
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: 

ECEIVED 
MAR 3 0 2018 

Office of 

Under the Freedom of Information Act (FOIA), 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, 

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 (FOIA), 5 U.S.C. § 552
Request No. 18-03611-E 

Dear Ms. Smetana: 

This letter is in response to your request, dated and
received in 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 is granted in full.  The 177-page exhibit is 
enclosed with this letter. Because this exhibit was released in 
response to a previous FOIA request, no processing fees have
been assessed. 

If 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 (OGIS) for 
dispute resolution services. OGIS can be reached at 1-877-684-
6448 or Archives.gov or via e-mail at ogis@nara.gov. 

Sincerely, 

Amy Gbenou 
Amy Gbenou
FOIA Research Specialist 

Enclosure 

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

This COLLABOltATION AND LICENSE AGREEMENT (the "Agreemt'nt") 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. U.S.A. 

(''Affymax;''), and TAKEDA PHARMACEUTICAL COMPANY LIMITED, a company incorporated 

under the laws of Japan, with a place of business at 1-1. Doshomachi 4-chome, Chuo-lm, Osaka, 

540-8645, Japan (''Collaborator''). Affymax and Collaborator are sometimes referred to herein 

individually as a "Party', and collectively as the ''-Partier. 

RECITALS 

WHEREAS, Affymax is developing its proprietary pegylated r~~pept~d~] drug candidate 

designated by Affymax as Hematide™ for the trt,afment of anemia in patients with chrooic 

kidney disease and cancer; 

WHEREAS, Collaborator possesses substantial resources and expertise in the 

developrnt,nt. marketing. and comrrercialization of phannaceatical products in Japan; 

WHEREAS, Collaborator desires to obtain exclusive rights to develop farther and 

commercialize Hematide in Japan, and Affymax is willing to grant such rights on the terms and 

conditions hereof. 

Now THKKEFORE, in consideration of the foregoing premises and the mutual promises, 

covenants and conditions containe.d in this Agreement, the Parties agree as follows: 



ARTICLE! 

DEFINITIONS 

As used in this Agreement, the following initially capitalized terms, whether used in the 

singu]ar or plural form, shall have the meanings set fo1th in this Article 1. The tenns in this 

Agreement with initial letters capitalized, whether used in the singular or the plural. shall have 

the meaning set fonh below or, if not listed below, the meaning designated in places throughout 

this Agreement. 

1.1 "Affiliate" means, with respect to a particular Party, a person, coaporation, 

partnership, or other entity that contro]s, is controlled by or is under common control with such 

Party. For the purposes of this definition, the word "c<;mtrol" (including, with correlative 

meaning, the terms "controlled by" or ··under the common control wit.h'') means, for the purpose 

of defining the Affiliate under thls Section 1.1, the actual power, either direclly or indirectly 

through one or more intermediaries, to direct or cause the direction of the management and 

policies of such entity, whetller by the ownership of fifty percent (50%) or more of the voting 

stock of such entity, or by contract or otherwise. Notwithstanding the foregoing, (i) neither the 

government of Japan, nor any entity controlled by the government of Japan, shall be deemed to 

he an Affiliate of Collabor"tor, and (ii) TAP Pharmaceutical Pl'Oducts Inc. shall not be deemed to 

be an Affiliate of Collaborator. 

1.2 ''Affymax House ~rks'~ means ttie Affymax. names and logo as set forth in 

Exhibit A. 

1.3 "AtTymax Know-How" means all Information that is Controlled by Affymax or 

its AtTtliates during the Term and is necessary or useful for the Deve1opment, manufacture 

and/or Commercialization of the Proouct. For clarity, Affymax Know-How e,-.cludes the 

Affymax Patents. 

1.4 "Affymax Patent" means any Patent, including any Joint Patent, that (a) is 

ControHed by Affymax or its Affiliates at any time during the Term, and (b) claims the Peptide, 
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[Dipeptide], Hematide, Product or their manufacture or use or any other invention that is 

othe1wise necessary or useful for the Development. Finished Manufactui·e 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 dming the Te1m to 

incorporate the then current Aff yrn.ax Patents. 

1.5 "Mfymax Technology" means the Affymax Patent and Affymax Know-How. 

1.6 "Alfymax Territory'~ means worldwide except Japan, its territories and 

possessions. 

1.7 "Alternative ESA,, means any peptide-based synthetic [BP¢:,~·~hl9r;~{i,~•f•ijg] 
BSA other than Hemalide, including any such ESA comp1ised of (i) the Peptide alone, (H) some 

peptide(s) other than the Peptide, (iii) the Peptide linked to a chemical moiety other than the 

Reagent(s) by any means. or (iv) some peptide(s) other than the Peptide link:ed to any chemical 

moiety(ies) by any means. 

1.8 "Backup Product" means any product(s) Controlled by Affymax or its 

Affiliates, the active therapeutic ingredient(s) of which are Alternative ESAs. 

1.9 '4Bulk Hematide', means the active pharmaceutical ingredient (API) for 

Hematide, in bulk foa·m. 

1.10 4•Claims" has the meaning set fo11h in Section 11.1. 

1.11 "CTA" means an application for clinical trial authorization filed with a 

Regulatory Authority in the Licensed TelTitory to unde1take clinical trials of an investigational 

new drug, lhe 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. manufacture or Commercialization of the Product. For clarity, Collaboration 

Know-How excludes Collaborator Patents. 
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1.13 "Collaborator Patent" means any Patent, including any Joint Patent, that (a) is 

Controlled by Collaborator or its Affiliates at any time during the- Term under this Agreement, 

and (b) claims the Peptide, [()ipeptide], 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. 

1.15 "Commercialization", with a conelative meaning for "Commercialize", means 

all activities undertaken before and after obtaining Regulatory 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 Oinical 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 Paity under this Agreement, which may 

include specifirntions, know-how, trade secrets, legal information, technical information, 

drawings, models, business information, inventions, discoveries, methods, procedures, formulae, 

protocols, techniques. data, and unpublished patent applications, whether disclosed in oral, 

wtitten, graphic, or electronic form. All confidential Information disclosed by either Paity 

pursuant to the Mutual Confidential Disclosure Agreement between the Parties dated September 

30, 2005 shall be d"em"d to be such Party's Confidential Information disclosed hereunder. 

1.17 "Control'' means, with respect to any material, Information, or intellectual 

property right, that a Party owns or ha~ a license to such matetial. 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 othe.r Party such access, license, or sublicense. 
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1.18 "Develop" 01· "Development" means all activities relating to preparing and 

conducting preclinical testing, toxicology testing, human clinical studies, regulatory affairs, 

fommlation development, process development for Finished Manufacture and associated 

validation, quality assurance and quality control acfr.,ities. Development shall exclude all Phase 

IV Clinical Trials. 

1.19 "Development Plan" means the plan for conducting Development of the Product 

to be Commercialized by Collaborator in the Licensed Tetritory, 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 can·y out such 

obligation in a sustained manner consistent with the efforts a similarly situated 

biophatTilaceutical company (in the case of Affyma."!:) or phannaceutical company (in the case of 

Collaboratm') devotes to a product of similar market potential, profit potential or strategic value 

within its portfolio. based on conditions then prevailing. Diligent Efforts requires, with respect 

to such an obligation, that the Paity: (a) 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 (c) consistently make and implement decisions 

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

1.21 '1PiPetit/tl.e1" means Affymax' s proprietary ESA peptide Lti.9mQ(iii)!.er] 
l4fq709AJ with the chemical structure attached hereto as Exhibit C. 

1.22 "Dollar'' means a U.S. dollar, and"$" shall be interpreted accordingly. 

1.23 "E~IEA" 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 to 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. 
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1.25 "FDA" means the U.S. Food and Drug Administration or its successor. 

1.26 •'FD&C Ad" means the U.S. Federal Food, Drug and Cosmetic Act. as amended. 

1.27 "Field" means the prevention, treatment or amelioration of anemia in humans, 

including the Renal Indications and the Oncology Indications. 

1.28 "Finished Manufacture" means the manufacture of Finished Product from Bulk 

Hernatide. 

1.211 "Finished Pruducl" 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 purpose~ in accordance with the applicahle 

specifications and legal requirements. 

1.30 "First Commercial Sale" means the first sale to a Third Party of a Product in the 

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

1.31 "Formulation Technology" means any technology useful to facilitate delivery of 

therapeutic compounds, or that is useful to optimize the absorption or distribution of Uierapeutic 

compounds in the body, but that is not itself a therapeutic compound; provided that Formulation 

Technology shall exclude any technology that comprises a chemical modification of the Peptide, 

(Dipeptid'e] or Hematide. 

1.32 "Good Clinical Practices" or "GCP" means the then-current good clinical 

practice standards, practices and procedures promulgated or endorsed by the Regulatory 

Autliority 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 lime to time. 

1.33 "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 iliey may be updated from time to time. 

1.34 "Good Manufacturing Practkes" or "GMP'' means the then-current good 

manufacturing practices required by the Regulatory Authority in the Licensed Territory or, solely 
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for purposes of Affymax's obligations under Sections l.45 and l0.2(d), by the FDA and by the 

guideline promulgated by the International Conference on Hannonization designated ICH Q7A, 

entitle..1 "Q7 A Good Manufacturing Practice Guidance for Active Pharmaceutical Ingredients" 

and the. regulations promulgated thereunde.r, at least until and unless othe1wise 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. 

1.35 "Governmental Authority" means any multi-national, federal, state, local, 

municipal or other government authority of any nature (including any governmental division, 

subdivision, department, agency, bureau, branch, office, commission, council, court. or other 

tribunal). 

1.36 "Heilllltide" meaus Affymax's proprietary pegylated ESA drug candidate 

refetTed to internally as [AF37702J, consisting of the [Dipeptide] attached to the Reagent. 

1.37 "IND" 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 Tell'ilory. 

1.38 "Information" means any data, results, technology, business information, and 

infonnation of any type whatsoever, in any tangible or intangible form, including, without 

limitation, know-how, u·ade secrets, practices, techniques, methods, processes, inventions, 

developments, specifications, formulations, formulae, materials or compositions of matter of any 

type or kind (patentable or otherwise), software, algorithms, rmu:keting reports, expertise, 

technology, test data (including pharmacological, biological, chemical, biochemical, 

toxicological, predinical and clinical test data), analytical and quality control data, stability data, 

other study data and procedures. 

1.3!1 "Initial Indications" means the Renal Indications and/or the Oncology 

Indications. 

1.40 "Joint Committee" means the committee formed by the Parties as described in 

Section 2. I (a). 
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1.41 "Joint Inventions" has the meaning set forth in Secti0n 9.1. 

1.42 "Joint Patent" has the meaning set forth in Section 9.3(c). 

1.43 ''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 Territory" means Japan, including its territories and possessions. 

1.45 "Manufacturing Costs" ("MC") means: 

(a) 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 Pru1y contract manufacturer(s) for supply 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 

incun-ed in, and reasonably allocable to, tbe 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 c0ntract manufacturer by Affymax and shall be subject to the reasonable 

approval of Collaborator. Further, such methodology shall be consistent with U.S. Gen,;rally 

Accepted Accounting Principles and Affymax's methodology for other products Jnd shJII 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 he.rein: 

(i) "Direct Expenses" are those material and labor 1111d 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 materials, 
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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 pt,rsonnd directly involved in manufacturing Bulk Hematide in accordance with cGMP 

requirements such as production, quality control, quality assurance, microbiology, and other 

similar deprutments as needed who participate directly in the production of Bulk Hematide and 

components thereof. Oirect services expenses include reasonable out of pocket payments to 

Third Parties for services related to the manufacture of Bulk Hematide or components thereof. 

(ii) "Indirect Expenses" include production indirect costs such as a 

reasonable allocation of expenses associated with Affymax personnel suppmting the direct 

manufacturing of Bulk Hematide in accordance with cGMP requirements. Indirect Expenses can 

include labor for and indirect costs of quality conirol, quality assurance, raw matedal acquisition 

and acceptance, microbiology, document control, calibration/validation, and non-R&D expenses 

for process development and anal}tical methods development, and shall not include any Direct 

Expenses. 

{iii) "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 include.d in MC as Oirect Expenses or Indirect l:ixpenses. The methodology 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 Authmiwtion Application" or "MAA'' means an application for 

Regulatory Approval (but t)Xcluding Pricing Approval) in the Licensed Territory. 

1.47 "MHLW" means the Ministry of Health, Labor ru1d Welfare, otherwise referred 

to as "Korosho" or any successor thereto, which govern the scientific revie.w of human 

pharmaceutical prodocts in Japan. 
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1.48 "Net Sales" means, with respect to a· particular time period, the total amounts 

billed by Cnllabnrator, its Affiliates and their respective ~ublicen~es for sales of Fini~hed 

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, 

or local government and the agencies, purchasers and reimbursers of managed health 

organizations or foderal, state or local government, including without limitation, any reasonable 

inventory compensation due to Yakka revision, and contribution 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 [tert'p~rc~rtt(lQ%}] 

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, 

reje<.iions or returns of such Finishw Products, including in conm,ction with recalls; 

(c) freight, postage, shipping, transportation and insurance charges actually 

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 Collaborator, its Affiliates or 

their respective sublicensees for resale shall not be included in the computation 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 Parties agree lo negotiate in gotxl faith for an equitable determination of the Net 

Sales of the Product in the event Collaborator sells the Product in such a manner that gross sak, 

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. 

1.50 "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, adwtions, continuations, 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 Tenn Extension" means any term extensions, supplementary protection 

certificates and equivalents thereof offering patent protection beyond the initial term with respect 

to any issued patents. 

1.52 "Peptide" means that certain peptide ESA known as [A,fJlQ!J,U, the chemical 

structure of which is attached hereto as Exhibit D. 

1.53 "Phase I Clinical Ilia!" means a small scale trial of a pharmaceutical product on 

subjects that generally provides for the first introduction 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 infonnation about such product"s efficacy to permit the design of further 

clinical trials. 
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1.55 "Phase ID 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, precautions and adverse reae,iions that are associated 

with the drug in the dosage range to be prescribed; and ( c) support Regulatory Approval of such 

drug. 

1.56 "Phase 1118 Clinical Trial" means a Phase III Clinical Trial, possibly including 

pharmacokinetic studies. commenced prior to receipt of Regulatory Approval in the jurisdiction 

for which such trials are being conducted, but which is not required in order to obtain Regulatory 

Approval and which is conducted primarily for the purpose of Product support (e.g., providing 

additional drug profile and safety data or supporting e)l'.pansion of the Product Labeling). 

1.57 "Phase IV Clinical Trial" means a clinical trial of a Product conducted after 

Regulatory Approval of such Product has been obtained from an appropriate Regulatory 

Authority, which trial is (a) conducted voluntarily by a Party to enhance marketing or scientific 

know ledge of the Product ( e.g., for expansion of Product Labeling and dose optimization). or (b) 

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

1.58 "Pricing Approval" means such approval, agreement, detemtlnation or 

governmental 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. 

1.59 "Product" means a pharmaceutical preparation in any fo1mulation that contains 

Hematide as an active ingredient. 

1.60 "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. 

1.61 "Product Infringement" ha~ the meattlng set forth in Section 9.5(b). 

1.62 "Product Labeling'' means (a) the full prescribing information for the Product 

approved by the applicable Regulatory Authority, and (b) aU labels and other written, printed or 
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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 l\faterials" means all sales representative training materials and 

all written, printed, graphic, electronic, audio or video presentations of information, including, 

without lint1tation, journal advertisements, sales visual aids, formu)ary 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 Affi.Jiates. sublicensees or licensees in connection with any promotion of a 

Product in the Licensed Territory (all t.o the extent applicable for the Commercialization in th.e 

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. bureau, 

commission, council or other governmental entity, t1ecessary for the manufacture, distribution; 

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

1.66 '"Regulatory Authority" means, in a 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. havingjurisdiction over the Product, and (b) the MHLW. 

1.67 ~'Regulatory Exclusivity" means any exdusi ve 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 "Regulatory Materials" means regulatory applications, submissions, 

notifications, registrations. Regulatory Approvals and/or other filings made to or with a 

Regulatory Authority that are necessary or reasonably desirable in order to develop, 

manufacture, market, sell or otherwise commercialize Product,; 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. 

l.70 "Required Third Party Data') has lhe meaning set forth in Section 4.l(b). 

1.71 HSoJe Inventions'' ha~ the meaning set forth in Section 9. 1. 

1,72 "Stock Purchnse Agreemenf, shall mean that certain Stock Purchase Agreement 

to be ~ntered into by and between Collaborator and Affymax pursuant to Section 8. l(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 Territory, as 

applicable. 

1.75 "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.l(a)(iv). 

1.78 "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. l(a)(iv). 

1.80 '4U.S," means the United States of America and its possessions and territories. 

1.81 "Valid Claim" means (a) an unexpired claim of an issued Patent that has not 

been di.5claimed, revoked or held to be invalid or unenforceabl~ 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. 

1.82 ''Yakka" 1neans. the approval by the MHLW of the National Health Insur-ance 

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

1.83 ''Yen,. means a Japanese unit of currency, and ''¥'~ shall be interpreted 

accordingly. 

ARTICLE2 

J\,IANAGEMENT 

2.1 Joint Committee. 

(a) Formation and Role. The Parties hereby establish a Joint Committee that 

shall inonitor 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. 1be Joint Committee 

shall have the membership and authority, and shall operate by the procedures. set forth for it in 

this Se.ction 2.1 and in Section 2.2. The role of the Joint Committee shall be: 

(i) to review the overall strategy for seeking Regulatory Approval in 

the Licensed Te1ritory 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 

respect to the activities hereunder for the Licensed Tecritory and to 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, amenct the Development 

Plan; 
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(Iv) to seek to resolve any issues arising under this Agreement; 

(v) to monitor the Patties' performance against each then-current 

Development Plan; 

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

and enforcing patent and trademark protection for Products in the Licensed Territory; and 

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

purposes of this Agreement, as determined by the Parties. 

The Joint Committee shall perform its responsibilities under this Agreement based on the 

principles 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 Committee shall have only the powers 

assigned expressly to it in this Atticle 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 (I) or more of such Party'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 (I) representative shall have appropriate expertise in the clinical Development of 

pharmaceutical products, and one (I) representative shall have appropriate expertise m 

Commercialization of pharmaceutical products; provided that the Joint Committee may vary the 

expertise n,quired for Joint Committe,, representatives of each Party as it deems appropriate as 

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

representatives on the Joint Committee shall be at the rtilrebt6r,Iin11anager'JeveFoi"'aboveJ in 

each of the Party's organizations. Collaborator shall select one (I) of its representatives as the 
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initial chairperson of the Joint 01mmittee. On each anniversary of the Effective Date, the Paities 

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 Comm:ittee, 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. 

2.3 Joint Committee Meetings and Agendas. 

(a) Meetings. 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 [two (2)] representatives of each Paity 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 Paities 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 Committre. 

(b) Meeting Agendas. The chairperson of the Joint Committee shall prepare 

a draft agenda containing the topics (i.e., Development and/or manufacturing issues) for the 

upcoming meeting. The chairperson shall disc.lose 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 Committee; 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 C.ommittee 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 lo such Lemporary changes lo the general process for dislribuling 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 to reach unanimous agreement on a 

matter before it for decision for a period in excess of ten (l0) business days from the discussion 

at the Joint Committee and unless the Parties agree to prolong such time period, the 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). 

(b) Dispute. If the members of the Joint Committee cannot reach a 

unanimous dedsion with respect to matters involving the [Developmeot'of'the,,Ptoduccin"ilie 

L.i¢(io:ii,,:l''I'JIJ°ltQty], lihfli!dlngJ!]y isii!,fi!]'yQiylrtfd!niqal'tt~Jf'd~ign, prioB'iy cif i:-li!][8al'if/~1t 
ifrnellries;' ''arid 'th@ Hke,] 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 Oevelopment Matter. 

(c) Excepted Development Matters. For the purpose of this Section 2.4. 

"Excepte-0 Development Matters" means the following: 

(i) altering the [J;),!:'y~J9pjµ¢9(J"\~] to provide for the Development of 

[11e\.\ljrtdirntion~] other than the [Initial\[p'di9atiot1s]; and 

(ii) [Jpm,ii!)ll\i,11g, llJ{h,i,;i;J:U Cli!1i¢aLl.)iaj] for the Product [pri9!L IQ 

CQli).pl!:j1Qn] in accordance with its protocol, as a consequence of [t!1ni9~1'l'%Iµlt~] that are likely 

to affect the [i\Jiprovei"F1al\eling ot] the Product or [adversely] affect the [potwtialtnatket] for 

such Product IOutside theiLicens'eitTeiritoi-y], other than for purposes of [addressing' p'at.iecit 

18 
f] =CERTAIN CONi'IDENTIAL INl'ORMATION CONTAINED IN 'ffllS DOCUMENT, MARKED Di' BRACICE'JS., IS nLID WI1R THESECUJlm:rs AND 
EXCHANGE COMM'ISSlON PURSUANT ·TO .RULE 406 OF THE SECURmES ACT OF 1933, AS AMENDED. 



safety ·concerns] or pursuant to a requirement imposed by the Regulatory Authorities in the 

Licensed Territory or the external monitoring board for such t1ial; 

(iii) altering the [DeveloprnentPlaiiJ ur otherwise proposing to conduct 

or conducting any Development activities in a manner tl1at would reasonably be expected to 

[adversely.' impact Affyrriaxis' or iis <Third Pariy Partner's own]] development or 

commercialization efforts for Products in the [Affymax '.l'erritm·y]. other than for purposes of 

[addressipg patient safety c,;mcerris] or pursuant 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 pul'Suant to Section 2.4(a), and where such senior 

executive officers cannot resolve any such Excepted Devdopment Matter referred to thi;rn, then 

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

amendment irnplernente-0 or a [Pii:as'{ Hf C!itiical'T1i:u] shall not be [t'erriii11~ted •j:,riot fo 

<:Qmpletion]), 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 [P,ey~IQ;j:,riiebfPl@l or conduct such Development activities. 

2,5 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 support and guidance 

to the Joint Committee (each, a "Project Coordinator''). Each Project Coordinator shall be 

experienced in project management and may also serve as one of the three (3) representatives of 

its respective Pmty on the Joint Committee. From time to time each Party may replace its Project 

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

2,6 Collaboration Guidelines. In all matters relating to this Agreement, each Pmty 

shall seek to comply witll good pham1aci;utical and environmi;ntal practices consistent with the 

Laws and its own existing practices. Subject to the terms of this Agreement, the activities and 

ri;sources of each Party shall he managed by such Party, acting independently and in its 

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. 

ARTICLE3 

PRODUCT DEVELOPMENT 

3.1 Overview. Co]laborator 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 th.is Agreement, including without 

limitation such activities as may be required by the Regulatory Authoritie.~ in the Licensed 

Territory for Regulatory Approval of Products for use in the Initial Indications in the Licensed 

Territory, and any additional activities necessary for any Product to meet the requirements of the 

Japanese Pharmacopoeia or any other listings that are necessary or helpful for obtaining Pdce 

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

· activities. «Required Studies"). Affymax shall complete all [~1\goiU:g '¢:lf~J~ak.. ti�~~cUrilta.h 
pf~:!:i,Ql'~•ij :~~~g. 9tJ:wt;'tri~l~] regarding the Product that are listed on Exhibit G, at its own cost, 

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

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

any of the activities perfonned by the Collaborator pursuant to the Development Plan. 

3.2 Development Plan. An initial Deve]opment P]an 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 Conunittee for discussion any proposed modifications 

to the Development Plan, and the Joint Committee sha11 discuss such pmposed modifications at 

its next meeting, and any such modification may be approved by the Joint Committee as 

provided in Section 2.4. 1be Development Plan shall, at all times, contain the following 

information for the Product for both of the Initial Indications in the Licensed Territory: 

(o) scope and timeline.s for Collaborator's performance of all studies 

(including any Required Studies) designed to support Regulatory Approval of the Product in the 

Licensed Territory, including without limitation. clinical trial protocols, additional prec1inical 
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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; 

(cl Collaborator's foreca-;ts 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) using 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 ofrecommended usage and minimum scope of restrictions on use, in each case 

to the extent reasonably possible; 

(c) using Diligent Efforts to obtain Regulatory Approval for such Product 

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

(d) using Diligwt Efforts not to unreasonably adwrsely impact Affymax's or 

its Third Party Partner'.s own Development or Commercialization effoits 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 hy Affymax pursuant to Section 4.2, to ensure that all 

Collaborator's filings and specifications for Products in th~ Licensed Territory remain consistent, 

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

3.4 Collaborator's Performance. Collaborator shall devote Diligent Efforts Lo Lhe 

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 phannaceutical products in the Licensed Territory. Collaborator shall 

provide financial and other support for the Development of the Product as necessary to carry 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 w1thout Affymax's prior written consent. 

3.5 Records, Reports and Information. Collaborator sha11 maintain complete, 

current and accurate re.cords 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 re.quest. Collaborator shall provide written reports in English to the Joint Committee on 

its Development and regulatory activities ':"ith Products in the Licensed Territory, including 

without limitation any significant formal or info~al meetings between Collaborator and the 

Regulatory Authority in the Licensed Territory. on a quarterly basis at the end of each calendar 

quarter, at a level of detail reasonably sufficient to enable Affymax to detennine 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 tirst 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 
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shall include in such notification all material results and data with respect to such potential 

Backup Product(s), for Collaborator's evaluation. Collaborator shall treat such results and data as 

Affymax's Confidential Infom1ation under this Agreement, and shall respond to Affymax within 

thi1ty (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 Territory. If Collaborator notifies Affymax within such thirty (30) day period of its 

desire to obtain such rights, then Affymax a�d Collaboralor 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 Collahorator ohtains such rights 

with respect to certain Backup Product, then such Backup Product(s) shall also be licensed to 

Collahorator u�der such agreed terms a�d conditions. If Collaborator 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 pursue such 

opportunity itself or with an Affiliate or Third Party without any further obligation to 

Collaborator. lhis Section 3.6 shall apply on a Backup Product by Backup Product basis. For 

clarity, if anc! 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. 

ARTICLE4 

REGULATORY MATTERS 

4.1 Tmnsfer of Data and Regulatory Materials. 

(a) Data Generated by Affymax. 

(i) Within thirty (30) days after the Effective Dale, Affymax shall 

provide Collaborator with copies of IND and CTA filings made for the Product in the U.S. ancJ 

J:iurope prior to the l::iffective Date. With regard to all other preclinical and non--clinical data 

(including [raw1dataiuspd\toi1:irp¢ucejh~Jabove-mentioned IND and CTA filings, in the form 
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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 releYanl lo the Development of Product or Collaborator's seeking 

Regulatory Approval for the Product in the Licensed Tenitory. TI1ereafter, from time to time but 

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

Territory, Affymax shall provide Collaborator with copies of [~Ill preclinical and non-clinical 

data generated from [studies cpn1plt;,t!J:d,prmngoing as ot] the Effective Date by Affymax and 

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. l(a)(i) in connection with the Development of the Product in the Licensed Territory, including 

the im.:orporation of such data or reports in any MAA. 

(ii) Within thirty (30) days after the Effective Date, Affymax shall 

provide Collaborator with copie., of all clinical data resulting frnm [Ph.t,e'FClinjcal Triill~] 

completed or ongoing ( where available) as of the Effective Date and Controlled by Affymax. 

Thereafter, following completion of any additional [!'l]i!se [C'Jfllk¥ ,1'11~\s)l conducted by 

Affymax with or without [a'H:rhiii!I Partt'Partner], Affymax shall, in a timely manner compliant 

with the requirements of the Regulatory Authority in the Licensed Tenitory, 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 data and reports supplied by 

Affymax pursuant to this Section 4.l(a)(ii) in connection with the Development of the Product in 

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

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

from IPh'~fJt\'.:iinii;~J}'I'd~\s] completed or ongoing as of the Effective Date, Affymax shall 

provide Collaborator with copies of all resulting data upon request of Collaborator after 

rnmpletion of such trial. It is understood and agreed, however, that Collaborator shall have the 

right to use any and all such data and reports supplied by Affymax hereunder only to the extent 

that the Regulatory Authorities in the Licensed Territory 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 Tenitory, either as patt of the 

MAA or otherwise. In no event shall Collaborator have the right to utilize such [.l?l\~'JJ 
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Qlinic~lTr@l data in its MAA for the Product in the Licensed Territory in lieu of additional 

[Ph:&;seil Clin~cal '.frialJ 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 p~ynj~~t);tJ~~i{:99ij~i4~r~tipn'] 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''). Pursuant 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 [Rp~s~:rU:!QH~iG~l;:Td~l] 
and [Pifase ill :Otiiticill'tri~ :data] with respect to the Product for use in seeking Regulatory 

Approval for the Product in the Affymax Territory (the "Third Party Data"). With respect to 

any Third Party Data Controlled by Affymax [~ftet::fJ)e ~f(et;ti:Ve' P~J~]1 Affymax shall provide 

Collaborator with copies of all such Third Party Data upon request of Collaborator unless (X) 

Affymax rrn•Jiµiiij#i.pfptev~#~,~~:'ft9m••~qi~gi'it{ipursµ.~ridcf'its'•·•rw@m~ot:w~thithe,•·:Third 11Ji~lY 
Jt:~~r] and/or (Y) [~•ifaytn,~~,J~,4,~. t~]J:x~} 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.l(b)(ii). It is understood and agreed, however, that Collaborator shall have the right 

to use any and all such Third Party Data and reports supplied hy Affymax under this Section 

4.l(aXiv) 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 Pmduct 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.l(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, 

shall require [i~!:p~yfP~~~!!~~:ti~,$~:;~:;;,#gU[er~ii.9ni!tqii~ffytn~*ii~QQf9rl~t~::lt~ff4.,P~rtyiii?~@~.r] for 

such use of such data. For clarity, this Section 4.l(a)(iv) shall not apply to any audited data that 

Affymax may provide to Collahorator pursuant to Section 4.I(b)(i). 
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(v) With respect to any data generated pursuant to any [Phase.II 

Clinical Trial; Phase III Clinical trial of PhaseJV• Clinical· Trial] that is commenced [ after'the 

EffecHveD<!ii;J by Affymax other than [1¥@fAft'y1rii\Xlias 5i.b.itd l'iuty l'aii.n~rl, to the extent 

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

arising from such trial upon request of Collaborator, provided that the Parties have first agreed 

upon a mutually acceptable [paym<;1ntpf cash consideratioittQ. Affyma,i;] for such use of such 

data; provided that information reganling adverse events and serious adverse events shall be 

provided promptly as set forth in Section 4.8. 

(vi) For clarity, the foregoing shall not be deemed to limit rhe Parties' 

obligations with respect to information to be provided pursuant to Section 4.8. Additionally, 

except as expressly provided in subsections (iii) and (iv), Collaborator shall not be obligated [fr, 

piifiOA.ftymlix. any cbmpen~iitioii) for the inforrnatlon, data and reprnis to be provided pursuant 

to this Section 4. Ha). 

(_b) Audited Data Generated by Third Parties on Behalf of Affymax; 

Requests for Additional Data by Collaborator. 

(i) Affyma,-..; understands and acknowledges Collaborator's need to 

utilize and include copies of certain [s~'{Hfd.i1ta) and certain summary and general information 

regarding the [(!~1:µ01isti;atiQn q(~ffic~cy] of the Product that has b.:en audited as required by 

applicable Laws and that is contained w_ithin the Third Party Data [(,;.g) wlv¢ro:~ ~:vf11(r~p§it~, 
tahuJat¢d>d~tti;••surrµnari~s)] in Collaborator's Japanese Investigator's Brochure ("JIB") and as 

required in its filings for Regulatory Approvals in the Licensed Tenitory (the "Required Third 

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

Data to Collaborator [a(•IiO .fost To] Collaborator so as m enable Collaborator to conduct 

Ueveloprrrent activities and to obtain Regulatory Approval within the Licensed Tenitory. It is 

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

any hr~\&) data resulting from any clinical studies undertaken by Affymax and its Third Party 

Patiner 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 reganling adverse events and 

serious adverse events shall be provided prompt! y as set forth in Section 4.8. 
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(ii) In addition to Affymax.'s obligations set forth in Sections 4.l(a)(iv) 

and 4.l(b)(i), to the extent Affymax is unable to provide access to Collaborntor 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.l(a)(iv). if Collaborator so requests, Affyrnax agrees to use 

diligent efforts to negotiate with its Third Party Pru.tners 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 Paity Parblers in the Affymax Ten-itol'y, subject to Collaborator's 

[f~ifi1.~~-~1tig] Affymax [fqf);~~gb~~i.~ q~'t~' ,~64 :'~X.P~Q~p~]. [if,:@.y/fo~v.t@'.d:)jyJ A1Iymax in 

relation thereto and [p~(Yffi¢h.(J,yJ Collaborator [pf'~i'l~'<t91 such Thil'd Party Pal'tner Wi 
¢,Q.9;$'j,ij~1,ijf,p~] for the transfer to Collaborator of such data, under any relevant agreement with 

respect thereto [t.et.w'~~Q Affy~x:@a.·:&\•tb] Third Party Partner. 

(c) 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 seiious adverse events shall be provided 

promptly as set forth in Section 4.8. H Affymax requests that copies of such data be provided in 

compliance with requirements of other Regulatory .Authorities, Collaborator shall reasonably 

consider 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 

certain 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 Appmvals 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 [l'~w;il~~{iJ resulting from any clinical studies undertaken 

by Collaborator or on behalf of Collaborator by any Third Paity, and that such [~;il:~it~J 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.l(d). Affymax shall have the right to transfer any and all data and 

other regulatory materials received from Collaborator pursuant to Section 4.l(c) that is not 

otherwise included in Re.quired Collaborator Data to any of Affymax's Affiliates or Third Party 

Partners in the Affymax Territory, 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 

included in the Required Third Party Data of its Third Party Partners, and the equivalent data of 

such Affiliates, and subje-ct to [pa.yri.teij(b), s11c)\ Affiliat~$ Jin;d/qr Third fagy P,J:rfoe1j,] as 

applicable, of a [c6Itiirlt'relall)''teatorinbkfee to] Collaborator [irt"con.sidefatio1{'fof] the transfer 

to such Affiliates and Third Patty Partners of such data and other regulatory materials of 

Collaborator. 

(e) Clarification. All preclinical, non-clinical, analytical, manufacturing, and 

clinical data and associated reports disclosed by one Party to the other under this Agreement 

shall b., deemed Confidential Information of the disclosing Party. Except as otherwise provided 

in this Section 4.1, the receiving Party may use such data solely for the purpose of o.,vcloping a 

Product, St'eking and obtaining Regulatory Approval and Commercializing the Product as 

permitted in this Agreement, in its respective Territory, subject to Article 12. 

4.2 Regulatory Filings and Approvals. 

(a) In General. The Parties intend that the Developmt,nt Plan shall set forth 

the agreed regulatory strategy 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 Territory and for filing CT As, 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 Territory shall be 

conducted and borne solely by the Collaborator, provided, however, with regard to the 

Chemistry, Mai,ufacturing and Controls ("CMC") section of such regulatory submissions, and 

other part(s) of such submissions, relatt,d to the manufactur" 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 Lkeru,ed Territory, Marketing Authorization 

Applications, Pricing Approval applications and all other applications in connectjon with seeking 

Regulatory Approvals for the Products in the Licensed Territory. 

(b) Rights of Reference to Regulatory Materials. Each Party hereby grants 

to the other Party a right of reference to all Regulatory Materials filed by such Patty in its 

respective Territory for Product as follows: The right of reference granted to Affymax herein 

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 herein shall be solely for the purpose of obtaining Regulatory Approval 

for the Prorlucts in the Licensed Territory, subject to Section 4.l(a)(iii). 

(c) Collaborator 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 responsible for 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 attend, as a silent observer, all 

meetings between Collaborator and the MHLW, and Collaborator shall timely inform Affymax 

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

(ii) Collaborator shall use Diligent Efforts in compliance with 

applicable Laws and other regulatory obligations related to Product Development and Regulatory 

Approval in the Licensed Territory, 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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(iii) 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. 

(d) 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. 

(ii) 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. 

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

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

Authorities in the Licensed Territory with respect to Products, the Peptide, [Qjp~pt:i,4~) and/or 

Hematide, or the testing, manufacture, distribution and/or facilities in relation thereto, including 

without limitation any notices of non-compliance with Laws in connection with the Product (e.g., 

waming 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 thereto), 

notice of violation letters (i.e., an untitled letter), warning letters, service of process or other 

inquiries. 

4,3 Filings for Regulatory Exclusivity. The Joint 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 seek and (if 

appropriate) file for such Regulatory Exclusivity for Products if the Joint Committee so 

recommends. 
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4.4 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 seeking and maintaining 

Regulatory Approval for Products in the Licensed Territory. 

4.5 Communications. Except as may be required by Laws, Affymax shall not 

communicate regarding the Product with any Regulatory Authority having jurisdiction in the 

Licensed Territory unless explicitly requested or pe1mitted 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. Except as may be 

required by law, Collaborator shall not communicate with any Regulatory Authority having 

jurisdiction outside the Licensed Territory regarding any Product unless explicitly requested or 

permitted in writing to do so hy Affymax, or unless so ordered by such Regulatory Authority, in 

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

4.6 Cullaboralor Regulatory Filings. Collaborator shall not 1ile 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 Initial Indication without the prior written consent of Affymax or 

unanimous consent of the JC pursuant to Section 2.4(c). Collaborator shall not file any 

Regulatory Material.s for Peptide, [E>,lp¢['1J.d~J. Hematide and/or Product outside of the Ll<..-ensed 

Territory. 

4.7 No Harmful Actions. Collahorator .shall not take any action with respect to 

Products in the Licensed Territory that could reasonably be expected to 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 Territory 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 Committee 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 Committe~ cannot reach agre~ment a.~ 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 Territory in the course of 

reexamination, reevaluation and other post marketing surveillance review procedures required by 

Regulatory Authorities in the Licensed Territory or the relevant independent data .~afety 

monitoring board. 

4,8 Adverse Event Reporting and Safety Data Exchange. The Parties agree that 

Collaborator shall ~ primarily respon.~ible for the monitoring of all clinical experience.~ 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 

eighty (180) days after the Effective Date, but in no event later than [thfrty(30fdaysJ prior to the 

first dosing to the first patient in th~ clinical trial conducted by Collaborator hereunder in or for 

the Licensed Territory 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: 

(a) identifies which safety information shall be exchanged; 

(b) identifi~s when such information shall be ~xchanged; 

(c) provides that Collaborator shall have regulatory reporting responsibilities 

in the Licensed Territory, and Affymax (either it~elf 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; 

32 
[] = CEltTAIN CONFIDENTLU INFORMIA'llON COl'f'fAINED IN nus DOCUMl[NT) MAlll(W B'I' BllAOETS, rs FILEP WITH nit SEcuRITIES AND 
EXCHA.NCE CflMMISSION PURSUANT m Ruu: 406 OF THE Sf.CllRITIE..', Acr o.v l !>33. AS AMt:NDED. 



(e) identifies which Party shall be obligated to obtain follow-up information 

on incomplete safety reports; 

(f) 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 periodic 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 Party shall keep the other Party informed, in a timely 

manner compliant with the reporting requirements of (i) if the other Party is Affyrnax, 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 lirst 

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

(1) raises any [lrtateriala'c'&rt&fns'i'lgarding' thf:iJMefytefficru::f or ,qJalityJ of the Product; (2) 

indicates or sugge.sts la pdtei/ti}il.iliai~fiaUi~b/tjtf9f~itiietP.ii-iy(o Third' ffortie§J in connection 

with the Product; (3) is reasonably likely to lead to [ll. re~.~ll gr)niirket: witljdJ'aw;ill of the 

Product; or (4) relates to [pxp¢dit~ct aM:'Ni'idi:11¢: ~p9r'(§9fady~it;feye6ti] with respect to the 

Product, or [Pr9dgs\>4fl)l'.lp]aj!lt$]. and which may have [a,n11:i.ftter\~jJJ1p<1£!,,Hol] ,~egl!latpry 

Approv<1.Fbfi)ie\,qnd1111e<l',JJonm:iemii!lit11tio1{'&t] the Product If Affymax requests that copies 

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

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 Authority 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) and provide to such other Party 
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copies of all documents, if any, it re<:eived 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 communication, the Party that 01iginally received the 

communication shall have an opportunity to comment on the response to the extent such 

response may affect its rights or ohligations under this Agreement. In the event the Parties 

disagree concerning the form or content of a response to a Regulatory Authority in a particular 

Territory, the Party in whose Tenitory 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 corrununications, including 

hy providing to such Party, within two (2) business days after a request, such information and 

documentation in the other Party's possession as may be necessary or helpful for the Party to 

prepare a response to an inquiry from a Regulatory Authority. ff 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 corre6pondence 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 matters referred 

to above received by Affymax's Affiliate(s) or Affymax's Third Party Partner(sJ as if such 

communications bad been received by Affyma.~ directly. 

(b) Collaborator Disclosures to Affymox. In addition to its obligations 

under Section 4.9(a), Collaborator shall disclose to Affymax the information set forth in Section 

4.2(d). 

4.10 Regulatory Inspection or Audit. 

(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 Collaborator in or 

for the Licensed Territory, Collabomtor 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 inspe,;tion or audit 

observations of such Regulatory Authority (a copy of which Collaborator shall irrunediately 
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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 into English. Co11aborator 

agrees lo 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 commitme.nts violate applicable 

Laws. If a Regulatory Authority in the Licensed Territory desfres to conduct an inspection or 

audit of Affymax• s facility, or a facility under contract with Aff ymax, with regard to the Product 

in the Licensed Territory, Affymax shall cooperate and cause the contract facility to cooperat.e 

with such Regulatory Authority and Collaborator during such inspection or audit. Collabontor 

shall have the right to have a representative observe such inspection m audit and Collaborator 

shall, if :requested by Affymax, assist Affymax in preparing for, facilitating and/or enabling such 

inspection or audit. Following receipt of the inspectfon or audit observations of such Regulatory 

Authority, Collaborator shall provide a copy of such observatjons� Affymax shall prepare a draft 

response to any such observations in English, ln consultation with Co11aborator, and Collaborator 

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

(b) Audit of Product Manufacturer. Collaborator shall notify Affymax 

within forty-eight (48) hours of receipt of notification from a Regulatory Authority of the 

intention uf such Regulatory Authority to audit or inspect facilities being used to conduct 

Finished Manufacture of the Finished Product. Collaborator shall also provide Affymax with 

copies of any written communications received from Regulatory Authorities with respect to such 

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

4.11 Recalls and Voluntary Withdrawals. The Parties shall exchange their internal 

standard operating procedures ("SOPsu) for conducting product recalls reasonably in advance of 

the First Commercial Sale of any Product in the Licensed Tenitory, and shall discuss and resolve 

any conflkts between such SOPs and issues relating thereto promptly after such exchange. If 

either Party becomes aware of information relating to any Product that indicae.s that a unit or 

batch of Finishe.d Product or Bulk Hematide may not confo11n to the specifications therefor, or 

that potential adulteration. misbranding, and/or other issues have arisen that relate lo the safety or 

efficacy of Products, it shall promptly so notify the other Party. The Joint Committee shall meet 

to discuss such circumstances 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 Sectfon 4.11. Collahorator 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 

Territory 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 ha,;e the right, at its expense, to control all recalls. field corrections, and 

withdrawals of any Product in the Affymax Territory, provided, however, that Affymax shall use 

reasonable efforts (subject lo 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 required by applicable 

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

ARTICLES 

COMI\IIERCIAUZATION 

S.1 Commercialization in the Licemed 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 incwred in connection 

with a11 such Commercialization. Collaborator shall have the right to conduct 

Commercialization of the Product in the Licensed Territory subject to Section 5.4. Upon 

reasonable request of Affymax, Collaborator shall provide Affymax an opportunity to review 

· and comment on all significant marketing dix:isions for Product in the Licensed Territory. 

including without limitation marlt.eting strategy and launch decisions, and Collahorator shall 
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consider any comments thereon provided by Affymax in good faith, to the extent 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 determine all pricing of the Product in the Licensed TeJTitory. Notwithstanding 

anything in this Agreement express or implied to the contrary, Affymax shall not have any right 

to direct, control, or approve Collaoorator's pricing of Products for the Licensed TeJTitory. The 

provision to Affymax of any pricing data is for informational purpos~ only. 

5.4 Collaborator Performance. 

(a) Level of Efforts. Collaborator shall devote Diligent Efforts to 

Commercializing each Product in the Licensed Territory following Regulatory Approval of 

Products in the Llcensetl 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 Hemati<le by Affymax pursuant to Article 7 or the 

Supply Agreement (defined below), Collaborator shall achieve First Comnrercial Sale of each 

Product in the Licensed Territory promptly after, but in no event more than [tlll-e;i" ('.3)] months 

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 activities with Products in the Licensed Territory. 

In addition, Collaborator shall present a written repoti to Affymax at least semi-annually (and no 

later than April 30th and October 31 ' t 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 reasonably sufficient to enable Affymax 

to determine Collabomtor's compliance with its diligence obligation pursuant to this Section 5.4. 

5.5 Compliance. Each Party shall comply in all material respects with all applicable 

Laws relating to activities pe1formed or to be performed by such Paity (or its Affiliates, 

contractor(s) or sublicensee(s)) under or in relation to this Agreement. Each Pru.1y represents, 

warrants and covenants to the other Party that, as of the Effective Uate 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. Notwithstanding the foregoing, 

this Section 5.5 shall not expand Affymax' s obligations with respect to compliance with GMP as 

expressly set fonh in this Agreement or as otherwise agreed upon under the quality agreement to 

be entered into pursuant to Section 7 .8. 

5.6 Product Trademark and Affymax Homre Marks. 

(a) Product Trudemark. Collaborator shall have the right, at its sole 

discretion, to select the trademark to be used in 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 

corresponding 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 Paities. 

(b) Affymax House !\,larks. To the extent allowable by applicable Law in 

the Licensed TeITitory, Product packaging, Promotional Materials and Product Labeling for use 

in tlle Licensed TetTitory shall caiTy, in a conspicuous location, the Affymax House Marks, 

subject to Collaborator's reasonable approval of the size. position and location thereof. From 

time to time during the Term, Aff}1nax shall have tlle right to 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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ARTICLE6 

LICENSE'S AND EXCLUSIVITY 

6.1 Licenses to Collaborator under Affymax Technology. 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 Affymax), royalty-bearing (during the Tenn) 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 to make and have made the Finished Product 

anywhere in the world for such Development or sale (subject to Article 7) in the Licensed 

Territory. 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 

derivative or analogue of the Peptide, [DipeptideJ. Hematide or the Product, except to the extent 

it obtains such right pursuant to Section 3.6. 

6.2 Limited License for Affymax House Marks. 

(a) Affymax 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 Commercialization of the 

Product within the Licensed Territory, as provided under and in accordance with Section 5.6(b) 

of this Agreement. The foregoing license may he suhlicensed by Collaborator to its Affiliates 

and 1bird 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 A!Tymax 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 materials 
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within ten (lO) 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 th<Jir 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 to time to 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 those expressly granted in this Section 6.2. 

6.3 License to Affymax under Collaborator Technology. Subject to the tenns and 

conditions of this Agreement, Collaborator hereby grants to Affymax a non-exclusive. royalty­

free license under the Collaborator Techuo]ogy 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 Peptide or 

the Bulk Hematide or the Finished Product anywhere in the world for such development or sale 

in the Affymax Territory. Such license shall be sublicenseable by Affymax to 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, expre~s 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 or in collaboration with a Third Party, actually market, promote, or sell in the Licensed 

Territory any therapeutic agent, other than the Product, that [aclif~tes(lli~;:ii)'ilii'6pQi¢tlh 
re;::~pt<:.ir], without Affyma,x's prior written consent, then Affymax may, [as 'a's6!t: r~ni'ixfy 
tliet~foi'], upon written notice to Collaborator, in Affymax' s sole discretion, either [~Q\lV¢itJJ:ie 

lice11se, gr;inti:i<l] to Collaborator [here11nd;;r,,tQ ,,,a no1HexqlusiyeJicenst1) or [ternntljjte :,this 

Agiiernieht], in oach case upon ninety (90) days' prior written notice to Collaborator. For 

avoidance of doubt, this Section 6.6 does not restrict Collaborator's or its Affiliate.s' [re~~Krcli 
atid/d¢,vm\pm.ent] activities with regard to [Atiernafi\ie ESA.§J, provided that Collaborator 

acknowledges that [i(IS:iio(gianted'a lic¢h~e) under ltheAffyroa¼/l'ecbnologyJ to conduct such 

activities. 

6.7 Third Party Licenses. Collaborator understands and acknowledges that certain 

rights contained within the Affymax Technology have been licensed lo Affymax from certain 

Third Parties pursuant to those license agreements entered into as of the Effective Date and set 

forth in Exhibit I (the "Third Party License Agr~nlents"). Affymax shall, during the. Te.rm, 

[l'rialnmitt theJ Third Party License Agreements [itl'Jul)Jdtce and',eff¢6r'andsha1F1iolarrt¢11d.or 

rifodifyisucb] Third Party License Agreements in a manner that would [i'eas'orial'ilybe'expe<:ted' to 
h~ye'' ili(lidv~rsei'<l,ffct;t] on fCoil~boi~ioF·~Jigilfi' @d."bfull'ga'iiprts)1fteµ11ijaJ and Collat,orator' s 

[effi:irift9 Qeydop'and'i5"iriilllerd~i/ze'tBe] Product in the Field and 111 the Licensed Ten-itory. 

ARTICLE7 

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 Ten-itory. 
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7.2 Preclinical and Clinical Supply of Bulk Hematlde. 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 confinned, or, if applicable, updated quantity and schedule, and Affymax shall supply or 

have supplied to Collaborator such quantities of Bulk Hematide. The price for such 

Development (non-clinical and clinical) supply shall be [t~e;,M?QJJf~cl]!r)ng.(;p~\1 for such Bulk 

Hematide, with such supply ID he [F(;:Pi.(11'{CQ1'ERM$}2,()()Q, ,:':1i;;la111~119fdt k,ffynjilx}~':Qf)i$ 

ThitdPatty:eQnira¢!:1'tl@QfaQ(QreftfMiUty]. Affymax shall invoice Collaborator for such Bulle 

Hematide with each shipment, 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 Parties shall 

discuss and agree upon 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 fonnulations 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 

into an agreement with any such Third Party. 

7.3 Commercial Supply of Bulk Ile.matide. The Parties shall negotiate in good 

faith and enter into a manufacturing 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 

hereunder, pdor to [s§wn\~1\ce111~nt' oftl\¢'fiBit''Pij9~~ Ol'P'µ1Jba!!rilliO for the Product in the 

Licensed Territory, or [gpiijro~qejij.e~t}of: tl'I.1{'8!~~i!iJ)'Jtµdy: of' ID~"firj)sti.e;'!"IIT@ti((iipi:1:!'~ 

ip.cl9\l,1,d:)1i:: t11.e::iP~9quot,M.MJ. 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 supplied by or on behalf of 

Affymax to Collaborator in a timely manner at a cost [iiqoaft,fdne:'i1o'ridt&;l a'ndit\,v~titf ~r&rtt 
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({to%): :9{:AJ.tym~x·~:M:~nµf~ci~dpg'J)q~(pf:] such Bulk Hematide, with such supply to be [IR~Al 
f.i.NGQT-RRJvf$t2QfJO;.-- ~~•:,,ijrii~n.d¢~)•i=Atfy~ij~ts:1 1.or•:;#s::::=Thifd·•,,~artyii,¢0:iltr~¢~,,tittii;.uf~ti4t~rts• 

fAAiJify]. In addition, such Supply Agreement shall provide that Affymax shall [¢~:ta~ll~nm~ 
~~~20:~ri.9iJr~j)f{¢~1miler¢hU)s:Upp]y.] to ensw-e that Affymax meets its obligation to supply 

appropriately forecasted quantities of Bulk Hematide ordered by Col1ahorator, and that if 

Affymax materially fails .to meet such supply obligation, then Collaborator shall have the right to 

[9.)$,@~: f@p§fet], without delay. of h~aijt-:ti~iijr:i,I,Jg•'i~gijgq!o'gy] necessary to [~~i~bfotrftb 
"·'·,,.,.,,,. ,.,.,."..:''"·' ,.··.,.,,.,,.....,,,'f,.·.,.·"·.. 'd B ' . . If "''"lt··•"-=·•''"t"a:p~!lf.aj;@~] or [b~Y~ mau:u ag,i)tf,J ulk Hematide to meet its requirements. [~µ;~;,1:,J~P:$,.~J] 

occurs, Affymax would [gfiµf:tq{Cbllij~~~t�r] any additional [l1~11~ij;~] necessary to [~n~bl~ 
C:ollll:!Pra.i9f)pi'~:xetci~;e.] the [foregoitig JijaotiffictuJ:iijg,tlgp.tJ without requiring Collaborator [JQ 

pay'~ni~.!-l~ftr9.11,~ ~dii~H!¢t~ifo~i1 tor such rti~~-rt~$']. 

7.4 Finished Product. Collaborator shall be responsible for, at its own cost, the 

formulation, filling, finishiog, testing and final release of the Finished Products for Development 

and Commercialization in the Licensed Te1Titocy. Collaborator shall have the right to pursue in 

its sole discretion the formulation for the Product, including a fonnulation which is different 

from that utilized 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 Te.rritocy. 

7.5 Comparatm· Drugs. Lollaborator shall be responsible for obtaining. at its sole 

expense, all supplies of its requirements of all comparator <lrugs ancVor placebos necessary for 

conducting clinical trials of the Product in the License<l Territo1-y, provide<l, 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 use Diligent Effons 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. Affyrnax shall maintain complete and accurate re.cords 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 certifie-d 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 AgreemenL 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 determined 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 

fonh 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 actually owed during the 

applicable calendar year of more than [five iper~~rit:'{oo/o)], in which case Affymax shall bear the 

full cost of such audit. 

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

obligations ~ 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 Affyrnax ·s facility 

or a facility of a Third Party contract manufacturer under contract with Affymax for the 

manufacture and suppJy of the Bulk Hematide in or for the Licensed Territory, 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 c~e to the extent relevant to the Bulk Hernatide supplied 

in or for the Licensed Territory and during normal business boors. 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 ColJaborator of its desire for such inspection or audit. Notwithstanding 

44 
[} = CE.XTAIN CONJlllDfflAJ., l"'FORMA'I'ION COlffAJNED IN TIILS DOCUMBNT, MAIIKI![) Bl' BIACKE'l'S, IS fU,Q) WlTH TIii! SECURmES I\ND 
l!XCH-'NGE CollolMISSlON PURSUA.NTTO RUL£40' <W'THESECllllmES Acrov 1'33,M AMENDED. 



the foregoing, if any notice or observation is made by a Regulatory Authority of noncompJiance 

of such facility with applicable Law in connection with Bulk Hematide, Collaborator may 

conduct an inspection or audit of such manufacturing facility more frequ~ntly 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 additiona1 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 ex.tent and on 

such terms as the Parties may 1-easonably agree. 

7.8 Quality Agreement. The Parties shall negotiate in good faith and enter int.o a 

quality agreement governing the quality control, quality assurance and validation of the 

commercial and clinical supply of the Bulk Hematide to Collaborator by or on behalf of 

Affymruc. 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 MfilW impose additional 01· different obligations than are imposed 

under GMP as required by the FDA, then Affymax shall, itself or through a Third Party contract 

manufacturer, comply with such MHLW GMP requirements 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, (ii) Affymax 

shall have a reasonable time after receiving such notice to comply with such additional or 

different ob1igations, and (iii) that Col1aborator shall cooperate with Affymax to a reasonable 

extent to enable Affymax to comply with such obligations. 

ARTICLES 

COMPENSATION 

8.1 License Fee. 

(a) 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.S(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 Fonn 17. "Attachment Form For Limitation On Benefits 

Article"). Co1laborator shall pay to Affymax a license fee of Seventeen Million D:>llars 

($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 noruef undable and 

noncreditable against any other payments due hereunder. Collaborator shall confinn 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. Notwithstan<ling the foregoiDg, 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 reqwred for Collaborator to purchase such stock after such certificate is so 

filed and accepted (not to exceed three (3) business days after sueh certificate is so filed and 

accepted). 

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 Affyrnax the amounts set forth 

below within thiny (30) days after the first achievement of the corresponding milestone event. 

Each milestone payment by Collaborator to Affymax hereunder shall be payable [qp!;&:mi,t;i;~~ 
t~~a!i*$.rni?ii!t)~gµmij~t},tl~,-~~~] 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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Milesto1te Evelll Milestone P11yment 

g::omplctiQ!(** o(t11~ fi"isJl'li~!i<il CiiiiicajJ'ri.i\fiir d\;; Pri'/dpcy by 
or. onibehaifof ihe C6llilbor•t&rl 

$1lP;ooo,pooJ 

[lrtiliarion•iof.;ihefii.sfrl'haseJffClirufatTriahofthel'rodiici•by 

or 01tbehalfbfit he t'ollab<ll'at<>r foriheLfirfrRe,fal'IndiciationI 

$[5;000;0001 

[Iliiti~tiJ~ i;f tbeJ'iist J>liaie. JlFClinlfal •TrlaLll,if•a J'rl)(lucLby.iir 

<1n,b¢11alf<1fJb¢ Coll~1'~ralt>t(ot,ih¢ fijj,tiQQ~ufogylndi¼d<,~] 

[/\ccoJii'lnci' of•·(i~\.•t..f/\A•filinf in• l.itense<!Teh-ilory for\a 
Prc,;l<ittior,any,.Re nai,·~n di~.ati ortJ 

$[3,Q@,Q(.()J 

[Ac;cIJ'lt•m;e• .tif.../irs\ •. l\fAA . .ifjljngii tj• l,ic;el!So'.ld YI:erritory •fQ r·•• 

Bfwu~IJQr@t On<iolqgy.lnd\c~t;jqg1 
$[:!o;OOQ,0001 

rQ.bti!/.n\gg,i,f\b~••fti,1.,R.~gul?t•>tY:·A.rJ\mY~l·•rt•t1~. i'rPi\~qt J~•:.tl\¢ 

µ~~~-ajTmi\orn.wiheJII~! Rtn111)µdi~atjpg] 

[O.l\t11i••!l£.i>fJhe,firilt.J:!.,gul~tol)·•APJi!i>Y•lALth~.. PID~c1 i.n. tli.e 

Liq~rt~~T¢rii\\ll)lfill" t.lliiQ~¢ol§gy•Iri<iicati§nl 

$[j,IJ!)0,()00] 

[A\tainm~11(ofY~kk~ fott)lel.PrQdlicl•in th¢ Ll9ensedlT~trifor)'frir 

[h( first Renal indication] 
$fio:ooo:oom 

[Altain,i\en(ofYal::lia .f<fr/he f'rQ<l11i:tin the Lict111Ied Terrifory foi 

tfiefiii;f.Qn<:hli;gjf.!n<licatiQnJ 

$[1(1;000:0001 

[AitaJninen(i)fYalka frit ihe,il'>i:ndu(f\n tl\~•il,ii:erised:Terrifory.for 

me•,thjntintl.iC!!tionJ 

$[5;(J00;l)O()} 

Total Milestone Payments $75,000,000 

• "lni6ation", as used in this milestone ev-ent chart, means the 

first dosing of lhe fir,I human subject. 
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** ~'Completion'~ means, with resp-e('t to a given clinical trial~ 

and as used in the description of the mile.stone events, [lhe'd11ie 

Mwhlch illJJta1a··1ws IJ~nciillticl\'d iii. ~n•liltlai'.M· ih,il~~t 
subjedJ. 

8.3 Royalties. 

(a) Rate for Patented Products. On a product by product basis, Collaborator 

shall pay to Affymax royalties based on the aggregate annual Net Sales of each Pmduct sold in 

the Licensed Territ01y at the rate of [fifte~fl!pert~n((l5o/o)] at all times at which a Valid Claim of 

an Affymax Patent or a Joint Patent covering the composition of matter of sucb Pmduct 

(including without 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 elements 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 Technology, even after expiration of all Valid 

Claims of the Affyrnax Patents and Joint Patents covering the c-0mposition of matter of Products 

in the Licensed Territory, dete1mined 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. 

Collaborator 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, 

Collaborator shall pay to Affymax royalties on Net Sales of such Products at a rate of [s¢ver/.:ari4 
ci1t,;;0h~i(pei'.::~hti'(7!5%J;] provided, however, that Collaborator's obligation to pay sucb royalty 

on such Product shall terminate at the end of the first to occur [ott~'hiifldt'eff'Jfgfil§"(H{O){fay 

perioctl in which [oh~ of mo/-e,l'h)d:lJ•W{esSelfa,'nuiriijerilofu\liisliq(~!g't,t\eri/: ){erl!i<!!n] of such 
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Product in the Licensed Tenitory comprising, during such time period, [tW¢~#y)fiye/t1¢'[cep~ 
t~S~}] 01· more of the [agg~git~,fi~mb:efof;µ:qftsJ of such Product and hµ<ih)g~~¢rlc p"roduct(s)] 

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

objective data sourc~s). 

(c) Royalty Payments and Reporl5. 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 quart~r 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 

Pmduct in the Licensed Terrjtory during the applicable calendar quarter, an itemized calculation 

of Net Sales in the Licensoo Territory showing deductions provided for in Section 1.48 during 

such calemlar 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 repmts with respect thereto as if such sa1es were made by Collaborator. 

8.4 Existing and Future Third Pai-ty 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 pursuant to the Third Party Ucense Agreements with respect to 

Commercialization of Products in the Licensed Territory by Collaborator, its Affiliates or 

sublicensees, and for all royalties required to be paid to Third Pat1ies under any other future 

license agreements entered into between a Third Party and Affymax ("'Future Thi.rd 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 Uw(~ijfpljijspij~!i~qij~sil>l'lJ, as described in Section [~l4K¢)]). 

(b) In addition, except as otherwise provided in Section 8.4(c), to the extent 

Collaborator enters into any license agree.ment with any Third Party to obtain a license or other 

dght to Develop, use., conduct Finished Manufactw·e of. or Commercialize the Product in the 

Licensed T~rritciy 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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otheiwise de.duct 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. 

(c) Jn the event [.A,ffymai] enters into a license agreement [of;s<;Ul~ment 

agn,cme!)t] with [Johrtsflri '& }flhnson] and/or any of its affiliates after the Effective Date 

obtaining rights including in the Licensed Territory under certain Patents listed on [S:cliequ).e 

1Q.2Jlh1,, '/J&,lJ'atents,'),] and pursuant to such agreement is required to pay to [Jqhnso!l4' 

Jqhrrs(\µ] and/or its affiliate royalties or milestones with respect to Collaborator's Development 

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

reimburse Affymax for all such royalties and milestone payments reasonably applicable to such 

activities in or for the Licensed Territory that are due [tq iJ(\l1iisJ1\.i'.S.,''l\:>b/is'9fl] and/or such 

affiliate, provided that Collaborator is provided [an. o'ppqrfonit)'tc:,'r~vi.:'Wand'prgylck,] Affymax 

[witb £9m!ti¢i'l.t$l 6t\ t~etet¢'y~q(p;µfot1 such agreement reasonably prior to [A,ffytll.,1,;f sJµtefi11g 
iQto,,s1Jch ,~gre1;,m<;nt], Notwithstanding the foregoing, Collaborator shall have the right to 

[d#du.;;t !!PJQfiftyper,¢~nt,($0'/i,}i;;,f] any such reimbursed royalties [fromitheianlQIJnl§ bih;;rwise 

dii~)tgff.A,ffyfi)~ ' 'µ!\qc;'t)S\"¢ti9.fi~i8/3] of this Agreement [ fol" t!'i,f' s;ilile' ',pq'yJtie.ri[I~iqd]. 
Alternatively, if it becomes necessary for Collaborator to enter into a license agreement directly 

with [J1;Jllris8Hi&)f9hnson] or its affiliate to obtain rights under [sdi:hi.'J&.fPiit.,µtJ] with re,-pect to 

such activities in or for the Licensed Tenitory, Collaborator shall have the right to [qi;d,µc(1Jp tq 

fif'tyl:p¢fc~!\f'(5Q%)qfl any royalties paid to [John~ori',anil!Jc\hri~qri] and/or its affiliate [frrilnJh¢ 

~!,/l1lS i?\he~seid\ieJo,Ai'tYIIlW\nPPil~r $toqtiqp,:~s~] for the same [paym<lnt,periqi:1], provided 

that Collaborator shall inform Affymax that it intends to [!lll4,1')nt0 p~gQUatibvsi\viifri1t1hn§QIJ 84 
I6hnsqp] and/or its affiliates and obtain Affymax's consent with respect thereto (which consent 

shall not be unreasonably withheld or delayed) prior to its start of the [rtegqtiatiqrt.,{Witll".t6hn§6rt 

&:J6hrtson] or its affiliate with respect to such [lice'ose'ag1WIDi:ntl. and further provided that, 

[pric;,r/P:imie~ngintq,sµclj i;cep~~·~!l~<c\11i:nt], Collaborator shall give Affymax [@ 9ppot1µ11ity 

tp~yiew!:~µ(;l)Jjq¢i)~;;~g!'¢</,µi~µt], Affymax shall have the right to consent (which consent shall 

not be unreasonably withheld or delayed) to [n1cn5ec91191I1iCtlllI1I1S,,lfild'COJ1.ditions] in any such 

agreement that would bind Affymax conduct, Notwithstanding anything to the contrary in the 

foregoing, in no event shall [My'i'ili::dili'~tloh'i~llowi:dl under this Section 8.3(c) [i'e'qu~fth'~ 
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royaltl'ein,thetwlse,payab\e] to Affymax to [les:S tha1t Ufty.pereent{50%)] of the [royalties that 

would otherwisidJe due to] Affymax under [Section 8,Tforany pii:ymentperiod]. 

(d) On a quarterly basis, Affymax shall invoice Collaborator for all such 

payment, 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. 

(a) Cooperation and Coordination. The Parties acknowledge and agree that 

it is their mutual objective and intent lo 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 pursuant to this Article 8 

shall pay any and all taxes levied on such payme1lt. If applicable Law requires that taxes be 

deducted and withheld from a payment made pursuant to this Article 8, the remitting Party shall 

(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 Certificate. A Party (including any entity to which this 

Agreement may be assigned, as permitted under Section 155) 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 tax treaty to which that 

jurisdiction is a party. Upon the receipt thereat~ any deduction and withholding of taxes shall be 

made at the appropriate treaty tax rate. 

(d) Assessment. Either Party may, at its own expense, protest any 

assessment, P£Oposed 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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pennitted 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 thls Agreement shall be made at the period­

end rate of exchange quoted on the last business day of the applicable calendar quarter 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 sum due to Affymax until the 

date of payment at the per annum rate of ltWi9::P¢~ijtJi:%)] over the then-current prime rate 

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

whichever is lower. 

8.8 Remrds; Audits. Collaborator shall maintain complete and accurate records in 

sufficient detail to permit Affymax to confim1 the accuracy of the calculation of royalty 

payments under this Agreement. Upon reasonable prior notice, such records shall be available 

during regular business hours of Collaborator for a period of three (3) years from the creation or 

individual records for examination at Affymax' expense, mid not more often than once each 

calendar year, by an independent certified public accountant selected by Affymax and reasonably 

ac~ptable to Collaborator, for the sole purpose of verifying the a,.,--curacy of the financial reports 

furnished by Collaboration pursuant to this Agreement. Any such auditor shall not disclooe 

Collaborator's Confidential Information, except to the extent such disclosure is necessary to 

:verify the accuracy of the financial reports furnished by Collaborator or the amomt 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 detem1ined to be overpaid shall be refunded within 

thirty (30) days from the accountant's report. Aff yroax shall bear the full cost of such audit 

unless such audit discloses an underpayment or the amount actually owed during the applicable 

caJendar year of more than [n:v¢1:P~N~nh(~:%)D in which case Collaborator shall bear the full cost 

of such audit. 
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ARTICLE9 

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 shaU be determined in accordance with U.S. patent laws. Sole Inventions owned by 

Collaborator and Collaborator's inte.-est in all Joint Inventions shall be included in the 

Collaborator Technology. Sole Inventions owned by Affymax and Affymax' interest in all Joint 

Inventions shall be included in the Affymax Technology. 

9.2 Disclosure 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 Prosetution of Patents. 

(a) Affymax Patents Other than Joint Patents. Except as otherwise 

provided in this Section 9,3(a), Affymax shall have the sole right and authority to file, pr()secute 

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 commnnicalions from any patent authority in the Licensed Territory 

regarding such Affymax 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 
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fi1ings 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 re.asonably necessary to allow Collaborator to ass11me 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 ~hall assign such Patent in the Licensed Territory to 

Collaborator (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 whhin the Affymax Patents, other than a Joint 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 Territory, 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 s11ch 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 Te1Titory (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 to 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 wdtten 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 pl'ovide 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 authol'ities 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 pate-nt application in such jurisdiction. If Affymax provides such written 

notice to Collaborator, Collaborator shall either (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). 

(cJ Joint Patents. With respect to any pott::ntially patentable Joint Invention, 

the Partie,'; 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 worltl It is 

the intention of the Puties that, unles-s otherwise agreed, Collaborator would prosecute and 

maintain any Joint Patents in the License.d Ten-itory, and Affymax would prosecute and maintain 

the Joint Patent,;; in the Affymax Territory. subject to the Partie'; coordinating their efforts as 
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ap1iropriate to make such prosecution activities a~ efficient, convenient and harmonious as 

possible. The Party that prosecutes a patent application in the Joint Pateats (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 Pany reasonable opportunity to review and comment on such prosecution efforts regarding 

the ap1,licable Joint Patents in the particular jutisdictions, and such other Party shall provide the 

Prosecuting Party reasonable assistance in such efforts. The Prosecuting Party shall provide the 

other Pany 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 matedal 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 

authodty. Except to the extent a particular Party is restdcted 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 light to practice, the Joint Patents and all 

Joint Inventions without restriction or an obligation to account to the other Paity, 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 [My 'J"hirct':R~rtjr ifr(b~' Affym~x;] 

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

[.'\birMtive. l!S[A.i.iof l?tod\.!'ttt] in the Affym11.x Territory. 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, ofter for sale and import the Product, the 

[.Q)pepiidel, 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 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 jmisdiction, in which case: (i) such Paity may elect Lo cease its ownership 

interest in such Joint Patents and shall, if requested in writing by the other Party, assign its 

ownershi1, 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 
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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. 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 e1.ecuting any other 

required documents or instruments for such prosecution. 

9.4 Patent Term Extensions 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 Tenitory, and, Affymax, in the case of the Affymax Patents, 

and Collaborator in the case of the Collaborator Patents and Joint Patents, shall have the final 

decision-making authority with respect to applying for any such Patent Term E1.tensions in the 

Licensed Teffitory, and shall act with reasonable promptness in light of the development stage of 

Products to apply for any such Patent Term Extensions, where it so elects, pro,•ided, however, 

that if in the Licensed Tenitory 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 Tenn 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 hereunder shall cooperate fully with the other Party in making such filings or actions, 

for exan1ple 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 Licensed Territory shall be at the 

expense of the Pa1ty 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 of the Affymax Patents, Joint Patents or Collaborator 

57 
[ ] = CERTAIN CONFIDENTIAL IN.fORMATION CO!ff'AINED IN nus DOCUMENT, MARKE[) DY DllACKE"'fS, IS FtLi:D WITH THE SEcURITIM AND 
EXCH/1.NGE COMMISSION PUR.SUANT TO RULE 406 OF Tiff; SECURITIES AcT or 19:3.3~ AS AMIENDED, 



Patents of which it becomes aware, and shall provide evidence in such Party"s possession 

demonstrating such infringement. 

(b) Infringement of Affymax Patents or Joint Patents m the Licensed 

Territory. 

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

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

Hematide, [Pipepfi<l~J or any product containing the Peptide, or [l)lptpti~~] (such activities, 

''Product Infringement''), 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 

approptiate suit or other action against any person or entity engaged in such Product 

Infringement in the Licensed Ten-itory, subject to Section 9.S(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 doe. not so 

elect, it shall so notify Collaborator in writing during such one hundred twenty (120) day time 

period, and Collaborator shall have the right, but not the obligation, to commence a suit or take 

action to enforce the applicable Affymax Patent or Joint Patent against such Third Pa1ty 

perpetrating such Product Infringement at its expense, unless either (i) Affymax demonstrates to 

the Collaborntor 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 p1ior written consent, provided 

that if such basis is so demonstrated, that the Parties 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 (ii) such infringement suit is to be brought against 

[fqli)1silljH~Jilhljsp'll;,:i.iji\lfil(~nYilflts iut'ili'~t~s ilrW~~n§tj~U, 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 Ten·iLory is reasonably anticipated by Affymax to 

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

Patent in the Affymax Territory, or on the commen:ialization, manufacture, use, importation, 
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sale or offer to sell the Product, any Alternative ESA or Rull: Hematide in the Affymax 

Tenitory, 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 snch rights nuder this Section 

9.5(b)(i) reasonable assistance in such enforcement, at such enforcing Party's request and 

expense, including joining snch action as a party plaintiff if required by applicable Law to pursue 

snch action. The enforcing Party shall keep the other Party regularly informed of the slatus 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 costR incurred in connection 

with its activities under this Section 9.5(b)(i), 

(ii) The Party 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 Pany 

shall at all times cooperate fully with the Part;· bringing such action. Additionally, the Party not 

bringing an action under 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 Part;· elects to bring an action 

hereunder. 

(c) Infringement of Affymax 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 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 recoveries. 

(ii) If a Third Party infringes a Joint Patent in the Affymax Territory 

by Product Infringement activities, Affymax (or its Third Party Partner) 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 recoveries. Collaborator shall provide to 
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Affymax reasonable assistance m such enforcement, at Affymax's request and expense, 

including joining such action as a party plaintiff if requiiro by applicable Law to pursue such 

action. 

(iii) For infringement 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 manner in which they shall bear costs and share related recoverks 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 ke~p the othe-r Party regularly 

informed of the st11tus and progress of such enforcement efforts, and shall re11sonably 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 tu such 

infringement of such Joint Patents. In the event the Parties are unable to reach agreement upon 

whlch Party shall bring an appropriate suit or other action against any person or entity engaged in 

such infringement of such Joint Patent within a reasonable time period (Le., within ninety (90) 

days), either Party may bring such suit or other actions against such infringement, 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 P11tent ( other than 

a Joint Patent) in a country or jurisdiction in the Affymax Territory 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 Territory. If 

Collaborator does not bring such action within one hundred twenty (120) days of not.ification 

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 to separate representation in such matter by counsel of its 

own choice and at its own expense, but such Party shall cooperate folly with the Party bringing 
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such action. including by joining ~uch action as a part.y plaintiff, at the expense of the enforcing 

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

(e) Infringement of Collaborator Patents (Other than Joint Patents) in 

the Licensed Territory. For all infringement of any Collaborator Patents (other than Joint 

Patent~) 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. 

(f) Setllement. 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 Jimjt or 

restrict the ability of Affymax or its Third Party Partner(s) lo manufacture, use, sell, offer for sale 

or import Products anywhere in the world, without the prior written consent of AffynJa'IL 

Affymax shall not settle any claim, suit or action that it brings under this Section 9.5 involving 

Collaborator Patents (excluding Joint Patents) in any manner that would negatively impact the 

Collaborator Patents or that would limit 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 involving 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 Part)'. Notwithstanding anything to the contrary in this Section 9.5, Affymax shall have the 

right to withhold consent to any settlement that i.s reasonably anticipated to have a substantially 

adverse impact upon any Affymax Patent in the Affymax Territ01y, or the commercialization, 

manufacture, use, importation, offer for 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 drunages 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 incurred 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: 

(i) the portion of any such remaining amounts that represents recovery 

for infringement in the Licensed Territory shall be allocated [twenfyclivifp¢t(;~ri!"(Z,5%1)] to 

Affymax and [~everiiycf)Ve (75%)] to Collaborator: and 

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

for infringement in the Affymax Territory (other than those obtained pursuant to subsection (c), 

which shall be the sole prope1ty of Affymax) shall be allocated [ke~ef1'ty'.f&lp~i"c'~11((751*",Jl to 

Affymax and [t\\;ertN>ftye/(25%)1 to Collaborator. 

9.6 Infringement of Third Party Right-; 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 

manufacture, use, sale, offer for sale or importation of Hematide, Peptide, [Qip\1(),tj\l~] or 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 

obligation, to control the defense of such claim by counsel of its choiCt:!, at Collaborator's 

expense. The non-defending Party shall reasonably coope,-ate with the Party conducting the 

defense of the claim, including if required to conduct suc.h defonse, 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 to separate 
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l'epresentation 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 thal affects the other Party's rights or interests without such other 

Party's written consent, which consent shall 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 

upon reasonable notice, including without limitation if Collaborator 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, offel' for sale or import of the Product in or fol' the Licens<Xl Territory 

shall be [deemedtoyalties dtietb il Thfrd Patry] and [ allocated] as provided in Section [8'-4]. 

'J.7 Patent Marking. Collaborator (or its Affiliate, sublicensee or distributor) shall 

mark Products marketed and sold by Collaborator (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 nx.overies of damages or 

equitable l'ernedies available with respect to infringements of patents in the Llcensed Ten-itory. 

'J.8 Infringement of Trademarks by Third Parties. With respect to any rradernarks 

associated with Products within the Licensed Territory, each Party shall notify the other Paity 

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 counterfeit goods, or like offenses, 

against such trademark (hereinafter "TM 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 tl1e rrademark at issue is one as to which Collaborator 

was granted a license by Affymax, then the Parties shall instead proceed as provided in the 

relevant license agreement between the Parties with respect to such trademark. 

'J,9 Patent Oppositions and Other Proceedings. 
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(a) Thin:1-Pai·ty 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, {Qipe_ptide] or the 

Product, or the manufacture, use, sale, offer for sale or importation of the Peptide, [D,ipept,i:cJ.e] or 

the Product (except insofar as such action is a counterclaim to or defense of, or accompanies a 

defense of, a Third Party'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 to determine whether to bring such action or the manner in which 

to settle such action. Affymax 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 Territory 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 Collaborntor 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 Territory. 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 bring such action, and the 

other Party's expense. Additionally, if appropriate, the Party not bringing an action under this 

Section 9.9(a) shall be entitled to se.parate 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 Pany 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 

thernof texcept 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 otherwise Controlling 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 Party shall permit 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. 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 received 

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, Compendia! Listing. Upon reyuest of Collaborator, 

Affymax shall file appropliate information with the Regulatory Authority in the Licensed 

Territory listing any Affymax Patents in the Orange Book equivalent in the Licensed Ten-itory, 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 [thf-,/\iil.x,hlplainis] set fo1th in [(t/in'ii, 
2' ®d':J i\J'Stl:i~dJ[i' 1().?,] (collectively the [''J&,t 'Cdnipl~iqts'']), Affymax shall keep 

[Coll bo or:e·t1l l'"'lnfor' 'd'•'ofthe,'t.iu •"11nd"' · ·ressiofl, 'cffJ&J'Co"' F'rit J and shall,, .,, , , ,11 ,.,, p,,t, . J,,,g jlj') ,,, ,,,,, ,. Jn1t.,, ,,, ,, .,, .,, .~ ,J,, § ,,, .,,."Jl'l'l')g ,. ,,,, ,,,, , ,,, \,l, .. , , ., ,, , ,,, fll"J)JU ,,,§ , 

[r!Ja,;q11al)ly,, q.911siq,er,,Jl.Jf:,Go!lal)pgitp(s qqrn11,1t,t1ts,,. the,~qn], to the extent consistent with 

Affymax' s [qgnfid~ntiallty,; g6ligi\Holl'snto)~JJ. 

ARTICLE 10 

REPRESENTATIONS AND WARRANTIES 

IO.I Mutual Representations and Warranties. Each Party hereby represents, 

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

(a) Corporate Existence and Power. lt 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 powe1· and authority and the legal right to own and operate 

its property and assets and to caJTy on its business as it is now being conducted and as 

contemplated in th.is 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 lega] right to enter into this Agreement and perform its 

obligations hereunder; (ii) it has taken an 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 e::rcecutcd 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. 

(c) 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 e::rcccution, 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 ofany 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 tenn of this Agreement, any employee or consultant 

who has been debarred by any Regulatory Authority, or. is the suhject of debannent proceedings 

by a Regulatory Authority. 

10.2 Additional Representations, · Warranties and Co'Venants of AtTymax. 

Affymax reprerents, warrants and covenants to Collaborator as follows, as of the Effe,ctive Date: 

(at Regulatory Materials and Studies. To the best of Affymax's 

knowledge, all Regulatory Materials Contmlled by Affymax i11 existence as of the Effective Date 

and to which Collaborator has rights of use or reference hereunder (collectively, "Affymax 

Regulatory Materials''), including 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 clinica.1 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.l(a) and Section 4.l(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 debaned and is 

not subject to debarment, in each case pmsuant 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: 

(i) the Affymax Patents are not subject to any encumbranc.e, lien or 

claim of ownership by any Third Party that is inconsistent with the rights and (sub)licenses 

granted to Collaborator hereunder~ 

(U) 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 wilh any 

intellectual property or proprietary right of any lbird Party~ 

{iii) 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 (l) 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 

Territory. will infringe any Patent or other intellectual property right or other proprietary 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, 

(,i) this Agreement is consistent with all of the Third Paity License 

Agreements in all respects and does not conflict wit~ violate, breach or otherwise give rise to a 

default by Affymax under, any term of each of the Third Party License Agreement~ 

(vii) Affymax has obtained any and all consents, if any, required from 

Tirird 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 fotth 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 ~velopment or 

Commercialization of Products, Peptide, Hernatide or [tl),(p;~pqq~j in the Licensed Territory. 

(c) Patent Matters in the Licensed Territory. With respect to the Licensed 

Territory, and as of the Effective Date: (i) ALI registration, maintenance and renewal fees due in 

connection with each Affymax Patent have been paid in a timely manner. (il) an documents 

required to be filed in order to maintain each Affymax Patent have been filed in a timely manner, 

(iii) 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 Hematide by Affyn1ax. All Bulk Hematide supplied by 

Affymax to Collaborator pursuant to this Agreement shall be manufactured. handled and stoted 

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 pursuant to Section 

7.8). 

10.3 Disclaimer. Collaborator understands that tbe 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 concerning the Affymax Technology. 

10.4 No Other Representations or Warranties. EXCEPT AS EXPRESSLY 

STATED IN THIS AGREEMENT, NO REPRESENTATIONS OR WARRANTIES 

WHATSOEVER, WHETHER EXPRESS OR IMPLIED, INCLUDING, WITHOUT 

LIMITATION, WARRANTlES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR 

PURPOSE, NON-INFRINGEMENT, OR NON-MISAPPROPRIATION OF THIRD PARTY 

INTELLECTUAL PROPERTY RIGHTS, IS MADE OR GIVEN BY OR ON BEHALF OF A 

PARTY. ALL REPRESENTATIONS AND WARRA!',TIES, WHETHER ARISING BY 

OPERATION OF LAW OR OTHERWISE, ARE HEREBY EXPRESSLY EXCLUDED. 

ARTICLE11 

NDEMNIFICATION 

11.1 lndernnffication by AITyrnax. Affymax shall defend, indemnify, and hold 

Collaborator and Collaborator's officers, directors, employees, and agents (the "Collaborator 

lndemnitees") harmless frnm 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 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 (cl Lhe willful misconduct or negligent acts of Affymax, iu; Affiliates, or the 
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officers, directors, employees, or agents of Affymax or its Affiliates. The foregoing indemnity 

obligation shall not apply if the Collaborator fudemnitees fail to comply with the indemnification 

procedures set forth in Section I L 3, or to the extent that any Claim mises from, is based on, or 

results from (i) the Development, manufacture, storage, handling, use, promotion, sale, offer for 

sale, and importation of Products by Collaborator or its Affiliates, sublicensees, or distributors; 

(ii) a breach of any of Collaborator's representations, warrantie.s, 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 ofCollaborator or its Affiliates. 

ll.2 Indemnification 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, 

sublicensccs, or distributors; (b) a breach of any of Collaborator's representations, warranties, 

and obligations under the Agreement; or ( c) the willful misconduct or negligent acts of 

Collaborator or its Affiliates, or the officers. directors, employees, or agents of Collaborator 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 11.3, 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 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 a8 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 Inde111nificalion Procedures. The Party claiming indemnity under this Article 

11 (the "lndelllnified Party") shall give written notice to the Party from whom indemnity is 

being sought (the "Indemnifying Party") promptly after learning of such Claim. The 

Indemnified Party shall provide the Indemnifying Party with reasonable assistance, at the 
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Indemnifying Party's expense, in connection with the defense of the Claim for which indemnity 

is being sought. The Indemnified Patty may participate in and monitor such defense with 

counsel of its own choosing at its ~ole expense; provided, however, the Indemnifying Pru:ty 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, 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 lo 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 Anicle 11. 

11.4 Limitation of Liability. NEITHER PARTY SHALL BR LIABLE TO THE 

OTIIER FOR ANY SPECIAL, CONSEQUENTIAL, INCIDENTAL, PUNITNE, OR 

INDIRECT DAMAGES ARISING FROM OR RELATING TO ANY BREACH OF THIS 

AGREEMENT, REGARDLESS OF ANY NOTICE OF THE POSSIBILITY OF SUCH 

DAMAGES. N01WITHSTANDING THE FOREGOING, NOTHING IN THIS SECTION 11.4 

IS INfENDED TO OR SHALL LIMIT OR RESTRICT THE INDEMNIFICATION RIGlffS 

OR OBLIGATIONS OF ANY PARTY UNDER SECTION I I. I OR 11.2, OR DAMAGES 

AVAILABLE FOR A PARTY'S BREACH OF SECTION 6.4 OR CONFIDENTIALITY 

OBLIGATIONS IN ARTICLE 12. 

11,5 Insurance. Each Pru:ty ~hall procure and maintain insurance, including product 

liability and other appropriate insurance, adequate to cover its obligations hereunder and which 

are consistent with nonnal 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 underatood that such insurance shall na 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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Patty shall provide tbe other with written evidence of such insurance upon request. Each Pruty 

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. 

ARTICLE12 

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 wd until the later 

of (i) the tenth anniversary of the Effective Date, or (ii) five (5) years after the expiration or 

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 furnished to it by the other Pruty pursuant to this Agreement except for that portion 

of such information or materials that the rec.,iving Party can demonslrat" by competent written 

proof: 

(a) waI 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 g"nerally available to the public or otherwise part of the public 

domain at the time of its disclosure to tbe receiving Party; 

(c) became generalJy 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 Pruty in 

breach of this Agreement; 

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

witho~t obligations of confidentiality with respect thereto; or 

(e) was independently discovered or developed by the receiving Party 01· its 

Affiliate without the aid, application, or use of Confideotial Information of the other Party; 

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

(1:)j~ptiJ~t Hematide or lhe Products, which information and materials shall be deemed 

Confidential Information of the Party who has developed such . information or materials 

regardless of whether such informaiion and materials were independently discovered or 

developed by the receiving Party or its Affiliate. 

12.2 Authorized Disclosure. Each Pat1y may uisclose 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 lhis Agreement; 

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

including filings with the Securities and Exchange Commission; 

(c) prosecuting or defending litigation; 

(d) complying with applicable Laws; 

(e) disclosure to its employees, agents, and consultants, and any Thinl Parties 

(including licensees or sublicensees with which a Party is Developing or Commercializing 

Products) only on a need~towknow basis and solely as necessary in connection with the 

perfonnance 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 tlus Article 12 prior to any such disclosure; and 

(0 disclosw-e 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 Joan to Affymax, in connection with its arrangement with Affymax 

for Product in the Affymax Terrilory); provided that in connection with such disclosure, the 

disclosing Party shall use all reasonable effo11s to inform each disclosee of the confidential 

nature of such Confidential Information and sha.11 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 

Pa.tty's Confidential Information pursuant to clause (a) through (d) of this Section 12.2. it shaJI, 

except where jmpracticable, give reasonable advance notice to the other Party of such disclosure 

and use hest efforts to secure confidential treatment of such infonnation. In any event, the 

Parties agree to take all reasonahle action to avoid disclosure of Confidentia1 Infonnation 

hereunder. 

12.3 Publicity; Terms of Agreement. 

(a) The Parties ag1·ee that the material terms of this Agreement are included 

within the Confidential Information of both Parties, subject to the spe,eial authorized disclosure 

provisions set fo1tb 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 a<; 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 Pasty 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) business days after receiving the press release for review. Affymax shall 

have the l'ight 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 

Tenitory as they occur. subject only to the review procedw·e set fotth in the preceding sentence. 

In relation to Collaborator's review of such an announcement, Co1laborator may make specific, 

reasonable comments on such proposed pl'e.o;;s release within the prescribed time for commentary. 

but shall not withhold its consent to disclosure of the information that the relevant milestone has 

been achieved and triggered a payment hereunder. Neither Party shall be required to seek the 

pem1ission of the other Party to repeat any information regarding the terms of this Agreement 

that has already been publicly discJosed by such Party, or by the other Party, in ac-Oordance with 

this Section 12.3. 
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(c) The Parties acknowledge that Affymax may be obligated to file a copy of 

this Agreement with the U.S. Se.curities 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 

treatmeot 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. jntends to seek confidential treatment and shal1 reasonably consider and incorporate 

Collaborator1s comments thereon to the extent consistent with the legal requirements governing 

redaction of infom1ation 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 Affyma...'t 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 

Aff ymax is. afte.r completing the above mentioned procedures, entitled hereunder to make such 

required disclosures to the extent legally required. 

12.4 Publications. Neither Party may publish pe.er reviewed manuscripts, or give 

other fonns of public disclosure such a~ abstracts and presentations, of results of studies carried 

out under this Agreement with respect to the Licensed Territory, without the opportunity for 

prior ocview by the other Party. Each Party shaJl provide the other Party the oppmtunity to 

review and comment on any proposed manuscripts or presentations whkh relate to any Product 

at least thirty (30) da)'N prior to their intended submission for publication or presentation. Each 

Party shall consider the comment'> 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 

$hall provide the other Party a copy of the manuscript at the time of the submission. Neither 

Party shall have rhe 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 sha1I not relate to any publications or other forms of public disclosure sought hy 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 A11icle 12. 

ARTICLE13 

TERM AND TERMINATION 

13.1 Term. This Agreement shall become effective on the Effective Date and, unless 

earlier tenninated pursuant to this Article 13, shall renuun in effect in the Licensed Ten-itory 

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. use. sell and import Hematide, Peptide, [~~j?,t,ail and/or 

Product in the licensed 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 Agreement, and thereafter Affymax shall either 

{a) continue to supply Bulk Hematide at a cost equal to the Manufacturing Cost plus [~l,v.~ijf:f 

~~~nil:l[(iQiiJ for a period to be negotiated by the Pa1ties, or {b) pemut 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 license, Wtder Affymax Technology related to 

manufacture of Bulk Hematide, and otherwise ai;;sist Collaborator to enable it to obtain 

continuous supply of Bulk Hematide, including without limitation, providing relevant documents 

and using diligent e.ffo1ts to encourage or cause Affymax's then-current Third Pru1y contract 

manufacmrers 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 LO facilitate the foregoing efforts on terms to be agreed 

upon by the Parties. 

13.2 Early Termination. 

{a) Withdrawal by Collaborator, Collaborator shall have the right to 

tenninate this Agreement, for any or no reason, in its entirety, upon six. (6) months' written 

notice to Aff~max; provided that any such termination shall not be effective prior to the second 
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anniversary of the Effective Date; and further provided that Collaborator shall have the right to 

terminate this Agreement before the end of such two (2) year period if Product Development 

efforts by or on behalf of Collaborator are terminated entirely for patient safely concerns or 

pursuant to a re.quirement imposed by Regulatory Authorities in the Licensed TeJTitory or by the 

external monitoring board. If Collaborator terminates this Agreement pursuant to this Section 

13.2(a), then: 

(i) Collaborator shall not, duriug such six (6) month notice period, 

take any action that could adversely affect or impair the further Development and 

Commercialization of Products; and 

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

Collaborator's efforts under this Agreement; and 

(Iii) Collaborator shall continue to be responsible for any payments that 

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

(b) Termination for Breach. Affymax shall have the right lo 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 .~ixty 

(60) days from the date of such notice (or within ten (10) business days notice in the event such 

material breach is solely based upon Collaborator's failure to pay any amounts due J\ffymax 

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 Agreement, 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 l3.2(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, warranties, obligations 

or agreements made in this Agreement by such breaching Party, and the non-breaching Party 

shall be entitled to pursue legal and equitable remedie.~ arising from such hreach 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 l3.2(b), or upon tennination by Collaborator under Section l 3.2(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): 

(a) Regulatory 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. 

(b) CollabQrator License. Collaborator hereby grants to Affymax, effective 

only in such event, a non-ex.elusive, worldwide, fuUy-paid, royalty-free license, with the right to 

grant multiple tiers of sublicenses, under the Collaborator Technology existing as of the date of 

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

[PliP~\~J: and any Products. 

(c) Transition Assistance. Collaborator shall, for a reasonable period of 

time, provide such assistance, at no cost to Affymax., to transfer and/or transition to Affymax all 

other technoJogy or know-how, or then-existing commetdal arrangements, that is, or are, 

reasonably necessary or useful for Affymax. to commence or continue Developing, conducting 

Finished Manufacturing of or Commercialii.ing Products in the Licensed Territory, to the ex.tent 

Collaborator is then performing or having performed such activities, including without limitation 

transferring, upon request of Mfymax., 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 Aff ymax., then 

Collaborator shall reasonably cooperate with Affymax to arrange to continue to obtain such 

supply from such entity, and Collaborator shall supply such Bulk Hematide or Finished Product, 

as applicable, to Aff ymax, at a cost that equals [qij~ jijij~ij~\{~1:~TTA!i::f\Vih.J'.Y!::p~~~g[!(lZ.P~)] of 

Collaborator's cost (calculated in a manner consistent with the definition of Affymnx'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 

Tenitocy, Collaborator shall continue to manufacture, and shaU supply to Affymax, at a cost that 
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equals [one:hundrecl.;ancltwe11ty.percent{l20%)] of Collaborator's costs (calculated in 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 fohtual 
cpstl 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 remaining 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 terminate. 

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 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 

expirati oo, 

13.5 Rights in Bankruptcy. All rights and licenses granted under or pursuant to this 

Agreement by Affymax are, and shall otherwise be deemed to he, 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 LT.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 Aff ymax. 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 anrl 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 e]ects to 

continue to perlorm 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 Collaborator. 

13.6 Survival. The following provisions shall survive any expiration or termination of 

this Agreement for the period of time specified: Articles 1, 11 (to the extent relevant to claims 

arising from actions or omissions occurring during the Term), 12, 14 (to the extent relevant to 

dispules arising during the Tenn) 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 limitation of Collaborator's right to grant 

licenses under the Joint Patents. which shall survive for two (2) years after any tennination by 

CoJlaborator under Section 13.2(a) prior to First Commercial Sale of Product in the Licensed 

Territory for reasom unrelated to patient safety concerns, and which otherwise shall not survive), 

10.3, 10.4, 13.3 1 13.4, 13.5 and 13.6. 

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 lbis 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 14.3, any claim or 

controversy of whatever nature arising out of or relating 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 

ju1isdiction and venue io, 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 hereunder. 

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 pmcedures 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 Js 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 alleged 

failure to perform, or breach, of this Agreement, or any issue relating to rhe 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, tl)e 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 [tij~li!It~ij~s.] 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 Se<::tion 14. l. 

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 comt of competent jurisdiction in the Licensed Tenitory in which 

such Patents or trademark rights were granted or arose. 

ARTICLE 15 

MISCELLANI<:OU8 

15.1 Entire Agreement; Amendment. This Agreement, including the Exhibits 

hereto, sets fonh the complete, final and exclusive agreement and all the covenants, promises, 

agreements, wan-anties, representations, conditions and understandings between the Parties 

hereto with i:cspcct to the subject matter hereof and supersedes, as of the Effective Date, all prior 

agreements and undernanding~ 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, promise,;, agre~ments, warranties, 

i:cprcsentations, 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. 

15.2 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 Patty promptly provides notice of the prevention to the other 

Party. Such excuse shall be continuer! 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, teTI'otist act, labor 

su·ike or lock-out. epidemic, failure or default of public utilities or common carriers, destruction 
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of production faciJities 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 al] 

purposes (a) when received, if hand~dehvered 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 Avenue 

Palo Alto, Califo;l'llia 94306 

Attn: Chief Executive Officer 

With a copy to: Barbara A. Kosacz, Esq. 

Cooley Godward ILP 

5 Palo Alto Square 

3000 El Camino Real 

Palo Alto, CA 94306 

If to Col1aborator: Takeda Pharmaceutical Company Limited 

1-1, Doshomachi 4-chome, Chuo-ku, 

Osaka, 540-8645,Iapan 

Attn: General Manager, Global Licensing and Business 

Development 
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15.4 No Strict C011Struction; 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 Pa1iy, hrespective 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 oilier Pa.tty'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, intellectual property rights 

of the acquiring party to such transaction (if other than one of the Parties to this Agreement) shall 

not be includt<l 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 

of activities conducted with respect to the Peptide, [Dipeptide], Hematide, Alternative ESA, 

Backup Product or Product. Any pennitted successor or assignee of rights and/or obligations 

hereunder shall, in writing lo 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 perrnitte<l 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 ofno legal effect. 

15.6 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 ill connection with such 

performance. Any breach by a Party's Affiliate of any of such Party's obligations under this 
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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 ac.ts, a.s may be necessary or appropriate in order to 

carry out the puiposes and intent of this Agreement. 

15.8 Severability. If any one or more of the provisions of this Agreement is he] d to be 

invalid ur unenforceable by any cow1 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 shaJI 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. 

15.9 No \~.7aiver. 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 tu an 

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

15.10 Independent Contractors. Each Party shall act solely as an independent 

contractor, and nothing in this Agreement shall be construed tu give either Party the power or 

authority to act for, bind, or commit the other Party in aay 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 (I) 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 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.} 
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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: Isl Mak.ato Yamaoka By: -"-/=s/..=.A=r=le=n=e..;:;M=or=r=is"----------

Name: Makoto Yamaoka Name: Arlene Morris 

Title: Managing Director Title: President & CEO 

General Manager 

Pharmaceutical Marketing Division 
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EXHJBITA 

At'FYMAX Housi,; MAKKS 

AFFYMAX United Registration 
Slates No, 1,855.403 

(blade/white) United Serial No. 

r£ 
Slates 76/468.006 

AFFYMAX 

(color) United Serial No. 
Slat~ 76/468,005 

.,.-~ 

AFFYMAX 
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EXHIBITB 

AFFYMAX PATENTS 

To I.he extent the following table lists patents and patent applicalions filed or issued ia. the United 
States, Affymax Patents shall include any equivalent applications and patents that are 01· 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 awlications from which such United 
States patents issued). 

Patents for Japanese Licensee 
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EXHIBITD 

PEPTIDE STRUCTURE 

[ 

J 
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EXHIBIT E 

REAGENT 

[ 
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EXHIBITF 

JOINT 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 

Pt"Oject Coordinator: 

Kerstin Leuther, Ph.D., Director Project Management 

For Takeda: 

Joint Committee Members: 

Hisao Nakajima, MPDRAP Franchise II Project Leader, Strategic Product Planning Department 

Mitsuhiro Okamoto, Senior Manager, Japan Development Center, Phannaceutical Development 

Division 

Hisayosbi Iwakiri, Group Manager, Oncology Group, Ethical Product Marketing Department, 

Phannaceutical Marketing Division 

Project Coordinator: 

Toshikazu Ban, Senior Director, Global Licensing, Global Licensing and Business Development 
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5.8 Sales Force Training for Conmtercialization in U.S. 

(a) All Affymax Sales Representatives shall be recruited by Affymax at 
Affymax's sole expense. All Takeda Sales Representatives shall be recruited by Takeda at 
Take.da's sole- expense. For such recruitment, Takeda and Affymax. shall jointly establish skill 
and experience criteria for Sales Representatives who will Detail the Product to targel 
prescribers. At the request of Affymax., Takeda shall, to the ex.tent 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 Partie.s' 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 wiJl Detail the Product; provided, however, that Takeda shall allow. upon request of 

:i=~:dl~;i~:~nt~~ ~:~~~h:t~ttt~ffllll{l~ili\tfi1%;~,f~1~i~~IIYIMi~
iii}!~'\'~;;$:~I, whichever is earlier, Affymax's Sales Representatives to participate in the training 
held by Takeda for its own Sales Representatives for the Renal Indication. The expenses 
incurred by either Party for the training of its own Sa]es Representatives., including but not 
limite.d 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. 

S.9 Compliance. Each Party shall comply with all appJicable Laws relating to 
activities perfoimed 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 thefr 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 

[] = CEltTAIN CONli'JllF..NTlAL lNPOP.MATION CONTAINED II\I THISDOCllMl&Nr, MARKED BY BRACK1&n;, IS I'll.ED WOH 111ESU:llRfflESAND 
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5.11 Trademarks. 

(a) Use. Takeda shall use the Product Trauemarks 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 the JSC shall identify alternative trademarks owned, registered or lo be registered by 
Aff)max and to be used for the Product in such countries only, for Take<la's final selection from 
among such trademarks identified by the JSC, and the Parties shall amend this Agreement to 
identify such marks and includto 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 Mattorials 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. 

(bJ -"'iling; 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 rtovitow and conuutont on 
such prosecution efforts rtogarding thto Product Trademarks in the Licensed Territory. Affymax 
shall provi<le Takeda with a copy of material communications from any trademark office in the 
Licensed Territory regarding such Product Trademarks, and shall provide Takeda with drafts of 
any material filings or responses to he made to such trademark office a reasonable amount of 
time in advance of submitting such filings or responses. 

(c) Ownership. Affymax shall continuto to own, throughout thto world, any 
Product Trademarks and Aff)max House Marks, All goodwill attributable to a Product 
Trauemark 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 Take<la an<l as far as 
legally permissible, Affymax shall register before the relevant Governmental Authority that 
Takeda is the exclusivto licensee under the Product Trademarks pursuant to this Agreement 

(e) Compliance with Guidelines. Takeda shall provide Affymax with 
exemplars or representative s.amples 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 to the extent such materials are used in the Royalty Territory 
and are substantially different from the fmm 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) Busine;ss Days of Affymax's receipt of such exemplars or sampltos on 
thto 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 Labding in accordance with such 

[ J=ClkTAfNCOJ\WlnENl1AL l:NJ'OR!VtATIONCDNTAINEO IN THIS l'.M)C(!MENT, MAKKEn DY BltACKITTS, IS nu.:o WITH mE SECURITIES AND 
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objections of Affymax as far a~ 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 goodwill and value of the Product Trndemarks and 
Affymax House Marks, subject that such policies are not detrimental to the Commerciallzation 
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]'M" 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 6.2. 

ARTICLE6 

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 !hi; rights and obligations of Affymax under this Agrooment), royalty-bearing (as 
provided in Article 8) license under the Affymax Technology to use and import Hematide in the 
Field in the Licensed Territory, to Develop (as and to the extent pennitted in this Agreement), 
use. sell, offer for sale, and import the Bulk AP! and/or the Product in the Field in the Licensed 
Te1Titory, 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 w1itten 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 Affymax Technology any Replacement Product Candidate, 
Backup Compound, Additional Product or any other derivative or analogue of the Peptide[,)h~ 
Pl~JJ!t~¢] 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 5.1 I of this Agreement; provided that such lici;nsi; shall bi; 
co-exclusiw with Affymax in the U.S. and further that Affymax may use such co-exclusive right 
solely for the Commercialization of the Product within the U.S. with Takeda hereunder. The 
foregoing license may be sublicensed by Takeda to its Affiliates and Third Pruties suhlicensees 
under the license granted in accordance with Section 6. I. 
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6.3 License to Affymax under Takeda Technology. Subject to the terms and 
ronditions 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, tdi,p~p~d~:;] 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 sublicenseahle by Affymax. to any Affiliate of 
Affymax. Such license shall also be sublicenseable to any Third Party contract manufacturers of 
the Peptide, [PiWPtj:~~H or Bulk AP!, only with the prior written consent of Take.cl.a, such 
consent not to be ut1reasonably withheld. 

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 
p~es expressly permitted it1 the applicable license grant under this Agreement. 

6.S 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 
collaboration with a Third Party, market, promote or sell, directly or indirectly, in the Licensed 
Territory for the prevention. treatment or amelioration of l~:¢tjiJ~,:in'(hµm,~ij_s] any therapeutic 
agent, other than the Product. that includes or is comprised of an ESA, without Affymax•s prior 
written consent (a "Restricted Product"). then Affymax may, as its sole remedy therefor, upon 
written notice to Takeda, in Affymax 's sole discretion elect one of the following: (i) [#9'6'1'.i[~6.~ 

i:··•·::::,·:..:::•:!!li~tf~1:::~llf.~:~1 ··•~~t:t:~1•:rr~::i,!:~~~iri~f~~~illlij~iQu~~f;:1...,~t111~~i:•,1~ 
avoidance of doubt, this Section 6.6 does not restrict Tak.eda'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) Aff ymax, or its Affiliates, either on their own or in collaboration with a 
Third Party, hereby covenants and agree.,;;, during the Term, not to market, promote or sell, 
directly or indirectly, in the Licensed Territory a product for the prevention, treatment or 
amelioration (g:t:i:~u~m~~i!i,~!:~~io$.l that includes or is comprised of an ~Qt1Ug!1!Rfo~t.l'.~:tl, a 
Ilackup Compound or an ESA (other than the Product in accordance with this Agreement). For 
the avoidance of doubt, the foregoing covenant shall not in any way limit Affymax's ability (i) to 
performresearcbanddevelopment ofESAs for (~p~jiij], and (ii) to develop a~~.cotnmercialize 
[ith;:!:t,inQtl4~:i~q~c:t1, Backup Compound or any other 'product in the field of [!l~~µ~;[R'.r9~~qll~,-IP1 
or any indkatlon other than the prevention, treatment or amelioration of ['a.,i:i~mijJ, provided that 
Affymax acknowledg~ d1at, except for the purpose of the Ilackup Research Agreement, it is not 
granted a license under the Takeda Technology to conduct such activities. 
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6.7 Third Party Lieenses. 

{a} 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 I-(the 
"Existing Third Party License Agreements") and that Takeda' s rights under such Affymax 
Technology are subject to the following terms and conditions set forth in such agreements: . (i) 

ft1tl.x:\::tij:::it:'.t~:P~;~~efrits1~:::~g :~:~~r~r:~:.:o~~k~u1tiiiri1t!Jtj:i;:~~
ij~(' .·. , ranted to Takeda under this Agreement) shall [t¢r,mi~~ij/ii.f;]!i,ij3¢r;q~~f:Mij~*-~

:~!;id~:1t~~~::::~'1lt!:t[hft~l~µ:::~~j:1J~t~i~1~1~r:ltl~~h~~!:s ';!:::~~~i;:rt~
tl.ilf:@gf~~pt)li: Promptly after the_ EffecUve __ ])ate, _Affymax shall use commercially 
reasonable eff?rtsto request (frQ~,~~~:~)Y.iJ~t~p ~c~9ajj~~gem~µt:jth~t,in the ev~nt that[t.be. 

11?:!=~l'-~I~ta~~i~~ifrJrfiB 
~~tl~~J} co~templated hereunder,_ provided that in no event shall the failure [l>~\~ffy~;{]q
61t , . ,$P¢bJM<P9,\v1i~gitl¢.hf~ft.¢i.~sing'iM commercially reasonable efforts ~~ia,~r~chioftbi$.
Afil~~~¢#iJ. _Affymax shall allow and fully cooperate with Takeda in connection with [~);iJ~~g
~yph/ijck'nowle4g¢m,¢~t]; if Affymax fails to [obialrf~hclfit'cliJotl¢d,_g~#i~~t] within a reasonable 
time, then Takeda upon reasonable advance written notice to Affymax, may [¢l~ft6(ipptoi@h 
e6w.µ:1icil~~itely]. The foregoing provision of this Section 6.7(a) shall apply mutatis m11tandis to 
the situation where the [(icis's-'_yf ,,,, ': :,,,,.,, ' •r. J~t}' is actually terminated for any reason and both 
Parties need a license under the [JJ., __ , .:" "'. ';I 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 
Territory. 

(b) In the event that a Party believes that a license under certain Third Party 
technology would be necessary or useful with respect to the Development and 
Commercialization of the Product in the-Licensed Territory, then such Party shall notify the JSC. 
The Parties, working through the JSC1 shall cooperate to obtain any such licenses under such 
terms and conditions as may be authoriud 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 
"Funire Third Party License Agreement." The effects of payments made under Future Third 
Paity License Agreements on royalties payable hereunder are described in Section 8.6(b ). 

6.8 Amendment to Japan Agreement. 1he 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 J. 
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ARTICLE7 

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, 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 Preclinical and Clinical Supply. Affymax shall, by itself or through its Third 
Party contract manufacturers, supply to Takeda all quantities of Bulk API reasonably re,1uired by 
Tak....ta 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 
manufacturers and by using the Bulk AP! thus supplied by Affymax, supply to both Parties all 
quantities of Finished Product reasonably required to Develop the Product in the Licensed 
Tenitory pursuant to the U.S. Development Plan and a plan for the ROW Development. Such 
4uantities of Bulk API and Finished Product, and the schedule for such supply, shall be 
confirmed and if necessary updated by the JSC in a manner consistent with the U.S. 
Development Plan and a plan for the ROW Development. Such supply shall be governed 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 tenns 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 
fonns, consult with Affymax regarding the negotiation 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 tenns and conditions of any such agreement 
with such Third Paity contractor. The Parties agree that {a(l"';;is((\\'OXZ) manul;u;!urerd should 
be qualified to manufacture Bulk APL 

(b) 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 lo Takeda such 
quantities of Bulk APL All shipments to Takeda of Ilulk API shall be made IXJ2A 
(INCO'tERMS ":ZQ{)Q,. lisF ,~~deilf•;'Arty1nw,·l\ ·rori:fls.i'fQiril··J.>hl-tyi x,o/ttt#·.f: hlito.uf'.achir\lris 
tacm1:y1. 
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(c) Affymax shall invoice Takeda for such Bulk API with e.ach 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 ltt.i¢ .J\'.ffyt1'.1~f:M,.Jmµ~(;~:itpif¢6,~i] for such Bulk APL The price of Bulk 
API used 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 regard to 
such Bulk API shall be included in the Development Expe.nses. 

(d) All Bulk APT supplied by Affymax to Takeda sha11, when delivered, have 
be.en 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. 

(e) Subject to the following Section 7.2(t)~ the terms described in Sections 
7.2(a), (b) and (d) above shall apply, mutatis mutandis, to Taked.a'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. 

(f) With regard to the Finished Product manufactured by or on behalf of 
Takeda and provided to Affymax, Takeda shall not invoice AfJymax. 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 regard 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 charge.s actually allowed or paid by Affymax with regard 
to such Finished Product supplied to Affymax by Takeda. shall be included in the Development 
Expenses. 

(1) Within ninety (90) days after the Effective Date, the Parties shaJI discuss 
aud 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 (H) related substances, both (i) and (ii) to the extent 
reasonably necessary for Takeda to Develop the Product Provision of other non-Product 
synthetic peptides (i.e .• placebo) by Affymax to Takeda for Product development purposes shall 
be discussed by the JSC and Affymax shall supply thes~ at U:00%:{gf~:(ti] cost of preparation to 
Takeda as soon as reasonably practicable after approval by the JSC. 

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

7.3 Commea·cial Supply Agreement. The Parties shall timely negotiate in good faith 
and enter into a manufacturing and supply agreement (the ..Supply Agre,ement") governing 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 Commercialization of the Product by the Parties hereunder, to execute such 
Supply Agreement. [prior to· comtne!lci,ment.ofthe firsjPhase III ClinicalTriaJs] for the Product 
in the Licensed Territory, or[C:()lllmcncemcntof the stabilit}'stucffofihe Finislie<l Produet to be 
iticllidciLiri the••Prixl.t1d NPA of ••MA.. •.A••J., whichever is earlier, Such Supply Agreement shall ... '' ,.. . " ,.. , . "'' . "'"" """' .... 

contain customaiy terms governing such manufacturing and supply relationships, and shall 
provide as follows: 

(a) Bulk API meeting 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 consistent . vtith established and agreed 
manufacturing and delivery schedules atacost equal to [�ne hµnqr~Ji'entY.PCfc~n(OZO:%) of 
t~c Nfariuf#<eit1ri111rGo,~\ i11t:4n-eq•hy•{\ffy,na.1'.forj the manufactiue of such Bulk API (which 
[twenty percent (20%) represents reimbursemMrfo!'unal!Oiiatiid genef~l & : adtruliistrativt: •a1tl 
CQffif)rAtC \l'.>{P~!JSe)l, with such supply to be [J/Ci'\.(Thl:QO'fE:RM~ 2QOQ, .\'\S am.indcq)4\ffy1n,1J1:'.s 
<id1!$ Third Pfu"fycp11tra¢1'111rrn\1fact11tef ~•facility], 

(b) Affymax shall establish [no fewer tha1Ltwo (2f soifrces :hf] commercial 
Bulk API 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 Affyrnax of its defined supply obligations as set fmth in the Supply 
Agreement, Takeda shall have the right to obtain transfer and Affymax shall have the obligation 
to give tfansfer free of charge to Takeda, without undue 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 exercise the foregoing manufacturing right without requiring Takeda to pay any 
ad<litional consideration for such licenses, 

(c) Takeda shall be responsible for the Finished 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 regdl·d to such Finished Product shall 
be included in the Cost of Goods Sold in the calculation of the U.S. Product Profit 

7.4 Cost Audit Each Pa1ty shall rn;e Diligent Effort~ to minimize the Manufacturing 
Cost while assuring the quality and availability of Bulk AP! or Finished Product, as applicable, 
and shall consider in good froth 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) yearn 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 

(] = CERTAINCONFID.l.NTIA.L INtoltMATION CONTAINED IN Tittl:i DoaJMl!:t•U,MARKED BV IIRAC-KET.11,.ISFIU'D WITHTHtSE.CUltlTIES ANb 

EXCHANGE COMMISSION PUii.SUA.NT 1'0 RULE 406 OF TIU: SECUIUTIF.S ACT OF 1933, AS AMENDED. 

48 



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 determined 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 shalJ 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 
overpayment of the amount actually owed during the applicable Fiscal Year of more than [five
per:¢~~t(~%)J, in which case the audited Party shall bear the full cost of such audit. 

7.5 Facility Audits. Each Party shall be pennitted to conduct an inspection or audit of 
the other Party's facility or a facility (?f any 'Ilurd Party contract manufacturer under contra.ct 
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 1hird 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 
suppJied 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 triggered by a material safety 
issue, in which case the maximum notice period shall be one (l) 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 API, 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 Agre.ement shall include additional rights of audit and 
inspection of facilities u.sed 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 Patties may 
reasonably agree. Costs associated with auditing &hall be solely borne by the auditing Party. 

7.6 Quality 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 API 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 Lhat, in order for the Product to be Comme.rcialized in the Licensed 
Territory. Bulk API supplied tu Takeda by Affymax hereunder must be manufactured, handled 
and stored in compliance with the GMP re.quired by various Regulatory Authorities in the 
Licensed TeITitory. 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, itself 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 
Affymax 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 [~~) Source. The Parties shall establish [~;wi;,.qrfu:¢,:re::sQ~~e§] of Bulk API 
manufacturing and [tw<> qfinQfe ~!Jt:c#1 of Finished Manufacture as follows: (i) Affymax shall 
be responsible for screening potential manufacturers, negotiating the applicable .~t1pply 
agreement, and effecting the techn(>.10.SY. transfer as necessary to establish and qualify ~t~'::f:~r-s,t 
tf·:'.'.'''"··.'·:•d..·.::,··•:,:,d.·.•..::.·iad..1.·t.·.10.•tfa.t.\i1tf,.·.an.·••·'•"\sou'r. ,,.,.. Bulk API manufacturers whether those are Aff max,.)!t :&t;,~!ill,., .,ll.Q.... \I; ..,, .. ,.,,,...,,,.,. ,,,d,;,,,....,.,,,Y,J..,,.,.,,,,,.,,,q~.J • Y ' 
its Affiliates, or Third Parties; provided, that, Takeda shall have the right to provide input 
regarding the terms of such agreements (as wdl as any amendments thereof). review and 
comment on agreement drafts and forms, consult with Affymax regarding the negotiation. of_s~ch 
agreements between Affymax and Third Party contract manufacturers, and fp~iclfaJ~l;lijip~1j9~
lil')be')tegp'tj~:tfg:tfi)>(:Jµ.~i:'igr~fu~rd~J. as the Parties may agree, it being understood that 
Affymax shall re.tain the final authority over the terms and conditions of any such agreements 
with such 1bird Party contractors; (ii) Takeda shall be responsible for screening potential 
Finished Product manufacturers. negotiating the applicable supply agreements, and effecti11g tl,le 
technology transfer as necessary to establish and qualify [~(\\:4¥.$~tth¢ii~'911~:H~a:;:ij4gm9~~li!fif
i,i4yf$PUtc~] Fin1she.d Product manufacturers, whether those are Takeda, its Affiliates or Third 
Parties; and (iii) in any event, Affymax shall have the right, upon written notice to Take.da 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 1bird Party contractors, the.n the costs incurred by the 
Parties in connection with the establishment of such manufactming sources pursuant to the above 
subsection (i) or (ii), shall be treated as Commercial Expenses. 

ARTICLES 

CoMPENSATION 

8.1 License Fee. No later than five (5) Business Days after the Effective Date, 
Takeda shall pay to Affymax a license fee of One Hundred Five Million Dollars ($105,000,000) 
by wire transfer of immediately available funds into an account designated by Affymax in 
writing~ provided, that if Affyma1. 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 .. , Fann 3, <(Application Form for Income Tax Convention", because Takeda 
already has Fonn 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 extende<l to be no later than five (5) 
Business Days after the day such form is received by Takeda. Such licens~ fee shall be non­
refundable and nonwcreditable 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 Liceno;ed 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 Affyrnax. Each milestone payment by Takeda to 
Affyrnax 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-c1editable against any 
other payments due hereunder. 

Mikstone E11enJ Mikston,e Payment 
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[Receipt of Regulatory i\pjltm,al of the Product in either Renal 
Indicatlon (i.e., f>re-Dialysis Cl(D Anemia or Dialysis CI<:D Anemia)
wh)c~v~:r t_s e~rter in lhe:rQfloWfoii teiriklfi~9: 

United States $[50,000;000) 

$[20,000,000] 

[R<iceip\ of R.egµkr,;,y 4,ppt<,>vaJof !)le .Pro<lµct; in/ tl:lc follm\'ing 
territQri<;s, .i!l the otl)erR~na!Jrodication (!)le l.ndicati011 other 1h,mJha1 
fof whidi th~pfu'¢<1ilig l'flllestq1ie was Jla1d): 

UnitedSlates $[45,000,000) 

$[15,000,00�J 

[Re_q.ip(:of R,;gµlatocy ·J\:pptovlll .•. oft~·• l'tP\luct·tp•.~l.U1,w•Q9¢olo!lY 
In<bcatfoll (Le.; A@mi\l of C:aneenit Cheniotherapy•Jn;;l®WA1kniia) 
v.1i\cti.e\ietinfarlfotfoeitber the United Statei\)r anyMajnr EU Mark.ii 
C@~try.•(vtblc~ewr•qcpurs. <:!ldier).'lJJ 

$[l0,tl00,0QQJ 
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$[10;000,000) 

Total Milestone Payments $280,000,000 
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8.3 Sales Milestone Payments. Takeda shall make milestone payments to Affymax 
base.d 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 recogniz.es and confirms the first achievement of the corresponding 
milestone event with respect to the Product but in no event later than within nfoety (90) days 
after the end of a calendar quarter in which the con-esponding milestone event is achieved; 
provide.d. however, that if Affymax reasonably believes that a milestone has been achfoved, then 
Aff ymax shall notify the Finance Subcommittee, which shall promptly assess the situation and 
send a recommendation to the JSC and the JSC shall determine whether such milestone has been 
met. If the JSC confinns that such milestone has been met, then Takeda shall make the 
corresponding milestone payment within ten (IO) Business Days from such confinnation. Each 
such payment shall be made by wire transfer of immediately available filllds into an account 
designated hy Affymax in writing. Each milestone payment by Takeda to Affymax hereunder 
shall be payable only once, regardless of the numher of times achieved by one or more Products. 
Each such payment is non-refundable and non~creditable against any other payments due 
hereunder. 

Mlleston~ Event 

$tJ?QQ.;QQltQPQ] 

$(;h®!>t'Q®~®l 

$[Ji;~QQ;Q®:;tt)~} 

$[1;QQQ;@QJIX)i)j 

$(tt@Q;QQQ'~OOQ.J 

$@;jl¢QP;/JQ9l 

$[1:C>~l1(;ii:>;QQl)J 

f 30'<:)otHJOOOL,,/cc,.. ,Lccc,cc,... 

$t\#>;®¢.iPOPl 

$[5P)OO:O;Q®] 

8.4 Sharing of U.S. Expenses and U.S. Product Profit. During the Co-Promotion 
Term, Affymax and Takeda shall share equa]Jy 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 
Subcommittee 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 funn 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 Commercial Expenses incurred by either Party before the First 
Commercial Sale in the U.S., the Parties shall calculate and e.qually share them on a calendar 
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quarterly basis and shall make reconciliation, if necessary for this purpose of equal sharing, 
within twenty (20) Business Days after each calendar quarter. 

8.5 Royalties. 

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

(i) [J~t\jfthi por.t100 9t] aggregate Net Sales of such Product in the 
Royalty Territory during a Fiscal Year that is equal to or less than $[4.50;Q:00\@]; 

(ii) ['f7%?(ftl!~::'po,t.ljqnqt_i aggregate Net Sales of such Product in the 
Royaltr_'fer!itory du~ing a Fiscal Year that is greater than $[f:?�i~@;Q~J: but equal to or less 
than $[l00.0=000000]·....,: '" ,. ··' . ·_,.. , and.:.:~ ... ' 

(iii) [24~ of~~:pqrj:igij_,,pJJ aggregate Net Sales of such Product in the 
Royalty Territory during a Fiscal Year that exceeds $[1,~fflXMX()_!Q®J:. 

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(b)) in 
such country shall be excluded. 

(b) Royalty Rate Step Down. ·Takeda acknowledges that it shall continue to 
enjoy substantial benefit from its license under, and the transfer to Takeda of certain e]ements of, 
the Affymax Technology pwsuant 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 we11 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 counlry-by-country basis 
(and Product-by-Product basis if applicable) (the date upon which the last to expire of such Valid 
Claims occurs for the Product in a particular country, the ·•Explradon 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 D-.tte in the applicable country, in consideration for the foregoing non-patent benefits, 
at rates equal to U((ft$fl!p,~(~~µ,l!f~p~;)] of the rates set forth in Section 8.5(a) above (resulting in 
royalty rates of c:~~~J!~iii~{~f!~ii!~~:oog~~itr~~p;~tlyij}y], which shall also apply to the royalties to be 
paid from First Commercial Sale for the Net Sales in countries of the Royalty Territory wherein 
there is no Affymax Patents covering the composition of matter of the Product). Such reduced 
royalty rates shall continue in effect, on a Product-by-Product and country-by-country basis, until 
the end of the second consecutive quarterly period during which one or more Third Parties have 

;rt!Z1~;~!1!!1l!!!]e~.:1~i,ii1:irlii
l;)~~J). After the [ij:~o~i¢i1~~¢t~tifW1J:~~~]. Takeda shaJI continue to pay royalties equal to 
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(oi.i.e..c~Q(l:-:~ije4l~lfperiienf:(t$%)] of Net Sales of Product by Takeda, its Affiliates and 
sublicensees in the applicable country of the Royalty Territory, in consideration for the use of the 
Product Trademark. Such royally of [q,oe and on,e:.ffalf~t¢~~t::UJ%)l shall be payable for so 
long as Takeda is selling the Product in such country using tbe Product Trademark. As used in 

f~~i~~mmt:ii�� l~t::rrt~
S:.. ;')(~)'ofioe:~p~~ :A¢t pr;:f9t~ign•:¢qli.lvai~fif&(I the foregoing that lttf~r~n¢¢,f~nyllttl\ :6t 
MAA:Yod. lhe Product. . . 

(c) Royalty Payments and Reports. All amounts payable to Affymax 
pursuant to t;his 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 pursuant to this Section 8.5 based on the estimated Net Sales of 
the Product in the Royalty Territory during such calendar quarter (the. ·'Estimated Royalty") 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 ™S or other data necessary to determine whether the [C.eo~p~
Gqrrj:petitib11 1P~J~] has come or not in a certain country or countries of the Royalty Territory may 
not be available for the pul'pose of calculation of the Estimated Royalty, and Takeda may 
calculate the Estimated Royalty from the flash repot't then available lo Takeda (for gross sales) 
and deduction therefrom at the rate of h~;i,i]·~t.¢~pt,HJ¥.f~)] during the first itlY'.~!::t~):)iu.~it~t 
follo\\/!11g tl1e__:Fi_1:5t_C!~-:i1mercial Sale in the Royalty Territory; and, within a reasonable time after 
such UJ:Y:¢@@):qµ4rl.,~d period, the appropriateness of the rate of such deductions shall be 
reviewed by the Parties based on the actual deductions for the Product sillce 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 actual 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 refK)rt 
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 Se.ction 8.5, for the actual Net Sales 
during the same half of lbe 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 same 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 tbe amount of royalty payment due on such sales 
for such half 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 ahove-mentioned obligation in this Section 8.S(c ). 

8.6 Third Party Payments. 

(a} Exi5ling 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 sub licensees. All royalties set forth on Exhibit I due to Third Parties pursuant to the 
Existing Third Party License Agreements with respect to the Commercialization of the Product 
in the U.S. shall be included in the Commercial Expenses. 

(b) Future Agr~ements. Except a:; provided in Section 9.13, hath Parties, 
through their involvement in the JSC, shall participate in the negotiation of Future Third Party 
License Agreements purauant to Section 6.7(b). 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 Territory under this Agreement shall be borne by Takeda; provided, that Takeda shall 
have the right to deduct up to [fifty.perc'ent ($Q'll>j] of any such royalties, milestones, and other 
payments borne by Takeda from the amounts otherwise due to Affyrnax under Section 8.5 of this 
Agreement; provided, that in no event shall such deduction reduce the effective royalty rate 
payable to Affymax [bel61.1t'e[ght arid d1te±J1iilfperce11t'{8:S%)]. By way of example, [ii\ case 
1'1Iifd:i'>ajtffti;yli1ry·p'a,Yj11~jitsJ in [fgi've'g••~qlijil:fyj (¥ften:pi!rcepf{1Q%)h:,Jfr ti\e)"let $al¢,~] in 
[~µ~;n.,{pµn!f)'j: (i) if the [j~t~ qfflle}gyaltyp~y~bl~!81 Affymax [pµrsµi\fit:19;'StJ!,'!}ori;$.5;g(j1i~ 
1ii1·~epi;,p(fqr~!!Rh SC\MJ),tfY] at that time is [wr*agy JC\'!ll9,c9 ti?J,!l\ :jlll,9 Jw~:4\llt pprq,,:J),t {?,$%;
pµrsl.lllo.tJ.o),octio1i' $.$(bJ;J then there shall be [!\o.:d~µqtiorl f1-&ri1:suc~,§.$%) and Takeda shall 
[b&lr ttlliSUi;h:'10%:Cif:the:Wet$ales•pa:id M•Thi.rd Partypaymentsl for [sucll'Countty]; and, (ii) if 
the Urnte :Qfthe JQyqlty payaf?J<.\'to] Affymax_ [putslJai.1tJP $,(lptio11::8,;!,pf.thi§'i\gi:eem¢nt"jc,r sµqh 
ci'.it:!J,\.try] at that time is [t!iii1ee!i''pej'q/lpt:(1~,Q%)], then Takeda sha11 Oie\i:,11tit:I¢1ff't/1@eq,µ¢ffqlif 
iij'd'"oii'eJfoi\i''"perc~tit'(4'.53/.;f·df{hii''N~'S,il~W·•.rfr)jnl such n~·.o~ royalty) and (~h&Jf'®llr''1!,$
ttJl#irlii'irrg pi1i:j,•4f*'Mrr'.l'hirg'P®yp'aym,;gti.]. All royalties, lllilestones, and other payments due 
to Third Patties pursuant to the Future Third Party License Agreements with respect to the 
Development and Commercialization of the Product in the U.S. shall be included in the 
Commercial Expenses. 

(c) Reimbursement Procedures. In the event that a Future Third Party 
License Agreement provides for payments that are not directly associated with the Development 
ancVor 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. 
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8.7 Taxes. 

(a) Cooperation and Coordination. The Pa.-ties 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 pursuant 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 
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. 

(c) Tax Residence Certitlcate. 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 jurisdictiun (a "Tax Residence Certificate''), 
if such receiving Pa1ty wishes to claim the benefits of an income tax treaty to which that 
jurisdiction is a party. Upon the receipt thereof, any deduction and withholding of taxes shaH be 
made at the appropriate treaty tax rate. 

(d) Assessment. Either Party may, at it._, 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 
permitted to do so by applicable Law. The Parties shall cooperate wjth each other in any protest 
by providing records and such additional infonnation as may reasonably be necessary for a Party 
to pursue such protest. 

8.8 Blocked Currency. In each country where the local cuttency is blocked and 
cannot be removed from the country. royalties accrued in that country shall be paid tu 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 
cun·ency equjvalent 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 Citibank in 
New York City. 

1tl O 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 EJw2il!p~fq~h.(!:i2;%J1 uver the then-current prime rate 
quoted by Citibank in New York City. or the maximum rate allowable by applicable Law, 
whichever is lower. 
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8.11 Records; Audits, Each Party shall maintain complete and accurate records in 
sufficient detail to permit the other Paity to confirm the accuracy of the calculation of payments 
to the other Pa1ty under this Agreement. Upon reasonable prior notice, such records shall be 
available during regular business hours of audited Party for a pedod of th1ee (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 
Party 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 InfoITTiation, except to the extent such disclosure is nece;;smy to 
verify the accuracy of the financial reports furnished by audited Party or the amount of payments 
due by audited Party under this Agreement. Any amounts shown lo 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 
thirty (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 peri:ellt (5%}], in which case audited Party shall bear 
the full cost of such audit. 

ARTICLE9 

INTELLECTUAL PROPERTY MATTERS 

9.1 Owne.-ship of Inventions. Each Party shall own any inventions made solely by 
its employees, agents, or independent c.ontractors in the course of conducting its activitie, under 
this Agreement, together with all intellectnal pmperty Lights therein ("Sole Inventions"). Any 
inventions that are made jointly by employees, agents, or independent c.ontractors of each Paity 
in the course uf 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 Pmty having, 
unless otherwise set forth in this Agreement, the unrestricted right to license and grant rights to 
snblicenre each such Joint Tnvention, and each Party herehy agrees to consent, without payment 
of any fiuther consideration or royalty, to the joint Party's licensing of said joint Pmty's interest 
in such Joint Invention to Third Parties. Jnventorship shall be determine.ct 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. Each Party shall promptly disclose to the other any 
invention disclosures. or other similar documents, submiUe.d 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 lhan Joint Patents. Except as otherwise 
provided in this Section 9.3(a), Affymax shall have the sole right, authority 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 TeITitory. Affymax shall provide Takeda with a copy of 
material communications from any patent authority in the Licensoo 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. Notwithstanding the foregoing, if Affymax desires to abandon or not 
maintain any Patent within such Affymax Patents in the Licensed TetTitory, then Affymax shall 
provide Takeda with thirty (30) days prior written notice of such de.me (or such longer period of 
time as reasonably necessary to allow Takeda to assume such responsibilities) and, if Takeda so 
requests, shall provMe Takeda with the opportwtity to prosecute and maintain such Patent in the 
License.d 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 Territm·y, a 
patent application that claims priority from a Patent withln the Affymax Patents, other than a 
Joint Patent, in the Licensed Tenitory, Takeda shall provide written notice to Affymax 
requesting that Affymax file such patent application in the Licensed Territory. ff Takeda 
provides such written notice to Affymax, Affymax shall either (i) file and prosecute such patent 
application and maintain any patent i.~suing thereon in the Licensed Tenitory, at Affymax•s 
expense, or (ii) notify Takeda that Affymax does not ·desire to file such patent application and 
prnvide Takeda with the oppoJtunity to file and prosecute such patent application and maintain 
any patent jssuing 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 Jight 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 othe1wise 
provided in this Section 9.3(b), Takeda shall have the sole right and authol'ity, but not an 
obligation, to prosecute and maintain the Takeda Patents other than Joint Patents on a worldwide 
ba~is at its sole discretion (subject to this Section 9.3(b)) and at it~ own cost and responsihility. 
Takeda shall provide Affymax reasonable opportunity to review and comment on such 
prosecution effort~ regarding such Takeda Patent~. 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 matetial filings or response.~ 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 01· not maintain any Patent within the Takeda 
Patents other than a Joint Patent anywhere in the world, then Takeda shall pJovide Affymax with 
thirty (30) days' prior written notice of such determination (OJ such longer period of time 
reasonably necessary to allow Affymax to assume such responsibilities) and shall provide 
Affymax with the opportunity lo 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 a~sign such Patent to Affymax (in which case such Patent shall be included in the Affymax 
Patems). 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. ff Affymax. 
provides such wtitten 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 app1ication 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 right to file such patent application described in (ii) to 
Affymax (and in which case such Patent shall be included in the Afiymax Patents). 

(c) Joint Patents. With respe.ct 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 conntrie.,; 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 Panics 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 prosecuffon of the Ioint Patents shall be borne by the 
Party that prosecutes a patent application in the Joint Patents (the "Prosecuting Party"). The 
Prosecuting Party shall provide the _other Party reasonahle 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 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 
Pany is resu:icted by the lic.enses granted to the other Pany or the other covenants contained in 
and subject to the terms of 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 restriction or an obligation to account to the othel' Party, and the other Party hereby 
consents, without additional consideration. to any and all such licenses. Ehher Party may 
determine that it is no longer interested in supporting the continued prOGecutiou 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 Aff ymax Patent in the case of assignment to Aff yrnax, or a Takeda Patent in the 
case of assignment to Takeda 

(d) Cooperation in Prosecution. 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 instruments for such prosecution. 

9.4 Patent Term Extensions in the Licensed Tcuitory. The internal patent counsel 
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of each Pru.ty 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 Te1Titory. 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 decisionMrnaking 
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 E,ctensions, 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 detemune which single Patent should be extended and (b) in case of disagreement with 
respect to the Royalty Territory. Takeda's decision on which single Patent to be extended shall 
control The Party that does not apply for an extension hereunder shall cooperate fuJJy 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 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) Notlftcatlon. Each Party shall promptly notify the other Party in writing 
of any existing or threatened infringement of the Affymax Patents, Jolnt Patents or Takeda 
Patents of which it be.comes aware, and shall provide evidence in such Party's possession 
demonstrating such infringement. 

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

(0 If a Party becomes aware that a Third Party infringes any Affymax 
Patent or Joint Patent in the licensed Ten-itory by making. using, importing, offering for sale or 
selling the Product, Hematide, [JJ>(~pµd~) or any product containing the Peptide, [�fHRi~p~,t,qijJ. 
(such activities, "Product Infringement"), then· such Party shall so notify the other Party as 
provided in Section 9.S(a), which such notice shall include aJJ Information available to the 
notifying Party regarding such alleged infringement. The process for bringing a suit or action 
shall be as follows: 

(1) In the U.S., Affymax shall have the first right. but not the 
obligation, to bring an appropriate suit or other ac.tion against any person or entity engaged in 
such Product Infringement, subject to Section 9.5(b)(ii) below, with such external expenses 
shared equally by the Pa11ies (except as otherwise expressly provided in this Section 
9.5(b)(i)(l)). Affymax shall have a period of one hundred twenty (120) days after notification by 
a Party hereunder ( or shoner period, if required by the natw·e 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 otheiwise expressly r-·ovided in this 
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Section 9.S(b)(i)(l)). Each Party shall provide to the Party enforcing any such lights under this 
Section 9.S(b)(i)(l) reasonable assistance in such enforcement, at such enforc.ing Party's request, 
including joining such action as a party plaintiff if required hy 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 incurred in connection 
with its activities under this Section 9.S(b)(i)(l). Any recove1ies under this Section 9.5(b)(i)(l) 
shall first be applied to the re.covery of external expenses incurred by both Parties in bringing the 
suit or action; and the remaining amounts. if any, shall be fahijejfeqtj~llypj1h,e:Pirt:i~s]. 

(2) In the Royalty Tenitory, 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 Prodoct Infringement, subject to Section 9.5(b)(ii) below, at its sole cost and 
expense (except a.s 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 ele.ct, 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 enfo1eing 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 infonned of the, status and progress of such enforcement effo1ts, 
and shall reasonably consider the other Party's comments on any such efforts. Any recove1ies 
obtained from a suit or an action commenced by Takeda hereunder shall first he applied to the 
l'ecovery of expenses incurred by Takeda in bringing the suit or action~ and the remaining 
amounts, if any, shall be D~bi~liqµ~lly~y!lt~~!!f{~ij~~$], Any recoveries obtained from a suit or 
an action commenced by Affymax shall be [r,&,tl6~<1,!iby:~~ff.y~*i]. 

(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. 

(ii) The Party notified but not hringing an action with respect to 
Product Infringement in the Licensed Territory under Section 9.S(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 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 Lhe other Party elects to bring an 
action hereunder. 

(c) 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 wider Section 9.S(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 Affyrnax 
shall have the right, but not the obligation, to commence a suit or talce action to enforce the 
applicable Talceda Patent against such Third Party perpetrating such infringement at its soJe 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, inducting 
joining such action as a party plaintiff if required by applicable Law to pursue such action. The 
enforcing Party shaJl keep the other Party regularly infon11ed of the status and progress of such 
enforcement efforts, and shall reasonably consider the other Party's comments on any such 
efforts. Any recove1ies by a Party proceeding hereunder shall be [ieµdij~:~:by:ID~l:f':~ityij1•~~giP,'g
sµ~ij::$lt•ot·agdiiiil. 

(d) Settlement. Takeda shall not settle any claim, suit or action that it brings 
under this Se.ction 9.5 involving Affymax Patents (excluding Joint Patents) in any manner that 
would negatively 1mpact 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 or that would limit or 
restrict the ability of either Party to manufactme, use, sell, offer for sale or import the Product 
anywhere in the world, without the prior written consent of Takeda. Neither Party shall settle 
any claim, suit or action that it b1ings 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 Utensed Territory. 

(a) Notice. If any Product manufactured, used or sold by either Party, its 
Affiliates, licensees or subliccnsees becomes the subject of a Third Party's claim or assertion of 
infringement of a Patent granted by a jurisdiction within the Licensed Teraitory relating to the 
manufacture, use, sale. offer for sale or importation of Hematide, PeptideHliilipepJig~I or the 
Product, 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 Parties. 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 
docisions with regard to such actions covered by this Section 9.6 jointly through the JSC in 
accordance with the provisions of Sections 2.S(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 named 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 shaU inform the other Pmty 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 continue to pursue such matter jointly through the JSC, all costs and 
expenses of any defense actions under this Section 9.6(b) shall be E.sll?t~:eq1,1.ij(f.by)~ r?~~i~J. 
In any action pursued jointly by the Patties through the JSC, the non-leading Patty shall 
reasonably cooperate with the leading Patty, including if required to conduct such defense, 
furnishing a power of attorney. The non-leading Pmty 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 Patty. 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 
"Continuing Party"). Following the end of such thiny (30) day notice period. the Continuing 
Party shall bear all cosls and expenses for the continuation of the matter. The Removed Party 
shall promptly and reasonably cooperate to support the defense efforts of the Continuing Pany. 
In any event, the Removed Party shall forego its rights to separate representation in any matter 
from which it has withdrawn. 

(c) Settlement. Neither Pany 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 Pany becomes obligated 
.to pay as a result of any settlement of or decision rendered in any defense pw·suant to this 
Section 9.6 with respect to the manufacture, use, sale, offer for sale or impon of the Product in or 
for the Licensed Territory shall be [U~m~:~:;p~y~i~{$F'4ij~}t~:,i~ rtbif41:~inrl and [:~l~~~~l as 
provided in Section [$,]q:{b,)J. 

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 pe1mitted 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. 

9.8 Infringement of Trademarks by Third Parties. Affymax shall take all 
reasonable and appropriate steps to protect. defend and maintain each Product Trademark for use 
in connection with a Product, and all registrations therefor. Each Patty 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, Affyrnax 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 country 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 paaticipate 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 settlement. 
With regard to any other actual, alleged or threatened infringement by a Tltird Party of trade 
dress, logo, slogan, or of any unfair trade prac.tices, 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 learning of the same, and, the JSC shall without delay consider and decide 
whether and what action should be taken against thereto. 

9.9 Patent Opp().-iitions and Other Proceedings. If either Party desires to bdng an 
opposition, action for declaratory judgment, nullity action, inteiference. declaration for non­
infringement, reexamination or other attack upon the validity, title or enforceability of a Patent 
owned or controHed by a Third Party that covers, in the Licensed Territory, the Peptide,
[Pimpti~] or the Product, or the manufacture, use, sale, offer for sale or imponation of the 
PeptideC:\\t:)Jp¢pqi1~] or the Product (except insofar as such action is a counterclaim to or defense 
of, or accompanies a defense of, a Third Patty's claim or assertion of infringement under Section 
9.6, in whkh case the provisions of Section 9.6 shall govern), such Party shaU so notify the JSC 
and the Parties shall promptly confer to detennine 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 tlte 
JSC sha11 cooperate to assert any such claims under the strategy, terms and conditions as may be 
autholized by the JSC. The JSC shall designate one Party as the leading Patty for such claims. 
The Parties shall make decisions jointly through the JSC in accordance with the pl'Ovisions of 
Sections 2.5(b) and 2.S(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 shall be 
entitled to bring such action or settlement thereof independently by counsel of its own choice and 
at its own expense; provided, tl1at each Party shall infonn the other Party of the progress of such 
action and, if reasonably requested by the other Pru1y, shall reasonably cooperate with the other 
Party. For so long as the Parti~ continue to pursue 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 Pany 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 ·Pnrty, and the leading Party shall consider in good faith input from the non­
leading Pany. 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 pu1,;ued at the discretion of the continuing Party (a "Continuing Party"). 
Following the end of such thirty (30) day notice period, the Continuing Party sha11 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 pUl'sued jointly by the Parties through completion. shall be first 
allocated to reimburse the Parties' respective expenses. in such action, and any remaining 
amounts shall be :(~fi:it, "::b~, ;~q\l~l,JyJ; or (b) if obtained by a Conti11uiL1g Party, shall 
be tf&.r;!l~H~;~p)~!'~;~~~fitiP,[ .. 'ii~9P,,l,Qlfl!Jillf~r-t'y). 
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9.10 Parties' Patent 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 othe1wisc Controlling such 
Patent shall promptly notify the other Party of such effect and discuss with the other Patty 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 n Joint Patent, the Parties 
shall confer and determine which Party shall control such action and bear the associated costs. 
The controlling Party shall permit the non-controlling Party to pai·ticipate 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-Part.y action, if any, shall be first allocated to reimburse the Parties' 
respective expenses in such action, and any remaining amounts shall be (retained bYthe Parties 
defondiog s4cb .tbihtP;#t}'atti0nJ. 

9.11 Orange Book Listing, Compendia! Listing. Upon request of Takeda, Affymax 
shall file apprnpriate 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 
Regnlatory Authority in the Royalty Territory listing any Affymax Patents in the Orange Book 
equivalent in such Royalty Territory, if any, as a Patent related to the Product and the Pruties 
shall use Diligent Efforts to obtain and maintain such listing. 

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

9.13 Certain Patent Matters. With regard to [t~e'kivii:Coffiplaints] set fmth in [Itetrts 
2Jrtid:il•ofSchectule lltZ;] including any matters derived from or related thereto ( collectively the 
[':!l,iJ~t~m~iij~':'J), Affymax shall keep [ft~k~.:l~}'~g~J~th':;nJq1miic[qfjl~'§tal¥~)lQQ prpgt~~ 
o(§llcJJJ~f't:9rijplii1\ts,jpc\µ4lng Jlle._§et\it,jueµ(tl1¢J'¢OJJ. and shall ffe4sqµ~bl}'1XJµsfde/ 
T~i(J~/cgmni~µls !ll)iirepij,] where practicable and to lbe ex ten l wnsistent with Affymax' s 
[c!mfi@!itiil'Hty!)bli!gatiotl~ t/jJ&I]; provided, however, that Affymax [shall11ot] [seltle::tlieJ&J 
(;9mp\aj11.~::iri;::;, JI!:.011.qr] that would [~~rl.a.lly:,.:.n.d:. !l'dV¢1.'$elY!laffe9t ;::'t-.!l,ed::t'.snJ111etr,§t 
h~eµ11del'.] in Hematide. the Peptide, [tMiDipll\ptidll\] and the Product. Notwithstanding anything 
to the. contrary in this Agreement, Affymax shall be. tsol&ly''rt'spooiiibli't& ihe?8bnfrdlj of the 
[g~(en\;e 'or:i~ft1~me11(ofth¢':Cl<%,fJ"Ji:imJi@tj!s] at [iif/Jii:l':~p~µ&ii], and the (pa.j1~ti;µ; ff#i!Y:10 
J&:iJ associated with the fae!~le1µ1,n(]beJ'egf.l with respect to the Development and 
Commercialization of the Product in the Licensed Territory hereu!lder shall be [~\illJ.¢ P-Y.H!itc, 
Plu:ties] in accordance with t$ec\ki1Iiij.p(hjJ; provided, that any [91~h pa.ym~11ts !;-ecei'v~d hy) 
Affymax [tronlJ&:i iii ilidn11ectldifwitff Sll'{fleinSt1i'orthe J&J:c<)mpial!ltsj shall (fii'st"be"a'ppl\ed 
titthe:tecQyeryJjf'exjleil&es'}n<Juri:e.-fby:)\ffyhw.K::ilJ.);OtUli1C(lOtl. J.Vitti jhe:;J&,J::,Ctlli!pla.iiitsl. and 
[Qle!rem.1foi/ig'\;i.qiqµrjfs,Jf:;1l).yl, shall be [!(ij[!1#i!l(L\l\l)titbitbii Baj-ti~~]. 
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ARTICLElO 

REPRFSRNTATIONS AND WARRANTIES 

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

(a) Corporate Existence and Power. It is a company or corporation duly 
organize.d, 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 Jicenses 
granted by it hereunder. 

(b) Authority and Binding Agreement. As of the Effective Date, (i) it has 
Lhe 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 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. 

(c) 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 01· 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 and 
Commercialization of the Product. each Party has not used and shall not use, duting 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 Affymu:. 
Affymax represents, warrants and covenants (as applicable) to Takeda as follows, as of the 
Effective Date: 

(a) Regulutory Materials and Studies. To the best of Affymax'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 
Regulatory Materials"), including the Regu1atory Materials described in Section 4.l(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. including such studies from which the data 
described in Section 4.l(a) are derived, have been conducted substantially in accordance wjth 
applicable Laws by persons with appropriate education, knowledge and experience. Affymax 
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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 Jaw or regulation in any jurisdiction outside the United States. 

{b) Sufficiency of Lkense Grants. 

(i) Except as set forth on Schedule 10.2(b)(i) hereto, the Affymax 
Patents, Aff yrnax House Marks and Product Trademaik 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 hereunder; 

(ii) Except as set forth on Schedule 10.2(b)(ii) hereto, Affymax owns 
or possesses adequate light, 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; 

(iii) No claim or litigation has been brought or, to the know]edge of 
. Affymax, is th1-eatened to be brought, by any person or entity alleging that (A) any of the 
Affymax Patents, Affymax House Marks and Product Trademark 111 the Licensed Tenitory is 
invalid or unenforceable, or (B) practice of any of the Affyrnax Technology and the use of 
Affyrnax House Ma1'ks and the Product Trademark in the Licensed Territory infringes or 
otherwu;e conflicts or interferes wit.h 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 infJi11ged 01· misappropriated any Affymax Technology, Affymax House Marks 
or the Product Trademark by making, using, importing, offering for sale or selling the Product, 
Hematideff: I),Jp~p(\4~1 or any product containing the Peptide or [~1pjp04,~J. and. a..~ of the 
Effective Date, there is no actual or threate.ned infringement or misappropriation of the Affyrnax 
Technology, Affyrnax House Marks or the Product Trademark by any Third Party by making, 
using, importing, offering for ..sal~ or selling the Product, Hematide[r::t,~~ ~p¢pJ~~l or any 
product containing the Peptide [g(!J?tp~ti~eyH 

(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, Affyrnax House Marks and Product Tradema:rk, 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 proplietary right of any Third 
~~ . 

(vi) This Agreement is consistent with all of the Third Party License 
Agreements in aH 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 Pany License Agreement; 

(vii) Affymax has obtained any and all consents, if any, required from 
Third Pa11ies for Affymax to enter into this Agreement and to grant ~o Takeda the licenses and 
other rights provided herein and has provided a copy of such consents to Takeda; 

(viii) 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 1 sets forth all license agreements ex1sung as of the 
Effective Date to which Affyrnax 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 {dt:thfpip¢ptRJel in the Field and the 
Licensed Te-rritory; and 

(x) Ex:hibit 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/frademark Matters in the Licensed Territory. 
With respect to the Licensed Territory, and a.,;: of the Effective Date: (i) All registration, 
maintenance 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 documents required to 
be filed in order to maintain each Affymax Patent, Affymax House Marks and Product 
Trademark have been filed in a timely manner, (iii) no action has been taken that would 
constitute waiver, abandonment or any similar relinquishment of rights with respect to any 
Aff ymax 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 authority. 

(d) SuppJy of Bulk API or Finished Product by Affymax. All Ilu]k API or 
the Finished Product supplied by Affymax. to Takeda pursuant to this Agreement shall be 
manufactured, hand]ed, stored by Affymax or its Third Party contract manufacture(s) in 
compliance with applicab]e Laws, jncluding without limitation the GMP requirements. 

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

(f) Cross-License Agreement. In addition to the representation and 
warranty set forth in Section 10.l(c), to the knowledge of Affymax. the re.quirement described in 
clause (ii) of Se.ction 6.7(a) above shall not have any negative impact on the Parties' rights and 
obligations under this Agreement, asswning that the Parties comply with the tenns of this 
Agreement. and, there is no fact or indication that the Cross-License is going to or may be 
terminated. 

10.J Additional Representation of Takeda. Take.da 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 

(b) AU 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 manufocture(s) in compliance with applicable Laws, including without 
limitation the GMP requirements. 
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10.4 Disclaimer. Takeda understands that the Product is the subject of ongoing 
clinical research and development and that Affymax cannot Msure the safety or usefulness of the 
Product. In addition, Affymax makes no warranties except as set forth in this Agreement 
concerning the Affymax Tec.bnology. 

10.S No Other Rep1·esentations or Wa1Tanties. EXCEPT AS EXPRESSLY 
STATED IN THIS AGREEMENT. NO REPRESENTATIONS OR WARRANTIES 
WHATSOEVER. WHETHER EXPRESS OR JMPLIED, INCLUDING, WITHOUT 
LIMITATION, WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR 
PURPOSE, NON-INFRINGEMENT, OR NON-MISAPPROPRIATION OF THIRD PARTY 
INTELLECTUAL PROPER1Y RIGHTS, ARE 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 

INDEMNIFl(;ATlON 

11.1 Indemnification by Aff'ymax. Affymax shall defend, indemnify, and hold 
Takeda, its Affiliates, its sublicensees under this Agreement and their officers, directors, 
employees, and agents (the "Takeda Indemnitees") hannless from and against any and all Third 
Pany claims, suits, proceedings, damages, expenses {inclucling court costs and reasonable 
attorneys' fees and expenses), and recoveries, including product liability cJaims (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 
activitie.s prior to or ongoing as of the Effective Date, subject to Section I 1 .3; (b) a breach of any 
of Affymax's representations, warranties, and obligations under the Agreement; or (c) the willful 
misconduct or negligent acts of Affymax, its Affiliates. or the officers, 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 
Tak:eda's representations, warranties, and obligations under the Agreement; or (iii) 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 lndemnintation by Takeda. Takeda shaJJ defend, indemnify, and hold 
Affymax, its Affiliates. its sublicensees under this Agreement 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 (a) the 
Development. manufacture, storage. handling, use, promotion. sale, offer for· sale, and 
imponation of Hematide and/or Proouct by Takeda or its Affiliates, sublic.ensees, 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 01· 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 app]y if the Affymax Indemnitees fail to comply with 
the indemnification procedures set forth jn Section I1.4, 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/ur Product by or on behalf of 
Affyma1'. or the Development activities conducted by or on behalf of Affymax, including without 
Jimitation the Development activities prior to or ongoing as of the Effective Date; (ii) a breach of 
any of Affymax's representations, warraotie.s, 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 Produd in the U.S. Each Party hereby agrees lo 
defend, indemnify, and hold the other Party and its officers, directors, employees, and agents 
hannless 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, (ii) do not result also from the negligence or wil1ful misconduct of the Paity 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 
or 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 equaJly 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 "lndemnlfted Party") shall give written notice to the Party from whom jndemnity 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 under Section 11.3 and in any event how to respond lo the claim. The 
Indemnified 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 Clrum 
jn gocxi 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 a.ssume 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 con.suit with, or obtain any consent from. the Indemnifying Party in connection therewith), 
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and (b) the Indemnifying Party shall remain responsible to indemnify the Indemnified Party as 
provided in this Article 11. 

11.5 Limitation of Liability. NEITHER PARTY SHALL BE LIABLE TO TI-IE 
OTHER FOR ANY SPECIAL, CONSEQUENTIAL, INCIDENTAL, PUNITNE, OR 
INDIRECT DAMAGES ARISING FROM OR RELATING TO ANY BREACH OF IBIS 
AGREEMENT, REGARDLESS OF ANY NOTICE OF THE POSSIBILITY OF SUCH 
DAMAGJ:lS. NOTWITHSTANDING THE FOREGOING, NOTHING IN IBIS SECTION 11.5 
IS INTENDED TO OR SHALL LIMIT OR RESTRICT IBE INDEMNIF1CATION 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 6.4 OR 
CONFIDbNTIALITY OBLIGATIONS IN ARTICLE 12. 

11.6 Insurance. Each Party shall procure and maintain insurance, incJuding product 
liability and other appropriate insurance, adequate to cover its obligations hereunder and whkh 
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 ~uch 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 
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-insunmce 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 Pa1ty agrees that, for the Term and until the later 
of (i) the tenth (10th) anniversary of the Effective Date, or (ii) five (5) years after the expiration 
or termination of the Term, it shall keep confidential and shall not publish or otheIWise disclose 
and shall not use for any purpose other than as provided for in this Agreement any Confidential 
Infonnation furnished to it by the other Party pursuant to ·this Agreement except for that portion 
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 disclosure by the other Party~ 

(b) was generally available to the pl1blic or otheIWise part of the public 
domain at the time of its disclosure to the receiving Party; 

(c) 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 results generated or resulting from Development activities with respect to the Peptide, 
[ilie/tjl=p¢pti'4~,l Hematide or the Product, which infonnation and materials shall be deemed 
Confidential Information of the Party who has developed such information or materials 
regardless of whether such infonnation and materials were independently discovered or 
developed by the receiving Party or its Affiliate. 

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

(a) filing or prosecming 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 Agre.ement, provided that in each case the recipient of such Confidential 
Information must agree to be bowid 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 

(f) disclosure of the material financiaJ 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 disclming Party shall use all 
reasonable efforts to inform each recipient of the confidential nature of such Confidential 
Infonnation 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'!i Confidential lnfonnation 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 infonnation. In 
any event, the Parties agree to take all reasonable action to avoid disclosure of Confidential 
Infonnation hereunder. 
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12.3 Publicity; Terms of Agreement. 

(a) The Parties agree that the matetial tel'ms of this Agreement are included 
within the Confidential Infonnation of both Parties, suoject 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 conceming the material tenns of this Agl'eement, such Party shaU 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 awroval not to be unreasonah1y 
withheld. A Patty commenting on such a propose.d 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 ReguJato1-y Approvals in the Licensed 
Tenitory as they occur, subject only to the review proce.dure set forth in the preceding sentence. 
In relation to Takeda's review of such an announcement, Takeda may make specific, reasonable 
comments on such propose.d 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 
achieved and triggered a payment hereunder. Neither Party shall oe required to seek the 
permission of the other Pany to repeat any infonnation regarding the terms of this Agreement 
that has already been publicly disclosed or previously agreed to by such Party. or by the other 
Patty, in accordance with this Section 12.3. 

(c) The Parties acknowledge that Affymax may be obligated to file a copy of 
this Agreement with the U.S. Securitie.s and Exchange Commission (the "SEC"). Affymax sha1I 
be entitled to make such a required filing. provided that it requests confidential treatment cf 
certain commercial terms and sensitive technical terms hereof to the extent such confidential 
treatment is reasonably avaiJabJe to Affymax. In the event of any such filing, Affymax shall 
pmvide Takeda with a copy of the Agreement marke.d to show provisions for which Aff ymax 
intends to seek confidential treatment and shall reasonably consider and incorporate Takeda's 
comments thereon to the extent consistent with the le.gal requirements goveming re.daction 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 ce11ain 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. 

12A Poblications. Neither Party may publish peer reviewed manuscripts, or give 
other forms of public disclosure such as ;;ibstracts and presentations. of results of studies carried 
out under this Agreement with respect to the Licensed Territory, without the oppo1tunity for 
prior review by the other Party. Each Pa1ty shall provide the other Party the oppottunity to 
review and comment on any proposed manuscl'ipts or presentations which relate to any Product 
at least thirty (30) days prior to their intended submission for publication or presentation. Each 
Pai1y 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 seeking 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 without 
the other Pa11y's prior written consent, except as expressly pennitted in this Agreement. · 

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, 
enjoining or restraining 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 tenninated pursuant to this Article 13, shall remain in effect in the Licensed Territory 
until the expiration of all of Takeda's pay~nt 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. Take.da shall have the right to tenninate 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 impair the further Development and Commercialization of 
the Product. 

(ii) The JSC shall coordinate the wind-down of Takeda's efforts under 
this Agreement. 

(iii) 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 tennination notice, shall pay to Affymax a fee of [~n'!!µµmqg) Dollars 
($f~!Qi~,Q1QQP)I hy wire transfer of immediately available funds into an account de.signated by 
Affymax in writing. For the purpose of this Section, .. Technical Failure" shall mean the case in 
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which: (a) the Development of the Product in the Licensed Tenitory is discontinued entirely for 
patient safety concerns or pul'suant 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 
pivota] Phase III Clinical Trial for the Dialysis CKD Anemia or the Pre-Dialysis CKD Anemia is 
not achieved. Such fee shall be non-refundable and non-creditable against any other payments 
due hereunder. 

(b) Termination for Breach. 

(i) Affymax shall have the right to tenninate this Agreement upon 
wdtten notice to Takeda if Takeda, after receiving written notice identifying such mateda1 
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 matelial breach is solely 
based upon Tak.eda's failure to pay any amounts due Affymax hereunder); provitkd, 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 perfonned by 
Takeda to remedy -such breach, then Affymax may not terminale this Agreement during such 
time (not to exceed an additional ninety (90) days) as Takooa is diligently pursuing the 
petformance of the activities described in the plan; and provided, further, that if such materia1 
breach relates solely to a particular country in the Licensed Territory, then Affymax may 
terminate this Agreement only with respect to the applicable country but may not terminate this 
Agreement with respect to any other countries. 

(ii) Takeda shall have the right to terminate this Agreement upon 
written notice to Affymax if Affymax, after receiving written notice .ide.ntifying 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)j provided1 that if such breach cannot be remedied within such 9()..day period 
and Affymax has provided Takeda with a written plan, reasonably acceptable to Takeda, setting 
forth the activities to be performed by Affymax to remedy s~ch 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 perfonnance 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 Takeda may terminate this Agreement only with respect to the 
applicable country but may not tem1inate this Agreement with respect to any other countries. 

(iii) 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 Patty's uncured material breach, but 
instead elects to allow this Agt'eement to continue in effect, then the breaching Party shall 
continue to be liable to the other Party for any breach of representations, waminties, obligations 
or agreements made in this Agreement by such breaching Party, and the non-breac~ing Party 
shall be entitled to pursue Jegal and equitable remedies arising from such breach that are 
avanahle to it. 

13.3 Other Remedies for AfTymax Breach. In addition to the termination remedy 
described in Sections 13.2(b), Takeda shall have certain other remedies for the mate1ial 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 pro'v'isions of Section 13.2(b)). specified as follows: 

(a) Supply. The Supply Agreement shall provide Take.da 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 request 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 he. 

(c) Continuing Right to Additional 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 l 3.2(b)(iii) only in order to retain its rights to the 
Additional Product pursuant to the terms of Section 3.12 witil 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 pursuant 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 Tumination of the Agreement. Upon termination by Affymax of the 
Agreement under Section 13.2(b), or upon termination by Takeda under Section J3.2(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 tennination) with respect to the 
affected territory or territories: 

(a) Pactial Termination. In the event of.a terrninatioo 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 Affyma:x. a right of reference to all Regulatory Materials filed by Takeda 
in the Licensed Territory solely for the pwpose of Affymax obtaining Regulatory Approval for 
the Product in such terminated country(ies). 

(c) 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, ful.lyNpaid, royalty-free license, with the 
right to grant multiple tiers of sublicenses, ooder the Licensed Takeda Technology (as defined 
below) existing as of the date of such tennination to develop, make, have made, use. sell, offer 
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for sale, and import Bulk APIK, the)I>ipt:'pt,~JW;J 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 p11rsuant 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 it~ re.asonable 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 
Takedo Patent''). Takeda hereby covenants not to sue Aff ymax and its sublicensees under this 
Agreement, effective only in the event of temunation described in this Section 13.4 above, under 
any Takeda Patent (othe1· 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[~}tl_i~1h:('.>,ip¢ptj<:I~J, 
Backup Compounds (as of the date of such termination) and the Product in or for the tenninated 
country(ies) of the Licensed Tenitory. 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 contractoi·s in the coutse of conducting its activities under this 
Agreement. 

(d) Tt·ansition 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 runngements, that is, or are, reasonably 
necessary or useful for Aff:tmax. to commence or continue Developing, conducting Finished 
Manufacturing of or Commercializing the Product in 01· for the tenninated country(ies) of the 
Licensed Territory, to the extent Takeda is then performing or having perfoimed such activities, 
including without limitation transferring, upon request of Affymax, any agreements or 
arrangements with Third Patty suppJie,:s or vendors to supply or sell the Product in such 
country(ies) of the Licensed Territ01·y, to the extent practicable. If any such contract between 
Takeda and a 11lird Party for the supply of Bulk API ur Finished Product for such terminared 
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 {gij~i::n#nqJ~q!ili~6giii~~~ijfy:iiP'~t.¢~~f:i(l!io~J} of Takeda's cost (calculated in a manner 
consistent with the defini.tion of Affymax's Manufacturing Cost) for a reasonable period. In 
addition, to the extent that Takeda or its Affiliate is· then manufactul'iog Bulk API or Finished 
Product for the other country(ies) than such terminated country(ies) of the Licensed Tenitory, 
Takeda shall continue to manufacture. and shall supply to Affymax, at a cost that equals (QQ'¢
fi\'til~~g\tijg:d,::ltwidty,ipifP~Af(J~f)l~)1 of Takeda's costs (calculated in a manner consistent with 
the definition of Affymax'.li Manufacturing Cost), such Bulk API or Finishe.d Product for 
Affymax's use in such terminated country(ies) of the Licensed Territory for a reasonable pe,1:iod 
in order to permit Affymax to ~tablish sufficient manufacturing capacity for Bulk API or 
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Finished Product for such terminated country(ies) of the Licensed Territory. Such pe1iod shall 
be no more than twelve (12) months unless othe1wise agreed by the Parties. 

(e) Remaining Inventories. Affymax shall have the right to purchase from 
Takeda all of the inventory of Ilulk AP! or Finished Product held by Takeda for such tenninated 
country(ies) as of the effective date of termination of this Agreement at a price equal to Takcda's 
[a.;tual, oo'st] to acquire or manufacture such inventory for such tt:rrninated country(ies). 
Affymax shall notify Takeda within thirty (30) days after the date of tennination of the 
Agreement whether Affymax elects to exercise such right. If Affymax does not exercL,e 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 
effoctive date of termination of this Agreement. 

(f) Termination of Licenses. For clarity, upon any termination of this 
Agreement under Section 13.2. the licenses granted to Takeda under this Agreement for such 
terminated countly(ies) shall terminate. 

(g) Restriction on Licensing of Compounds. If Takeda 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 effcc-tive 
date of such temtination, Affymax shall not license any Replacement Product Candidate to any 
Third Party for development rn· commercialization for the prevention, treatment or amelioration 
of anemia. If Affymax desires to license any such Replacement Product Candidate, then 
Affymax shall provide Takeda with a right of first negotiation to such license under te1ms and 
conditions corresponding to those set forth in Section 3.9. 

13.5 Effects of Expiration. Following expiration of the Tenn pursuant to Section 
13, l, Takeda shall have a fully paid non-exclusive license under the Affymax Technology lo · 
mak.e, have made, use, sell and import the Product in the Licensed Territory, under any 
trademark or trademarks other than the Product Trademark owned or Controlle;:I by Takeda. In 
addition, in the event Takeda de.1ires to continue to purchase Hulk AP! 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 discretion, either (a) continue to supply Bulk AP! at a cost 
equal to the Manufacturing Cost plus tiwfoty per-c~11((ZQ%)] for a period to be negotiated by the 
Parties, or (bJ pe1mit 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 Ilulk API, and otherwise assist Takeda to enable it to 
obtain continuous supply of Bulk API, including without limitation, providing rekvant 
documents and using Diligent Efforts to encourage or cause Affymax's then-current Third Paity 
contract manufacturers of Bulk AP! to manufacture and supply to Take.da such Bulk AP!_ 
directly. 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 accmed 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. Tennination or expiration of this Agreement for 
any reason shall not constitute a waiver or release of, or otherwise he deemed to prejudice or 
adversely affect, any rights, remedies or claims, whether for damages or othelwise, that a Party 
may have hereunder or that may arise out of or in connection with such termination or 
expiration. 

13.7 Rights in Bankruptcy. All rights and licenses granted under or pursuant to this 
Agreement by Affymax are, and shall otherwise he 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 Parties 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 commencement 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) u1,on any such commencement of a bankruptcy 
proceeding upon Takeda's wtitten 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 
reje~tion 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 I. 11 (other than Section 11.6), 12, 14, and 1.5, 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 tennination), 10.4, 10.5, 13.4, 13.5, 13.6, 13.7, and 13.8. 

ARTICLE14 

DISPUTE RESOLUTION 

14.1 English Language; Gove1-ning 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 disputes arising out of or related to this 
Agreement or any breach hereof shall be governed by and conslrued under the Laws of the State 
of New York. without ghing effect to any choice of law principles that would require the 
application of the Laws of a different state. 

14.2 Disputes. 

(a) Tbe 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 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 Se.ction 14.2 to resolve any controversy or claim arising out of, relating to or in connection 
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with any pmvision 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, 
whlch 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 relating 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 thhty (30) days after such notice is received. If the senior 
executive office1·s 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 comt 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. 

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

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, 
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 pdor 
agreements and understandings between the Parties with respect to the subject matter hereof. 
Notwithstanding anything to the contrary herein, the Parties agree that nothing in this Agreement 
shall be constn,ed to terminate, modify, amend or supersede the Japan Collaboration Agreement. 
There are no covenants. promises, agreements, warnmties, 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 WJ.iting and signed by an authorized officer of each 
Paity. 

15.2 Force Majeure. Both Parties shall be excused from the pe1formance of their 
obligations unde1· this Agreement to the extent that such periormance is prevented by forc.e 
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 truces 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, te1TOrist act, labor 
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strike or lock~out, epidemic, failure or default of public utilities or common carriers, 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 overnighl delivery service, or 
by facsimile {with electronic confinnation 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 A venue 
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 

15.4 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 tlk: 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 the 
definitions of Affymax Technology or Takeda Technology in Article 1, in the event of such 
transaction, however, intellectual property rights of the acquiring party to such transactioo (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 tu such transaction, or to the extent such technology is developed 
outside the scope of activities conducted with respect to the Peptide[, D1peptide,] 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 Pruty. 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. 

15.6 Performance by Affiliates. Each Party may discharge any obligations and 
exercise any right hereunder through any of its Affiliates. Each Party hereby guatantccs the 
pe1fo1mance by its Affiliates of such Patty'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 Pruty's obligations under this 
Agreement shall he deemed a hreach 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 Fm1her Actions. Each Party agrees to execute, acknowledge and deliver such 
furtherinstruments, and to do all such other acts, as may be necessruy or appropriate in order to 
cany 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 10 replace 
any invalid or unenforceable provision with a valid and enforceable one such that the objectives 
contemplated by the Patties when entering this Agreement may be realized 

15.9 No Waiver. Any delay in enforcing a Pruty'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 Independent 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 pmtners 
between the Parties. 

15.11 Counterparts. This Agreement may be executed in one (I) or more counterpart.s, 
each of which shall be deemed an original, hut all of which together shall constitute one and the 
same instrument. Titis Agreement shall be binding upon the delivery by each Party of an 
executed signature page to the other Party by facsimile trnnsmission. If signature pages ru·e 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. 
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1S.12 Construction. Except where the context otherwise require~, 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 intent.of this Agreement or the intent of any provision contained in this ,\greement. 
The te1m "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 officen; as of the Effective Date. 

TAKEDA PHARMACEUTICAL COMPANY LIMITED AFFVMAX, INC. 

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

Name: Yasuchika Hasegawa Name: Arlene Morris 

Title: President & COO Title: President & CEO 
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EXHIBITB 

AFFYMAX PATENTS 

To the extent the following tahle lists patents and patent applications filed or issued in the 
United States, Affymax Patents shall include any e.quivalent 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). 
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reXHIBIT 11.111) Additional preclinical studies 
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AFFYl\'IAX, INC. 

SERIF.s 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 AFF\'MAX, INC., a Delaware 
wrporation (the "Company"), and ea<:h of thuse 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 <:onsideration the receipt and 
sufficiency of which are hereby acknowledged, the parties hereto hereby agree as follows: 

1. PllRCHASE AND SALE OF SERIES E PREFERRED STOCK, 

1.1 Sale and Issuance of Series E Preferred Stock, 

on or before 
(a) 
the 

The Company shall adopt and file with the S
Closing (ru; defined below), the Amended 

ecre
and 

tary of Sta
Restated 

te of Delaware 
Certificate of 

Incorporation of the Company substantially in the form attached hereto as Exhibit Jl (the 
"Restated Charter"). 

(b) Subject to the terms and conditions of this Agreement, each Investor 
agrees, severally and not jointly, to purchase at the Closing, and the Company agrees lo sell and 
issue to each Investor at the Closing, that number of shares of the Company's Series E Preferred 
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 Preforred 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 
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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 .11;et forth on the Schedule of Exceptions (the "Schedule of Exceptions.,) which 
spe.cifically identifies the relevant Section hereof (and which shall apply to any other sections in 
this Section 2 where such disclosure is relevant, provide,d that such relevance is reasonably clear 
(a listing of a party, contract, agreement, document or instrument in and of it.self 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 exc.eptions shall be deemed to be representations and 
warranties as if made hereunder), the Company hereby represents, warrant&, and (as applicable) 
covenants to e.ach of the Investors, as follows: 

2.1 Organization, Good Standing and Qualificatiffl1. 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 Capitalimtion and Voting 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 PrefeITed Stock, $0.0001 par value 
(the "Preferred Stock"), of which (i) Two Million Three Hundred Thousand (2,300,000) shares 
have been designated Series A Preferred Stock, all of which are issu.ed and outstanding, (ii) Five 
Million (5,000,000) shares have been designated Seiies B Preferred Stock, all of which are 
issued and outstanding, (iii) Ten Million Six Hundred Nine Thousand rive Hundred Ninety-Two 
(10,609,592) shares have be.en 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) Six.teen Million Seven Hundred Thousand (16,700,000) sh.ares have been designated Series 
D Preferred Stock, Fifteen Million Nine Hundred Two Thousand Four Hundred Sixty-Four 
(15,902,464) share.5 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, 
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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) Common 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 Three Hundred Thirty-One Thousand One Hundred 
Seventy-One (1,331,171) shares are issued and outstanding. Under the Company's 2001 Stock 
Option/Stock ls8uance Plan (the "Plan"), (i) options to purchase Four Million Eight Hundred 
Eighty-Five Thousand Nine Hundred Eighty (4,885.980) shares have been 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. 

(b) 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 (ii) were issued in compliance with all applicable state and federal laws 
concerning the issuance of securities. 

(c) Except for (i) the conversion privileges of the Preferred Stock, (ii) the 
right, provided in the Restated Chatter, the Amended at1d Restated Investors' Rights Agreement 
in the form attached hereto as Exhibit C (the "Investors' Right~ Ag1·eement") and the 
Amended and Restated Right of First Refusal and Co-Sale Agreement in the form attached 
hereto as Exhibit D (the "Co-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 exerr:isahle for 
1,532,405 shares of Common Stock at an exercise price of $4.25 per share pursuant to that 
certain Wa,rnnt Purchase Agreement, dated July 11, 2005, and (v) warrants exercisable for 
220,316 shares of Common Stock at 311 exercise price of $1.14 per share to Montgomery & Co., 
there are no options, warrants, calls, rights (including coIJversion or preemptive rights), 
commitments or agreements of any character to which the Company is a patty or by which it is 
hound obligating the Company to issue, deliver, sell, repurchase or redeem, or cause to he i8sued. 
delivered, sold, repurchased or redeemed, any shares of capital stock of the Company or 
obligating the Company to grant, e.xtend, accelerate the. vesting of, change the 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 fom1 attached hereto as Exhibit E (the 
"Voting 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 security holders, (ii) 
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 it is a patty and to consummate the transactions 
contemplated hereby and thereby, as the case may be. All corporate action on the part of the 
Company at1d its officers, directors and stockholders necessary for the authorization, execution 
and delivery of the Finaucing Agreements, the perfonnance of all obligations of the Company 
hereunder and thereunder, the filing of the Restated Charter, and the authodzation, sale and 
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issuance (or reservation for issuance) of the Series E Preferred Stock being sold hereunder and 
the Common Stock issuable upon conversion of the Shares (the "Conversion Shares"), has heen 
taken or will be taken prior to the Closing. The Financing Agreements and all other agreements 
contemplated hereby or thereby to which the Company is a party, upon signing an<l delivery will 
constitute valid and legally binding obligations of the Company, enforceable in accordance with 
their respective 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 remedie,; and (iii) to the extent that the enforceability of the 
indemnification provisions contained in the Investors' Rights Agreement may be limited by 
applicable foderal or state securities laws. 

2.4 Valid lsswmce 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 <luly 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 upon the holders the.reef 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 stale and federal securities laws. The 
Conversion Shares have been duly and validly reserved for issuance and, upon issuance in 
acoon:lance 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 
restrictions on transfer under this Agreement, the Investors' Rights Agreement, the Co-Sale 
Agreement, and applicable state and federal securities laws. "Encumbrance'' means any claim, 
lien, pledge, option, charge, easement, security 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 arising by operation of law, and 
includes any agreement to give any of the foregoing in the future, and any contingeot 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 imperfoctions of title, liens and easements as do not and will not materially detract from or 
interfere with the use 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 authority or instrumentality 
anywhere in the world ("Governmental Entity") 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 securities 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 
each federal, state, county, local or foreign 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 (ii) that is required for the operation of the 
Company's business as conducted or the holding of any such interest ((i) and (ii) herein 
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collectively called the "Authoi:i1:lltions"), and all of such Authorizations are in full force and 
effect, except where failure to obtain or have any such Authorizations could not reasonably be 
expected to have a Material Adverse Effect on the Company. For purposes of this Agreement, 
"Material Adverse Effect" 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, liabilities, business, operations or results of, operations or prospects of such entity and its 
subsidiaries, taken as a whole. 

2.6 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 I 933, as amended (the "Securities Act"), and the 
qualification oc 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 \,,Tiling 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, financially or 
otherwise, or any change in the current equity ownership of the Company, nor is the Company 
aware that there is 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 
writfag (or to the Company'., knowledge. any substantial ba.,is therefor) involving the prior 
employment 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 currently pending or which the Company intends to initiate regarding its business. 

2.8 Financial Statements. The Company has made available to each Investor 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 
(i) are in accordance with the books and records of the Company, (ii) are in all material respects 
true, cmrect and complete- and present fairly and accurately the financial condition of the 
Company at the date or dates therein indicated and the results of ope,Jtions for the period or 
periods therein spe.cified 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 (exce.pt that the unaudited financial statements do not: (i) have notes thereto. 
or (ii) contain 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 mature or 

5 
[J = CERTAIN CONnDRl'fJlAL INJORMATION CON'l.'AINED IN TIDS DOCUMENT, MARKED BY BRACKETS. l6 FILED WITH THE SiC'UWTIES AND 
EXCHANG£ COMM~ON PUltSUANT TO Ruu. 406 OF TU[ S:ECURlllES ACT OF 1933, i\5 AMENDED, 



unmattued accrued, absolute, 11nliquidated, 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 warr~nty, 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 presenlly conducted, properties or financial condition of the Company. The 
Company is not in default in any material respect under any of such franchises, pennits, 
governmental licenses or other similar authority. 

2.10 Title to Properties 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 respe.ct to leased properties and tangible 
assets, to the knowledge of the C'.ompany, 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 INVFSTOK.S. 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 appHcable bankruptcy, insolvency, reorganization, moratorium 
and other laws of general application affecting enforcement of credjtors' rjghls generally, (ii) as 
lim.ited 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 applkable federal or state securities laws. 

3.2 Purchase F.lltirely 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 Jnvestor' sown 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 participation in. or othelWise distributing the same. By 
executing this Agreement, such Jnvestor further represents that such Investor has no contract, 
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undertaking, agreement or arrangement with any person to sell, traosfe.r, 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 Prefe1Ted Stock. Such Investor further represents that it has had an opportm1ity to 
ask questions and receive answers from the Company regarding the tenns 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. 

3.4 Further Limitations on Disposition. 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 until the 
transferee has agreed in writing for the benefit of the Company to be bound by this Se-ction 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 statement; or 

(b) (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 
fuvestor 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 unusual circumstances. 

(c) Notwithstanding the provisions of subsections (a) 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 affdiated 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 gift, 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 tenns 
hereof to the same extent as if it was an original Jnvestor 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 
STAIBMENT 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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REGTSTRATION TS 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 Conv,:,rsion Shares). 

3.6 Reliance by Company. Such Tnvestor understands that the representations, 
warranties, covenants and acknowledgements set forth in Section 3 constitute a material 
inducement to the Company entering into this Agreement 

3.7 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 omitted to be taken by any of them in 
connection with the issuance and sale of the Series E Prefe1Ted Stock (including the Common 
Stock issuable upon conversion thereof) contemplated hereunder. 

3.8 Accreditoo Investor. Investor represents that it is an accredited investor within 
the meaning of Regulation D under the Securities Act. 

4. CONDITIONS Ol' INVESTORS' OBLIGATIONS AT CLOSING. 

Investors' obligations to purchase the Shares at the Closing are subject to the satisfaction, 
at or prior to the Closing Date, of the following conditions: 

4.1 Representations and Warranties True; Performance of Obliilations. The 
representations and warranties made by the Company in Section 2 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 a11 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. Toe Company shall have obtained any and all· 
consents, permits-and waivers necessary or appropriate for consummation of the transactions 
contemplated by the Financing Agreements except for such as may be properly obtained 
subsequo:,nt to the Closing. 

4.3 Filing of Restated Charter. The Restated Charter shall 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. 

4.4 Corporate l)ocumenls. The Company shall ltave delivered to Investors or their 
counsel, copies of all corporate documents of the Compnny as Investors shall reasonably request. 

4.5 Reservation of Connrsion Shares. The Conversion Shares issuable upon 
conversion of the Shares shall have been duly authorized and reserved for issua11ce upon such 
conversion. 
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4.6 Compliance Certificate. The Company shall have delivered to Investors a 
Compliance Cettificare, 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 Ce11lficate. Investors shall have received from the Company's 
Sec1-etary, a ce1tificate having art.iched thereto (i) the Company's Restate.d Charter as in effect at 
the time of the Closing, (ii) the Company's Bylaws as in effect at the time of the Closing, 
(iii) resolutions approved by the Board authorizing the transactions contemplated hereby, 
(iv) rnsolutions approved by the Company's stockholders authmizing the filing of the Restated 
Charter, and (v) good standing certificates (including tax good standing) with respect to the 
Company from tht: applicable authorities in Delaware and any other jurisdiction in which the 
Company is qualified to do business, dated as of a recent dale prior to the Closing. 

4.8 Investors' Rights Agreement. The Investors' Rights Agreement substantially in 
the form attached hereto as Kxhibit C shall have been executed and delivered by the parties 
thereto. · 

4.9 Co-Sale Agreement. The. Co-Sale Agreement substantially in the form attached 
hereto as Exhibit D shall have been executed and delh·ered by the parties thereto, 

4.10 Ynting Agreement. The Voting Agreement substantially in the form attached 
hereto as :Exhibit E shall have been exe.:uted and delivered by the parties thereto. 

5. CONDITIONS OF THE COMPANY'S ODLIGATIONS 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 waiTanties in 
Section 3 made by those Investors acquiring Shares hereof shall be true and correct at the date of 
the Closing, with the same force and effe.:t as if they had been made on and as of said date, 

5.2 Performance of Obligations. Such Investors shall have petformed 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 filed with the 
Secretary of State of the State of Delaware. 

SA Investors' Rights Agreement. The Investors' Rights Agreement substantially in 
the form attached hereto as Exhibit C shall have been executed and delivered by Investors, 

5.5 Co-Sale Agreement. The Co-Sale Agreement substantially in the form attached 
hereto as Exhibit O shall have been executed and delivered by the parties thereto. 

5.6 Yotlng 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 except for such as may be properly obtained 
subsequent to the Closing. · 

6. SURVIVAL. 

6.1 Survival of Representations and Warranties. 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 shaJI be deemed to be representations and warranties by the Company 
hereunder solely as of the date of such certificate or inslrument. 

7. AMENDMENT; WAIVER. 

7.1 Amendment, Waiver. 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 upon conversion of the 
Series E Preferred Stock sold pursuant to this Agreement. Any amendment or waiver etlected 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 
convertihle), 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 agreeme.nts will in no way affect the right to requ.ire such performance or 
compliance at any time thereafter. 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 facs.imile 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 (l) business day 
after deposiL 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 writte11 verification of receipt. All communications shall be sent as follows 
(provided, that any party hereto (and such party's pennitted 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 E:1hibit A 
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(b) if to the Company: 

Affymax, Inc. 
4001 Miranda Avenue 
Palo Alto, CA 94304 
Attention: CEO 
Telephone No.: (650) 812-8700 
Facsimile No.: (650) 434-0832 

with a copy to: 

Cooley Godward LLP 
Five Palo Alto Square 
3000 E] Camino Real 
Palo Alto. CA 94306-2155 
Attention: Barbara A. Kosacz 
Telephone No.: (650) 843-5000 
Facsimile No.: (650) 849-7400 

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 th.is Agreement unJess otherwise 
indicated. The words "include," ' 4includes" and "including., when used herein shall be deemed 
in each case to be foHowed 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 to," 
"furnished to," and terms of sirrrilar import in this Agree.ment means that a paper copy of the. 
information referred to has been furnished to the party to whom such information is to be 
provided. Toe phrases .. the date of this Agreement," "the date hereof," and tenns of similar 
impo1t, unless the context otherwise requires, shall be deemed to refer to Febiuary _, 2006. 
For purposes of this Agreement, whenever the context requires: the singular number shaJJ 
include the plural, and vice versa;. the feminine gender shall include the masculine an<l neuter 
genders; the masculine gender shall include the feminine and neuter genders; and the neuter 
gender shall include the masculine and feminine genders. The tenn '"person" shall include 
natural persons, corporations, partnerships, limited liability companies and othel' entities unless 
the context of such reference clearly indicates that only natural persons are intended and any 
re~onable 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 Agreeme.nt may be executed in one or 
more counterparts an<l delivered by facsimile, aU of which shall be considered one and the same 
agreement and shaJJ become effective when one OI' more counterparts have been signed by each 
of the parties and delivered to the other parties; it being understood that a]J parties need not sign 
the same counterpart. A facsimile signature shall be deemed an original. 

8.4 Attorney's Fees. If any action at Jaw or in equity is necessary to enforce or 
interpret the terms of this Agreement, the prevailing party shall be entitled to reasonable 

11 
[ ] = CERTAIN CoNnDl:NTI.\L llllt'OJlll,U. TION CON1'AINED IN t'ID!I DOCUMENT, MARKED BY BR.\(XltfS, IS l,'\LEP WITH DIE SECURFl'll?.8 AND 
EXCIIANCI! COMMISSION PUllsu.\ti'J"TO ROLE4ori OP1'HE SECUltll'tBS ACTor 1933, 4S AMmDl!:P, 

http:Agreeme.nt


attorney's fees, costs and necessary disburnements in addition to any other relief to which such 
party may be entitled. 

8.5 Entire Agreement; Nonassignability; Parties in Interest. This Agreement 
(which includes the E;,;hibits and the Schedules) and the documents and instruments and other 
agreements spe.cifically refemid to herein or therein or delivered by the Compauy pursuant 
hereto or otherwise, (a) constitute the entire agreement aruong 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 otheiwise except as otheiwise 
spedfically 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 upon the respective suc.:essors and assigns of the parties (including 
transferees of any Shares). 

8.6 Severabllity. In the event that any prov1s10n 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 intent of the paities 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 provfaion. 

8.7 Remedies Cumulative. All remedies in any of the Financing Agreements 
expressly conferred upon a party will be deemed cumulative with and not exclusive of any other 
remooy conferred hereby, or by law or equity upon such party, and the exercise by a party of any 
one remedy will not preclude the exerdse 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 gove.rned by their respective jurisdictions of 
incorporation. 

8.9 Rules of Construction. The parties hereto agree that they have been represented 
by counsel during the negotiation, preparation and execution of this Agreement and, therefore, 
waive the application of any law, regulation, holding 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 to indemuify aud to hold harmless the Company from 
any liability for any commission or compensation in the nature of a finders' fee (aud 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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indemnify and hold hann.less each Investor from any liability for any comnnssaon 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, 
employees or representatives is responsible. 

8.11 Expenses. Each pru1y 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 chat 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 SERIF.s E PREFERRED 
STOCK PuRCHASE AGREEMENT as of the date set forth in the first paragraph hew_)f. 

COMPANY: 

AFFYMAX, INC. 

By: ____________ 

Name: Arlene Morris 
Title: President and CEO 

Address: 4001 Miranda Avenue 
Palo Alto, CA 94304 
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INVESTORS: 

TAKEDA PHARMACEUTICAL COMPANY LIMITED 

By:_____________ 

Print Name:_____________ 

Title:_______________ 
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EXIDBITK 

INITIAL PRESS RELEASE 

~ 
AFFYMAX 

AFFYMAX AND TAKEDA ANNOUNCE AGREEMENT 
TO DEVELOP AND COMMERCIAUZE HEMATIDE'" IN JAPAN 

Affymax to Receive More than $100 Million in Upfront and 
MilestrJne Payments Plus Sales Royalties 

Takeda to Obtain an Exdusive 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 ,m 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. It is currently being evaluated in four 

Phase 2 dinical trials in the United Sta'tes 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 mllllon. After the launch of Hematide in 

Japan, Affymax would receive a double digit royalty on Hematide sales in the territory. Takeda is 

responsible for all 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 

Arlene 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 move this promising new drug candidate forward to address a very large 

underserved patient population. I also believe this product will enhance our urological 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 

billion 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 patients. 

About Hematide'M 

Hematide has a completely novel amino acid sequence that is unrelated to erythropoietin, a 

honmone that stimulates red blood 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 eariy 2006. 
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About Affyrnax 

Affymax, Inc. is a dinical-stage phamiaceutlcal company that is developing a rich pipeline of 

synthetic peptide-based drugs against clinically validated targets for the treatment of kidney 

diseases and cancer. Hemalide, 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 potential treatment of anemia associated with chronic kidney disease and cancer. For 

more information go to www.affymax.com. 

About Takeda 

Takeda, located In Osaka, Japan, is a research-based global company with Its main fOC1Js on 

pharmaceuticals. /ls 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. Mdltlonal Information 

about Takeda is available through its corporate website, www.takeda.com/index-e.html 

### 

For Further Information: 
Affymax 
Mary Fermi Daryl Messinger 
Senior 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 Sejzo@takeda.co.jp 
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2. On June 9, 2004, Affymax filed a civil complaint in the Regional Court Munich I in the 
Federal Republic of Ge1many against Ottho Pharmaceutical Corporation and Ortho-McNeil 
Pha,maceutical, 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 
alternative co-applicant, of that European application. [Qn'pPtol,ef'l!, 2ops,. Qrihofilediat~
answei' Wfrh· m~'Mi.ittich'coui:t fa wtiich Ot'tlfo' aehtiiisalt'riiatetiaf • ane'gatio~,,iiised agairistthern 
itf dledivU:complatntfJkd by Affyn\ax. onJ,ml\9,,2004/a1idJu11lter ':iS~rts that.theJ).errriaJJ 
litigµti9p.sl.m1ldJ5~:d\sgii~s~/l *rt<H~\' \eg*l9l~\fii~J~sply~, byJ'!il)llfogJ,thiJ~\!P!l il¢cPr4ing Jp
tgnfis 9(ihgJ\J'1'.ZJ011,\r/lcf11~tW~~ll JpfparlJes.] The case remains pending in Regional Comt 
Munich I. 

3. On September 27, 2004, Affymax filed a civil complaint in the United States District Court 
for the Northern Dislrict of Illinois against Johnson & Johnson, Ortbo-McNeil Pharmaceutical, 
Inc., Ortho Pharmacentical Corporation, and The R.W. Johnson Phaimaceutical Research 
Institute d/b/aJohnson & Johnson Phannaceutical Research and Development (collectively 
"J&J-Ortho"). Affymax's complaint alleges that J&J-Ortho have applied for and in some cases 
been granted patenl~ covering subject matter that was invented by Affymax' s scientists in 
connection with a Research and Development Agreement 1:>etween Affymax and J&J-Ottho 
("R&D Agreement"). Affymax alleges that, based on the applicable patent laws and the R&D 
Agreement, Affymax's scientists shunld have been identifioo as inventors un the patents and 
patent applications, and Affyma~ should have been granted ownership rights to these patents and 
patent applications. The complaint also alleges that J&J-Ortho has breached the R&D Agreement 
and Affymax has suffered certain damages as a result of said breach. Pursuant to the teims of !he 
R&D Agreement, Affymax entereo:I into a period of good faith discussions with J &J-Ortho to 
resolve, if possible, the dispute between the parties regarding the subject matter of Affymax's 
civil complaints in the US and Europe. On October 13, 2004, Affymax and J&.1-0rtho entered 
into a standstill agreement in order to facilitate good faith discussions between the parties to 
resolve the dispute. On March 8, 2005, Affymax and J&J-Ortho entered into an expanded 
standstill agreeme.nt and Affymax filed a motion to voluntarily dismiss without prejndice the 
civil complaint in the V .S. District Court in Illinois; the motion was granted and the U.S. 
complaint was dismissed without prejndice 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 V.S. 
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District Court in Illinois on September 8, 2005, and the motion was granted by the court 
reinstating the case. On October 10, 2005, Affymax filtld an Amendt,d Complaint in the US 
District Court in Illinois amending the names of the Defendants to reflect the current busim:ss 
units of Ortho and deleting certain claims regarding USSN 60/207,654, USSN 09/863,600 and 
PCT/US0l/16654. On November I, 2005. Ottho 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 pie.ads 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 an: cuncntly assigned to Affymax. In the November I, 
2005 filing, Ortho also states that the case pending in the US District Court for the Northern 
District of Illinois should be dismissed and the case decided by binding arbitration as specified in 
the 1992 agreement between the parties. On November 11, 2005, Ortho filed a motion with the 
Illinois court to dismiss or stay the US and German litigations and compel the parties to binding 
arbitration. On December 2, 2005, Affymax filed an Answer to Defendants' Counterclaims 
which denies. au material allegations in defondants' counterclaims. On Dec.ember 14,2005, 
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