified; (ii) when' sent by
confirmed telex or facsimile if sent during normal business hours of the recipient, if not, then on
the next business day; (iii) domestically, five (5) business days after having been sent by
registered or certified mail, return receipt requested, postage prepaid; or (iv) one (1) business day
after deposit with a nationally or internationally, as applicable, recognized overnight courier,
specifying next day delivery, if domestic, or if international, then three (3) business days
thereafter, with written verification of receipt. All commuonications shall be sent as follows
(provided, that any party hereto {(and such party’s permitied assigns) may by notice so given
change its address for future notices hereunder by giving ten days’ advance notice to all other
parties): ,

(a) if to the Investors:

at the address set forth on Exhibit A
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(b) if to the Company:

Affymax, Inc.

4001 Miranda Avenue

Palo Alto, CA 94304

Attention: CEOQ

Telephone No.: (650) 812-8700
Facsimile No.: (650) 434-0832

with a copy to:

Cooley Godward LLP

Five Palo Alto Square

3000 El Camino Real

Palo Alto, CA 94306-2155
Auentijon: Barbara A. Kosacz
Telephone No.: (650) 843-5000
Facsimile No.: (650) §49-7400

8.2 Interpretation. When a reference is made in this Agreement to an Exhibit or a
Schedule, such reference shall be to an Exhibit or Schedule to this Agreement unless otherwise
indicated. 'The words “include,” “includes” and “including” when used hercin shall be deecmed
in each case to be followed by the words “without limitation.” The words “all” and “any” when
used herein shall be deemed in each case to mean “any and all.” The phrase “provided 10,”
“furnished to,” and terms of similar import in this Agreement means that a paper copy of the
information referred to has been furnished to the party to whom such information is to be
provided. The phrases “the date of this Agreement,” “the date hereof,” and terms of similar
import, unless the context otherwise requires, shall be deemed to refer to Febmary ____, 2006.
For purposes of this Agreement, whenever the context requires: the singular number shall
include the plural, and vice versa; the feminine gender shall include the masculine and neuter
genders; the masculine gender shall include the feminine and newter genders; and the neuter
gender shall include the masculine and feminine genders. The term “person” shall include
natural persons, corporations, partnerships, limited liability companies and other entities unless
the context of such reference clearly indicates that only patural persons are intended and any
reasonable interpretation of such context would exclude entities. The table of contents and
headings contained in this Agreement are for reference purposes only and shall not affect in any
way the meaning or interpretation of this Agreement.

8.3  Counterparts; Facsimile Delivery. This Agreement may be cxecuted in one or
more counterparts and delivered by facsimile, all of which shall be considered one and the same
agreement and shall become effective when one or more counterparts have been signed by each
of the parties and delivered to the other parties; it being understood that all partics need not sign
the same counterpart. A facsimile signature shall be deemed an original.

84  Attorney’s Fees. If any action at law or in equity is necessary to enforce or
interpret the terms of this Agreement, the prevailing party shall be entitled to reasonable
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‘attorney’s fees, costs and necessary disbursements in addition tn any other relief to which such
party may be entitled.

8.5  Entire Agreement; Nonassignability; Parties in Interesi. This Agreement
(which inclodes the Exhibits and the Schedules) and the documents and instruments and other
agreements specifically referred to herein or therein or delivered by the Company pursnant
hereto or otherwise, (a) constitute the entire agreement among the parties with respect to the
subject matter hereof and supersede all prior agreements and understandings, both written and
oral and (b) shall not be assigned by operation of law or otherwise except as otherwise
specifically provided herein, except that the Investors may assign their respective rights and
delegate their respective obligations hereunder to their respective affiliates and partners. Except
as otherwise provided herein, the terms and conditions of this Agreement shall inure to the
benefit of and be binding upen the respective successors and assigns of the parties (including
transferees of any Shares).

8.6  Severability. In the event that any provision of this Agreement, or the
application thereof, becomes or is declared by a court of competent jurisdiction to be illegal, void
or unenforceable, the remainder of this Agreement will continue in full force and effect and the
application of such provision to other persons or circumstances will be interpreted so as
reasonably to effect the iutent of the parties hereto. The parties further agree to replace such void
or unenforceable provision of this Agreement with a valid and enforceable provision that will
achieve, to the extent possible, the economic, business and other purposes of such void or
unenforceable provision.

8.7 Remedies Comulative. All remedies in any of the Financing Agreements
expressly conforred upon a party will be deemed cumulative with and not exclusive of any other
remedy conferred hereby, or by law or cquity upon such party, and the exercise by a party of any
one remedy will not preclude the exercise of any other remedy.

8.8 Governing Law. This Agreement shall be governed by and construed in
accordance with the laws of the State of Delaware to the extent applicable without reference to
such state’s principles of conflicts of law; provided, however, that issues involving the corporate
governance of any of the parties hereto shall be governed by their respective jurisdictions of
incorporation.

8.9  Rules of Construclion. The parties hereto agree that they have been represcnted
by counsel during the negotiation, preparation and execution of this Agreement and, therefore,
waive the application of any law, regulation, helding or rule of construction providing that
ambiguities in an agreement or other document will be construed against the party drafting such
agreement or document.

8.10 Finder’s Fee. Except as set forth on the Schedule of Exceptions, each party
represents that it neither is nor will be obligated for any finders’ fee or commission in connection
with this transaction. Each Investor agrees (o indemnify and to hold harmiless the Company from
any liability for any commission or compensation in the nature of a finders' fee (and the costs
and expenses of defending against such liability or asserted liability) for which such Investor or
any of its officers, partners, employees or representatives is responsible. The Company agrees to
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indemmify and hold harmless each Investor from any liability for any commission or
compensation in the nature of a finders’ fee (and the costs and expenses of defending against
such liability or asserted liability} for which the Company or any of their respective officers,
employecs or representatives is responsible.

8.11 [Expenses. Each party shall pay all costs and expenses that it incurs with respect
to the negotiation, execution, delivery and performance of the Agreement.

8.12 Aggregation of Stock. All shares of the Series E Preferred Stock or Common
Stock issued upon conversion of the Series E Preferred Stock held or acquired by affiliated
entities or persons shall be aggregated together for the purpose of determining the availability of
any rights under this Agreement.

8.13 Delays or Omissions. It is agreed that no delay or omission to exercise any right,
power or remedy accruing to any party, upon any breach, default or noncompliance by another
party under the Financing Agreements, shall impair any such right, power or remedy, nor shall it
be construed to be a waiver of any such breach, default or noncompliance, or any acquiescence
therein, or of or in any similar breach, default or noncompliance thereafter occurring. It is
further agreed that any waiver, permit, consent or approval of any kind or character on any
party’s part of any breach, default or noncompliance under the Financing Agreements or any
waiver on such party’s part of any provisions or conditions of the Financing Agreements must be
in writing and shall be effective only to the extent specifically set forth in such writing,

{The remainder of this page has been intentionally left blank. }
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IN WITNESS WHEREOF, the parties hereto have executed the SERIES E PREFERRED
STOCK PURCHASE AGREEMENT as of the date set forth in the first paragraph hereof.

COMPANY:

AFFYMAX, INC.

By:
Name: Atrlene Morris
Title: President and CEO

Address: 4001 Miranda Avenue
Palo Alto, CA 943(4
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INVESTORS:
TAKEDA PHARMACEUTICAL COMPANY LIMITED

By:

Print Name:

Title:
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ExniBIT K

INITIAL PRESS RELEASE

AFFYMAX @

AFFYMAX AND TAKEDA ANNOUNCE AGREEMENT
TO DEVELOP AND COMMERCIALIZE HEMATIDE™ IN JAPAN

Affymax to Receive More than $100 Million in Upfront and
Milestone Payments Plus Sales Royalties

Takeda to Obtain an Exclusive License for Development and
Commercialization in Japan

PALO ALTO, Calif. (February 12}, and OSAKA, Japan (February 13), 2006 =Affymax,
Inc. (Affymax} and Takeda Pharmaceutical Company Limited (Takeda) today announced that
the companies have entered into an exdusive agreement to develop and commercialize
Affymax’s lead product candidate, Hematide™, in Japan for the treatment of anemia.

Hematide, a synthetic peptide-based next-generation erythropoiesis-stimulating agent (ESA), is
designed to stimulate the production of red blood cells. Itis currently being evaluated in four
Phase 2 dinical trials in the United States and Europe to treat anemia in chronic kidney disease
(CKD) and cancer patients.

Pursuant to the agreement, Takeda will pay to Affymax US$17 million as an up-front payment and
will also purchase US$10 million of Affymax’s stock. In addition, Affymax is eligible to receive
clinical and regulatory milestone payments totaling US$75 miliion. After the launch of Hematide in
Japan, Affymax would receive a double digit royalty on Hematide sales in the territory. Takeda is
responsible for alt development and commercialization costs in Japan, and Affymax is responsible
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for the manufacture and supply of drug substance to Takeda. Takeda then will manufacture the

final commercial product for use in Japan,

"With this agreement, Affymax has delivered on a key corporate goal. This major milestone
achievement will allow us to focus our own now considerable resources on developing Hematide
in the United States and Europe, while Takeda focuses on the significant market in Japan” said
Artene M. Morris, Affymax’s president and chief executive officer. “Takeda is an optimal partner
because they have the development experience in this area and commitment necessary to

accelerate and successfully develop and commercialize Hematide in Japan.”

"Hematide is a novel ESA that is an important product based on the evidence we have
observed,” said Yasuchika Hasegawa, Takeda's president and chief operating officer. “We are
excited to aggressively mave this premising new drug candidate forward to address a very farge
underserved patient population. I also helieve this product will enhance our urolagical and
cancer-related franchises, which we position as part of our core therapeutic areas.”

ESAs, which have been used successfully to manage anemia in patients with CKD and
cancer-related anemia, represent a $12 billion market wortdwide, of which Japan is about $1
biltion and growing. ESA therapy has dramatically reduced the need for blood transfusions and
the frequency and severity of anemia-associated morbidity, resulting in an improved quality of
life for patlents.

About Hematide™

Hematide has a completely novel amine acid sequence that is unrefated to erythropoietin, a
hormone that stimulates red biood cell formation, or to any other known naturally-occurring
human sequences., Compared to therapeutic proteins, Hematide has the potential advantages
of an uncomplicated chemical synthesis, a simple dosing schedule characterized by once
monthly administration, and room temperature storage. In addition, antibodies generated to
erythropoietin do not cross-react with Hematide, providing a rationale to study it in patients
with pure red cell aplasia (PRCA), a rare autoimmune disease caused by development of
antibodies to recombinant erythropoietin, A Phase 2 study to evaluate Hematide in PRCA
patients is scheduled to begin in early 2006.
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About Affymax

Affymax, Inc. is a dlinical-stage pharmaceutical company that is developing a rich pipefine of
synthetic peptide-based drugs against clinically validated targets for the treatment of kidney
diseases and cancer. Hematide, the Company's lead clinical product candidate, is a novel
peptide-based drug designed to stimulate red blood cell production currently in Phase 2 trials
for the potentiai treatment of anemia assodated with chronic kidney disease and cancer. For

more information go to www.affymax.com.

About Takeda
Takeda, located in Osaka, Jaban, i5 a research-based ¢lobai company with its main focus on
pharmaceuticals. As the largest pharmaceutical company in Japan and one of the global leaders
of the industry, Takeda is committed to striving toward better health for individuals and
progress in medicine by developing superior pharmaceutical products. Additional information
about Takeda is available through its corporate website, www.takeda.com/index-e.htmi

#4444

For Further Information:

‘Affymax

Mary Fermi - Daryl Messinger

Senfor Director, Commercial Development WeissComm Partners (for Affymax)
650-812-8722 415-999-2361

mary fermi@affymax.com daryl@weisscommpartners.com

Takeda

Seizo Masuda

Coordinator, Corporate Communications
+81-6-6204-2060

Masuda Seizo@takeda.co.ip
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SCHEDULE 10.2

2, On June 9, 2004, Affymax filed a civil complaint in the Regional Court Munich I in the
Federal Republic of Germany against Ortho Pharmaceutical Corporation and Ortho-McNeil
Pharmaceutical, Inc. of Raritan, New Jersey (collectively “Ortho™). Affymax’s complaint
alleges that Affymax is an owner of European Patent Application EP 0 892 812 which currently
lists Ortho as the sole applicant, and that Affymax should be named as the applicant, or in the
alternati licant, of that E licati

. The case remains pending in Regional Court
Mumch L

3. Oun September 27, 2004, Affymax filed a civil complaint in the United States District Court
for the Northern District of Llinois against Johnson & Johnsen, Ortho-McNeil Pharmaceutical,
Inc., Ortho Pharmaceutical Corporation, and The R.W. Johnson Pharmaceutical Research
Institute d/b/a Johnson & Johnson Pharmacentical Research and Development (collectively
“J&J-Ortho™). Affymax’s complaint alleges that J&J-Ortho have applied for and in some cases
been granted patents covering subject matter that was invented by Affymax’s scientists in
connection with a Research and Devetopment Agreement between Affymax and J&J-Ontho
(“R&D Agreement”). Affymax alleges that, based on the applicable patent laws and the R&D
Agreement, Affymax’s scienlists should have been identified as inventors on the patents and
patent applications, and Affymax should have been granted ownership rights to these patents and
patent applications. The complaint also alleges that J&J-Ortho has breached the R& I} Agreement
and Affymax has suffered certain damages as a result of said breach. Pursnant t the terms of the
R&D Agreement, Affymax entered into a period of good faith discussions with J&J-Ortho to
resolve, if possible, the dispute between the pariies regarding the subject matter of Alfymax’s
civil complaints in the US and Europe. On October 13, 2004, Affymax and J&J-Ortho entered
into a standstil) agreement in order to facilitate good faith discussions between the parties to
resolve the dispute. On March 8, 2005, Atfymax and J&J-Ortho entered into an expanded
standstilt agreement and Affymax filed a motion to voluntanly dismiss without prejudice the
civil complaint in the U.S. District Court in Illinois; the motion was granted and the U.S.
complaint was dismissed without prejudice and with leave to refile the complaint with the court
prior to September 8, 2005. Affymax filed a Motion to Reinstate the U.S. complaint in the U.S.
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District Court in INinois on September 8, 2005, and the motion was granted by the court
reinstating the case. On Qctober 10, 2005, Affymax filed an Amended Complaint in the US
District Covrt in Ilinois amending the names of the Defendants to refiect the current business
units of Ortho and deleting certain claims regarding USSN 6(/207,654, USSN 09/863,600 and
PCTAUSO1/16654. On November 1, 2005, Ontho filed an Answer, Affirmative Defenses, and
Counterclaims to the Affymax complaint. In their filing, Ortho denies all material claims against
them raised in the Affymax complaint and pleads counterclaims which include, inter alia, that
Ortho should be the sole owner of US Patent 5,986,047 and the joint owner of US Patents
5,773,569 and 5,830,851, all of which are currcatly assigned to Affymax. In the November 1,
2005 filing, Ortho also states that the case pending in the US District Court for the Northern
District of Hlinois should be dismissed and the case decided by binding arbitration as specified in
the 1992 agreement between the parties. On November 11, 2003, Ortho filed a motion with the
Hlinois court to disrniss or stay the US and German litigations and compel the parties to binding
arbltrauon On December 2, 2005 Affymat filed an Answer to Defendants’ Counterclaims
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