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FOIA / PA Officer John Livornese 
U.S. Securities & Exchange Commission 
FOIA Office 
100 F Street NE, Mail Stop 5100 
Washington , DC 20549 

JUN t2 2018 

Offlceof"' ' ,.. 

June 12, 2018 

Dear Mr. Livornese: 

I request pursuant to the Freedom of Information Act (FOIA) 5 U.S.C. § 552. As 
Amended by Public Law No. 104-231 ,110 Stat. 3048, copies of the following 
agreements, based on FOIA Request 15-02603-FOIA. 

Exhibit 10.26 to Form 10-K filed on 03/26/2001 by Vertex Pharmaceuticals Inc/ 
Ma 

Exhibit Title: Research Agreement 

CIK: 875320 

Sectilis will pay up to $61 for research, copies and review fees for all of the 
abovementioned agreements. Please forward all releasable material for copying. 
My daytime telephone number is 202-798-8809. Please call me or e-mail at 
research@sectilis.com to discuss the total cost or estimated cost of this 
research/copies should the amount exceed the price indicated in this request. 

Sincerely, 

Stella Vasconcellos 
Research Assistant 
Sectilis LLC 
6931 Arlington Rd.# 580 
Bethesda, MD 20814 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

STATION PLACE 
100 F STREET, NE 

WASHINGTON, DC  20549-2465 

Office of FOIA Services 
July 13, 2018 

Ms. Stella Vasconcellos 
Sectilis LLC 
6931 Arlington Rd. # 580  
Bethesda, MD 20814 

RE: Freedom of Information Act (FOIA), 5 U.S.C. § 552
Request No. 18-04762-E 

Dear Ms. Vasconcellos: 

This letter is in response to your request, dated and 
received in this office on June 12, 2018, for Exhibit 10.26 to 
Form 10-K filed on March 26, 2001 by Vertex Pharmaceuticals, 
Inc./Ma. 

The search for responsive records has resulted in the 
retrieval of 105 pages of records that may be responsive to your 
request. They are being provided to you with this letter.  

If you have any questions, please contact me at 
johnsonee@sec.gov or (202) 551-8350. You may also contact me at 
foiapa@sec.gov or (202) 551-7900. You also have the right to 
seek assistance from Aaron Taylor at (202) 551-7900 as a FOIA 
Public Liaison for this office, 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,

 For 
Everene Johnson 
FOIA Research Specialist

Enclosure 
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RESEARCH AGREEMENT 

THIS RESEARCH AGREEMENT {the "Agreement") is made and entered into as of 

this 11th day of December 2000 between VERTEX PHARMACEUTICALS INCORPORATED 

("VERTEX"), a Massachusetts corporation with principal offices at 130 Waverly Street, 

Cambridge, MA 02139-4242, and LABORATOIRES SERONO S.A. ("SERONO"), a Swiss 

corporation with principal offices at Zone lndustrielle de l'Ouriettaz, 1170 Aubonne, 

Switzerland. 

INTRODUCTION 

WHEREAS, VERTEX has undertaken a broad drug discovery program with the objective 

of designing novel, small-molecule Caspase (as defined below} inhibitors as human 

therapeutics for a variety of clinical indications; 

WHEREAS, SERONO is also interested in developing and commercializing drugs 

targeting Caspases and has particular expertise in developing, marketing and selling 

pharmaceuticals worldwide; 

WHEREAS, both parties desire to enter into a collaboration the objective of which will be 

to design novel, small-molecule compounds which act through inhibition of one or more 

Caspases, for the treatment or prevention of human disease, and to develop, market and sell 

those compounds as pharmaceuticals upon the terms and conditions set forth herein and in a 

License, Development and Commercialization Agreement identical in substance to Exhibit A 

hereto; 

NOW THEREFORE, in consideration of the foregoing premises, the mutual covenants 

set forth in this Agreement, and other good and valuable consideration, the parties agree as 

follows: 

ARTICLE I-DEFINITIONS 

1.1. "Affiliate" shall mean, with respect to any Person, any other Person which 

directly or indirectly controls, is controlled by, or is under common control with such Person. 

The term "contror means the possession, direct or indirect, of the power to direct or cause the 

direction of the management and policies of a Person, whether through the ownership of voting 

securities, by contract or otherwise. Control will be presumed if one Person owns, either of 

record or beneficially, more than forty percent (40%) of the voting stock of any other Person. 
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CONFIDENTIAL 
1.2. "Bulk Drug Substance" shall mean a Drug Product Candidate in bulk crystal, 

powder. solution or other form suitable for incorporation in a Drug Product, which if required in 

order to stabilize the Drug Product Candidate shall be formulated with stabilizing excipients. 

1.3. "Caspases" shall mean cysteine-proteases that cleave target proteins 

preferentially after an aspartic-acid residue. 

1.5. "Controlled" shall mean the legal authority or right of a party hereto to grant a 

license or sublicense of intellectual property rights to another party hereto, or to otherwise 

disclose proprietary or trade secret information to such other party, without breaching the terms 

of any agreement with a Third Party or misappropriating the proprietary or trade secret 

information of a Third Party. 

1.6. "Development Election" shall have the meaning set forth in Section 3.1 hereof. 

1.7. "Drug Product" shall mean a finished dosage form which is prepared from Bulk 

Drug Substance and is ready for administration to the ultimate consumer as a pharmaceutical. 

1.8. "Drug Product Candidate" shaU mean a Compound as to which SERONO has 

exercised its Development Election under Article Ill hereof and which is therefore the subject of 

a License Agreement in accordance with the provisions of Sections 3.2, 3.3 or 3.4 hereof. 

1.9. "Effective Date" shall mean the effective date of this Agreement as set forth on 

the first page hereof. 

1.10. "Far East" shall mean all countries set forth on Schedule 1.1 0 hereof. 
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COtflDENTIAL 
1.11. "FDA" shall mean the United States Food and Drug Administration. 

1.12. "Field" shall mean the treatment or prevention of conditions or diseases in 

humans using pharmaceutical products the principal mode of action of which is ~li'lftiijftlao~fi 
~ 4~i~e..~H.:.-.11iP~ef~.aii~"@l~hf"r~.;~:{sfn'1ji;.i£.ai~a'l~i'il~~4ti-1:a"l;,.~!i,,,~~t...~~... ~ ~,.,,, ,m.lJ!.1~~!~..'i'li,.~~-ltD.Wl\!~.Blilf.fL... ·.,. ,,.;_..IJ.~., ...1.,....... ~•.~-- ,·~··"~,-..J'!~U.....,., W.4JI~· 

1.14. 11IND· shall mean the investigational new drug application relating to a drug 

product filed with the FDA pursuant to 21 C.F.R. Part 312, including any amendments thereto. 

References herein to IND shall include, to the extent applicable, any comparable filing(s) made 

with a Regulatory Authority in other countries in the Territory (such as a clinical trial exemption 

(CTX) in the European Union). 

1.15. "lndicationn shall mean a generally acknowledged disease or condition, a 

significant manifestation of a disease or condition, or symptoms associated with a disease or 

syndrome for which use of a pharmaceutical product is indicated, as customarily identified in the 

pharmaceutical product's label under applicable FDA regulations or the foreign equivalent 

thereof. 

1.16. "Joint Know-How"' shall have the meaning set forth in Section 7.1 of this 

Agreement. 

1.17. "Joint Patents" shall have the meaning set forth in Section 7.1 of this 

Agreement. 

1.18. "JRC" shall have the meaning set forth in Section 2.5 of this Agreement. 

1.19. "Know-How'' shall mean all Program Technology other than inventions which 

are the subject of Patents. 

1.20. "License Agreement" shall mean a License, Development and 

Commercialization Agreement, identical in substance to Exhibit A hereto, to be executed by 

VERTEX and SERONO in conjunction with the exercise by SERONO of its Development 

Election with respect to a Drug Product Candidate. 

1.21. "Patents" shall mean all existing patents and patent applications and all patent 

applications hereafter filed, including any continuation, continuation-in~part, division, provisional 

or any substitute applications, any patent issued with respect to any such patent applications, 

any reissue, reexamination, renewal or extension (including any supplementary protection 
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certificate) of any such patent, and any confirmation patent or registration patent or patent of 

addition based on any such patent, and all foreign counterparts of any of the foregoing. 

1.22. "Person" shall mean any individual, corporation, partnership, association, joint­

stock company, trust, unincorporated organization or government or political subdivision thereof. 

1.23. "Phase II Clinical Trial" shall mean shall mean a human clinical trial conducted 

for inclusion in (i) that portion of the FDA submission and approval process which provides for 

trials of a pharmaceutical product on a limited number of patients for the purposes of collecting 

data on dosages, evaluating safety and collecting preliminary information regarding efficacy in 

the proposed therapeutic Indication, as more fully defined in 21 C.F.R. §312.21 (b), and (ii) 

equivalent submissions with similar requirements in other countries in the Territory. 

1.24. "Phase Ill Clinical Trial" shall mean a human clinical trial conducted for 

inclusion in (i) that portion of the FDA submission and approval process which provides for the 

continued trials of a pharmaceutical product on sufficient numbers of patients to generate safety 

and efficacy data to support Regulatory Approval in the proposed therapeutic Indication, as 

more fully defined in 21 C.F.R. § 312.21(c), and (ii) equivalent submissions with similar 

requirements in other countries in the Territory. 

1.25. "Program Technology" shall mean all data, technical information, know-how, 

discoveries, inventions (whether or not patented or patentable), trade secrets, processes, 

techniques, materials, compositions, methods, formulas or improvements (i) invented, 

discovered or developed by either party hereto or its Affiliates under the Research Program, (ii) 

invented, discovered or developed by VERTEX prior to the Effective Date in the course of a 

research program directed toward the discovery of Caspase inhibitors other than inhibitors of 

ICE or (iii) to which VERTEX has been granted a license or otherwise received some form of 

right, title or interest from its Far East collaborator; that, in each case, relate to the Compounds 

or their manufacture or use. Notwithstanding the foregoing, the term Program Technology shall 

not apply to VERTEX's general drug design technology whether in software or hardware, 

tangible or intangible, form. 

1.26. "Refused Candidate" shall have the meaning set forth in Section 3.3 hereof. 

1.27. "Regulatory Approval" shall mean, with respect to any country, all 

authorizations by the appropriate governmental entity or entities necessary for commercial sale 

of a pharmaceutical product in that country including, without limitation and where applicable, 

approval of labeling, price, reimbursement and manufacturing. "Regulatory Approval" in the 
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United States shall mean final approval of a new drug application pursuant to 21 C.F.R. § 314 

(or any successor regulation having the same purpose or effect), permitting marketing of the 

applicable pharmaceutical product in interstate commerce in the United States. ~Regulatory 

Approval" in the European Union shall mean final approval of a Marketing Authorization 

Application pursuant to Council Directive 75/319/EEC, as amended, or Council Regulation 

2309/93/EEC, as amended, or pursuant to any successor regulation having the same purpose 

or effect. 

1.28. "Research Plan., shall have the meaning set forth in Section 2.6 hereto. 

1.29. "Research Programu shall mean all research activities undertaken under this 

Agreement with the objective of creating, identifying, designing or evaluating Compounds as 

provided herein, including but not limited to activities described in the Research Plan. 

1.30. "Research Year" shall mean a twelve-month period during the term of the 

Research Program commencing on October 1, and ending on September 30, of each year. 

1.31. "SERONO Know-How" shall mean all Know-How Controlled by SERONO or its 

Affiliates. 

1.32. "SERONO Patents" shall mean all Patents Controlled by SERONO or its 

Affiliates clalmlng Program Technology. 

1.33. "SERONO Program Technology" shall mean all SERONO Patents and 

SERONO Know-How, including SERONO's and its Affiliates' right. title and interest in any Joint 

Patents and Joint Know-How. 

1.34. "Territory" shall mean all countries of the world, except for the countries of the 

Far East identified as such on Schedule 1.10 hereto. 

1.35. uThird Party" shall mean any Person that is not a party or an Affiliate of any 

party 10 this Agreement. 

1.36. "VERTEX Know-How" shall mean all Know-How Controlled by VERTEX or its 

Affiliates. 

1.37. '"VERTEX Patents" shall mean all Patents Controlled by VERTEX or its Affiliates 

claiming Program Technology. 

Research Agreement - Confidential - Page 5 



1.38. "VERTEX Program Technology" shall mean all VERTEX Patents and VERTEX 

Know-How, including VERTEX's and its Affiliates' right, title and interest in any Joint Patents 

and Joint Know-How. 

ARTICLE II- RESEARCH PROGRAM 

2.1. Conduct of the Research Program. 

2.1.1. Responsibility. VERTEX shall have principal responsibility for the 

conduct of the Research Program, and SERONO shall provide consultation, advice and such 

research effort as may be deemed appropriate by the JRC and accepted by SERONO. The 

JRC shall review and coordinate each party's efforts with respect to the Research Program. 

2.1.2. Efforts. VERTEX will use its commercially reasonable and diligent efforts, 

consistent with prevailing practices within the pharmaceutical and biotechnology industries, to 

conduct, and as necessary to cause its agents to conduct, the Research Program, with the 

objective of identifying Compounds as soon as practicable which might be suitable for 

designation as Drug Product Candidates. VERTEX will conduct the Research Program in 

accordance with the terms and conditions of this Agreement, and in accordance with prevailing 

laboratory standards and practices where its laboratories are located, including, where 

applicable, the standards set forth in the current Good Laboratory Practices regulations 

promulgated by the FDA, published at C.F.R. Part 58, as such regulations may be amended 

from time to time, and equivalent foreign regulations or standards as applicable. 

2.1.3. Records. VERTEX shall prepare and maintain complete and accurate 

written records, accounts, notes, reports and data with respect to all laboratory work conducted 

in the performance of the Research Program in conformity with standard pharmaceutical and 

biotechnology industry practices. 

2.2. Term. 

The Research Program shall commence as soon as practicable after the 

Effective Date and will conclude at the end of the fifth (5 th) Research Year, unless earlier 

terminated in accordance with the provisions hereof. The Research Program may be extended 

from year to year thereafter with the written consent of both parties. 

2.3. Payment With Respect to Past Research. 

SERONO will make the following payments to VERTEX, on the dates referenced 

below, in consideration of certain of VERTEX's past research costs, and in recognition of 
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VERTEX'S research program relative to Caspases having achieved certain research mllestones 

prior to the Effective Date: 

1. Within thirty (30) days of the Effective Date: $3,000,000 

2. On or before the first anniversary of the $2,000,000 
Effective Date: 

2.4. Research Support Payments. 

2.4.1 Payments. SERONO will make research support payments to VERTEX 

in the amount of K~ for each Research Year. The first Research Year will be deemed 

to have commenced on October 1, 2000. Payments due for each Research Year shall be made 

quarterly in advance on or before October 1, January 1, April 1 and July 1, of each Research 

Year, except that the first quarterly payment due on or before October 1, 2000 shall be made 

within thirty (30} days of the Effective Date. All payments shall be made in United States dollars 

to the credit of such bank account as may be designated by VERTEX in writing to SERONO. 

Any payments which fall due on a Saturday, Sunday or date which is a legal holiday in the 

Commonwealth of Massachusetts may be made on the next following day which is not a 

Saturday, Sunday or legal holiday in the Commonwealth of Massachusetts. 

2.4.2. Report. 

2.4.3. Withholding. SERONO has advised that the payments referenced in 

Section 2.3 and Section 2.4.1 above, if made to VERTEX, are currently not subject to 

withholding tax in Switzerland. If during the term of this Agreement. withholding tax should be 

required by law to be deducted from such payments, the parties will agree on an equitable 

division of liability for any sum which is withheld and for which VERTEX is not compensated or 

reimbursed by way of usable tax credits or otherwise. 
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2.5. Joint Research Committee. 

2.5.1. Composition and Purposes. VERTEX and SERONO will establish within 

thirty (30) days of the Effective Date a Joint Research Committee ("JRC") which shall consist of 

at least six (6) representatives (as may be increased or decreased by the JRC), half of whom 

shall be designated from time to time by each party. Meetings of the JRC other than regularly 

scheduled quarterly meetings may be held only if a quorum of at least two (2) representatives of 

each party participates; except that lack of a quorum shall not prevent the scheduling and 

conduct of a meeting by either party after that party has made good faith but unsuccessful 

attempts for more than ninety {90) days to schedule and convene the meeting. The JRC shall 

meet formally at least quarterly, or with such other frequency, and at such time and location, as 

may be established by the JRC, for the following purposes: 

(i) To receive and review reports by VERTEX and its project teams, 

and by SERONO if it is conducting research under the Research Plan, which shall be prepared 

and submitted to the other party and to the JRC on a quarterly basis within fifteen (15) days 

after the end of each calendar quarter (commencing with the calendar quarter ending December 

31, 2000), summarizing data and information generated under the Research Plan and other 

progress with respect thereto. The first such report provided by VERTEX will provide 

information regarding all Compounds invented, discovered or developed by VERTEX prior to 

the Effective Date in the course of a research program directed toward the discovery of 

Compounds, and that data will be updated in subsequent reports to reflect new Compounds 

invented, discovered or developed by VERTEX since the date of the last report; 

(ii) To coordinate and review research activity and interactions 

between VERTEX and SERONO; 

(iii) To review any Compounds proposed by either party for 

development; 

(iv) To review, consider and approve revisions to the Research Plan; 

(v) To periodically review the overall goals and strategy of the 

Research Program and ta consider whether redirection or termination of the Research Program 

should be recommended under Section 2.9 hereof; and 

(vi) To discuss matters relating to Patents claiming Program 

Technology. 

VERTEX will prepare the initial draft of an agenda for each JRC meeting and will 

submit the draft to SERONO for comments a reasonable period before the scheduled meeting 
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CONFIDENllAL 
date. The party hosting a particular JRC meeting shall prepare and deliver to the members of 

the JRC, within thirty (30) days after the date of each meeting, minutes of such meeting setting 

forth, among other things, all decisions of the JRC, and including a summary of the status of 

research work as reported to the JRC. The party not preparing the minutes may suggest 

changes or amendments to the minutes, and may provide a supplement addressing activities at 

the meeting which are not reported in the minutes, which shall be distributed to the parties and 

filed with the meeting minutes. In case the JRC meets by means of telephone or video 

conferences, 1he responsibility for preparing minutes shall lie with VERTEX. 

2.5.2. Decision Making. 

(i) Each of VERTEX and SERONO shall have one vote on the JRC. 

The objective of the JRC shall be to reach agreement by consensus on all matters within the 

scope of the Research Plan. However, ln the event of a deadlock with respect to any action 

(which shall be deemed to have occurred if either party shall request a vote of the JRC on a 

matter and that vote shall either not be taken within thirty (30) days of the request or if taken 

shall result in a tie vote), 

(ii) Each party shall retain the rights, powers, and discretion granted 

to it under this Agreement, and the JRC shall not be delegated or vested with any such rights, 

powers or discretion except as expressly provided in this Agreement. The JRC shall not have 

the power to amend or modify this Agreement, which may only be amended or modified as 

provided in Section 11.14 hereof. 

2.6. Research Plan. 

2.6.1. General. By the end of the first meeting of the JRC, VERTEX and 

SERONO shall agree upon (i) an outline research plan (the ·Research Plan•) for identifying, 

conceiving, synthesizing, structurally characterizing, testing, evaluating and otherwise 

discovering one or more Compounds that the parties believe to be commercially viable 

candidates for development; and {ii) as a component of the Research Plan, a detailed research 

plan for the first Research Year, including an appropriate schedule therefor. 

2.6.2. Plan Review and Approval. The Research Plan will be revised and 

updated by VERTEX at least annually and submitted to the JRC for its review and approval. 
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VERTEX, in revising and updating the Research Plan, will take into account material scientific 

and commercial developments relevant to the objectives of the Research Program. 

2.7. Exchange and Use of Information. 

2.7.1. Review of Research. Each party will enable any representatives of the 

other party on the JRC, or other authorized representatives of such party, to review the ongoing 

research being conducted by the first party under the Research Program and to discuss that 

research with its officers, all at such reasonable times and as often as may be reasonably 

requested. The parties also shall institute periodic working meetings between scientists from 

VERTEX and SERONO, to enhance the coordination and application of each party's resources 

and to provide an effective vehicle for sharing and exchanging Research Program results. 

Representatives of VERTEX or SERONO (including for this purpose agents) receiving 

Confidential Information (as defined in Section 4.1) from representatives of the other party, and 

any representatives of one party who may by agreement participate in an exchange of scientists 

with the other party, or who may otherwise spend a significant period of time at the laboratories 

of the other party, shall sign appropriate agreements ensuring that information disclosed to them 

is held in confidence in accordance with the provisions of Article IV of this Agreement. 

2.7.2. Far East Collaborator. VERTEX's agreement with its Far East 

collaborator for development and sale of Compounds in the Far East obligates each party to 

share with the other party information which is relevant to the research and development of 

Compounds. VERTEX will share with SERONO information received by it from its Far East 

collaborator pursuant to the foregoing, in consideration of the reciprocal right hereby granted to 

VERTEX by SERONO to share information received by it from SERONo' with VERTEX's Far 

East collaborator, relative to the research and development of Compounds in the Territory. 

2.8. Ownership of Program Technology. 

2.8.1. No Ownership by Employees. AU employees of VERTEX and SERONO 

who are expected to participate in the Research Program have signed, or before any such 

participation will sign, agreements with VERTEX or SERONO, respectively, regarding 

proprietary information and inventions, in a form reasonably considered by the employer and its 

counsel to assure the employer's Control of Program Technology invented, discovered or 

developed by such employees. 

2.8.2. No Ownership by Agents. VERTEX and SERONO shall each enter into 

customary agreements with its agents that provide that all of such agents' right, title and interest 
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in, to and under any Program Technology invented, discovered or developed by such agents 

shall be assigned or licensed to VERTEX or SERONO as the case may be. 

2.9. Redirection or Termination of Research Program. 

If at any time during the term of this Agreement. the JRC shall determine in good 

faith (i) that the Research Program or any portion thereof is not likely to be successfully 

completed or if so completed is not likely to produce Compounds that are commercially viable, 

or (ii) that in other material respects the Research Program will not conform to the parties' 

reasonable expectations when entering into this Agreement, then the JRC may suggest 

revision, reorientation or termination of the Research Program to each party's top management, 

and upon mutual consent VERTEX and SERONO shall thereafter promptly modify their 

respective activities in connection with the Research Program, or terminate the Research 

Program, accordingly. 

2.10. Research Excluslvlty. 

2.10.1. Conduct of Research and Development. Neither VERTEX nor 

SERONO nor any of their respective Affiliates will conduct research or development activities in 

the Field during the term of the Research Program (except, as to VERTEX, activities conducted 

with its collaborator in the Far East) other than pursuant to the provisions of this Agreement. 

Neither VERTEX nor SERONO will enter into any agreement with a Third Party which would 

prevent it from performing its obligations under this Agreement. 

2.10.2. ln•Licensing Opportunity. Notwithstanding the foregoing, if a Third 

Party offers SERONO the opportunity to license and develop a chemical compound for which an 

IND has been accepted by the relevant Regulatory Authority (an "In-Licensed Compound") in 

the Field in any country in the Territory (an "In-Licensing Opport_unity"), then prior to accepting 

any such In-Licensing Opportunity SERONO will provide VERTEX with all material information 

in its possession concerning the In-Licensing Opportunity and will offer VERTEX the opportunity 

to share the In-Licensing Opportunity with SERONO on the following basis: 
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(iv) VERTEX shall not be required to accept the In-Licensing 

Opportunity offered by SERONO, and shall be deemed to have declined the In-Licensing 

Opportunity if it shall not have accepted the In-Licensing Opportunity by notice in writing to 

SERONO within sixty (60) days after VERTEX's receipt of the information relative to the In­

Licensing Opportuni1y referenced in the first sentence of this Section 2.10.2. If VERTEX does 

not accept the In-Licensing Opportunity, it shall have no responsibility to, and will be entitled to 

no payment or other benefits from, SERONO or the Third Party in connection with the In­

Licensing Opportunity. If VERTEX does accept the In-licensing Opportunity, VERTEX and 

SERONO will negotiate an agreement with respect to such In-Licensing Opportunity 

incorporating applicable provisions of the License Agreement as well as such other customary 

representations, warranties, covenants and conditions as are necessary or appropriate for 

transactions of this type, not inconsistent with the terms and conditions hereof and satisfactory 

in form and substance to the parties and their legal advisors. 

-am&ma:t"~oN~tJil'~~llnlij~iffi§}m-bitli: 
-fflflllllinirl&4~1v&rS!~it~r.d.fil;i.l'iliiitillililffi!lifmf* 
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ARTICLE 111- LICENSE, DEVELOPMENT AND COMMERCIALIZATION RIGHTS 

3.1. License and Development Election. 

VERTEX hereby grants to SERONO (i) a nonexclusive license and/or sublicense 

in the Territory under VERTEX Program Technology to exercise its rights and fulfill its 

obligations under this Agreement, and (ii) an exclusive right, exercisable as set forth in Sections 

3.2, 3.3 and 3.4 and otherwise subject to the provisions of this Agreement (the "Development 

Election"), to license one or more Compounds and to develop, manufacture and have 

manufactured, use, sell, offer to sell, and import Bulk Drug Substance, Drug Product Candidates 

and Drug Products incorporating those Compounds in the Territory, upon the terms and 

conditions set forth in a License Agreement. VERTEX will not grant to any Third Party rights to 

VERTEX Program Technology which are inconsistent with the grant of the Development 

Election to SERONO under this Article Ill. 

The Development Election, and the included right to license Compounds, shall expire 

and SERONO shall no longer have the right to license any Compounds not theretofore the 

subject of a Development Election and License Agreement, upon the first to occur of: 

(i) Termination of the Research Program by VERTEX for cause under 

Section 8.3 hereof; 

(ii) following termination of the Research Program by 

SERONO for cause under Section 8.2 hereof; and 

(iii) following the Final Report Date under Section 3.4, 

following expiration of the fiveMyear term of the Research Program or its 

early termination under Section 8.4 hereof. 

Notwiths1anding the foregoing, (a) if a Selection Notice or Second Opportunity Notice with 

respect to a Proposed Candidate is provided by VERTEX to SERONO under Sections 3.2.1 or 

3.3.1 below prior to expiration of the Development Election as provided above, then the 

Development Election with respect to that Proposed Candidate shall not expire until the end of 

the Notice Period or Second Opportunity relative to that Proposed Candidate as specified in 
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Sections 3.2.1 or 3.3.1, as applicable; and (b) the Development Election with respect to certain 

Refused Candidates shall survive termination or expiration of the Research Program as 

provided in Section 3.3.2 below. 

3.2. Exercise of Development Election. 

3.2.1. Exercise. VERTEX will notify SERONO as soon as VERTEX has 

selected a Compound for formal pre-clinical development hereunder (each, a ·Proposed 

Candidate"). Along with that notice (the ·selection Notice"), VERTEX will also provide 

SERONO and the JRC with all material information known to VERTEX at the time of the 

Selection Notice (the "Selection Information"), including analysls results and raw data, which 

could be material to SERONO's decision whether to exercise its Development Election with 

respect to the Proposed Candidate. Any Compound proposed by VERTEX for development will 

meet the minimum development criteria set forth on Schedule 3.2 to this Agreement. As to any 

Proposed Candidate SERONO may exercise its Development Election and select that 

Proposed Candidate for development (a •orug Product Candidate~) by delivery to VERTEX, 

within after receipt of the Selection Information with respect to the Proposed 

Candidate (the "Notice Period"), of written notice of exercise of its Development Election with 

respect to that Proposed Candidate. The parties shall then promptly execute a License 

Agreement with respect to that Drug Product Candidate. SERONO shall not be obligated but 

shall have complete discretion to determine whether to exercise its Development Election with 

respect to any Proposed Candidate. 

3.2.2. Failure to Exercise. Subject to the provisions of Section 3.3 below, the 

Development Election with respect to any Proposed Candidate will expire at 5:00 P.M. Boston 

time on the last day of the Notice Period with respect to that Proposed Candidate, unless 

SERONO prior to that time has exercised its Development Election in accordance with this 

Agreement. 

3.3. Refused Candidate. 

3.3.1. Second Opportunity. If SERONO does not exercise the Development 

Election with respect to a Proposed Candidate during the Notice Period referenced in Section 

3.2 above, then the Development Election shall expire as provided in Section 3.2.2 with respect 

to that Proposed Candidate {which shall then become a "Refused Candidaten hereunder) 

subject to the proviso set forth below, and VERTEX will thereafter be free to develop and 

commercialize the Refused Candidate at its expense free of any further obligation to SERONO 
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hereunder except as set forth below, including the obligation to submit information concerning 

that Refused Candidate for review by the JRC; provided that VERTEX will not enter into any 

agreement with a Third Party to develop or commercialize the Refused Candidate prior to th~ 
-~l~m~tv?.~i5#1ifth~fJ,JJjgw. If VERTEX continues development of the 

Refused Candidate it will notify SERONO i,y]tfitffl§Jffiff;((Q}:°-d.i&$ of its decision to do so. 

VERTEX will thereafter notify SERONO in writing after VERTEX has received all material data 

from its Phase II Clinical Trials of that Refused Candidate for the initial Indication tested (the 

"Second Opportunity Notice"). ~lti~-~Biffi:i~li®( . ' 
tllli SERONO may request and VERTEX will promptly provide to SERONO all analysis 

results and raw data available at the time of the request which are material to, and will form the 

basis for, VERTEX's decision to commence its first Phase Ill Clinical Trial or other pivotal 

registration study (or to file for Regulatory Approval, if an application for Regulatory Approval is 

planned based on data from the Phase II Clinical Trial alone) with respect to the Refused 

Candidate (the "Development lnformationff). VERTEX will also provide to SERONO as part of 

the Development Information with respect to the Refused Candidate, a detailed schedule of the 

development costs incurred by VERTEX with respect to the development of that Refused 

Candidate to date, including all direct and indirect costs associated with preclinical studies, 

clinical trials, manufacturing of drug substance and drug product, scale-up and formulation 

research, and regulatory activities, but excluding any allocation of corporate overheads, 

determined in a manner not at variance with Generally Accepted Accounting Principles (GA.AP}, 

International Accounting Standards (IAS) and the party's usual practices. During 

, SERONO shall have the right to exercise the Development Election with 

respect to that Refused Candidate; except that the provisions of Article VII of the License 

Agreement shall be applicable to any Drug Product Candidate which is licensed at the Second 

Opportunity. SERONO's right to exercise the Development Election with respect to any 

Refused Candidate at the Second Opportunity -iffl 
with respect to that Refused Candidate. If SERONO exercises 

the Development Election, the parties shalt then promptly execute a License Agreement. 

SERONO shall not be obligated but shall have complete discretion to determine whether to 

exercise its Development Election with respect to any Refused Candidate. 

3.3.2. Rights Upon Expiration or Termination of the Research Program. (a} If 

the Research Program expires in the ordinary course at the end of the term provided in Section 
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2.2 hereof or SERONO terminates this Agreement PlilfiU@Mi1~tt.$~1;:hpjj~;;;S-i2lt1t*~b~. prior to the 

completion of Phase II Clinical Trials with respect to a Refused Candidate, VERTEX will include 

with the Final Report provided under Section 3.4 hereof all material information known to 

VERTEX as of the end of the Final Report Period relative to the Refused Candidate and its 

suitability as a Drug Product Candidate. SERONO may thereafter exercise the Development 

Election with respect to that Refused Candidate on or before -111lifiim1Ji..a.1iltl
Ii-. and in such event the Development Election will be deemed to have been 

exercised by SERONO with respec1 to that Refused Candidate at the Second Opportunity, with 

the consequences provided in Section 3.3.1 and under the License Agreement with respect to 

that Candidate. 

(b} If the Research Program expires in the ordinary course at the end of the five­

year term provided in Section 2.2 hereof, or is termina1ed by SERONO 

, then SERONO will 

nevertheless retain the right after termination of this Agreement: to receive a Second 

Opportunity Notice from VERTEX, as provided in Section 3.3.1, with respect to any Refused 

Candidates as to which the Development Election was not exercised by SERONO under 

Subsection 3.3.2(a) above; to receive the Development Information with respect to that Refused 

Candidate as provided in Section 3.3.1; and to exercise the Development Election with respect 

to that Refused Candidate notwithstanding termination or expiration of this Agreement 

generally, all as if this Agreement were still in full force and effect with respect to that Refused 

Candidate. 

3.3.3. - VERTEX's right to develop and commercialize a 

Refused Candidate pursuant to Section 3.3.1 shall not apply to 

,.-~,.....,Jfi:~~-·-·-- ,,,, - ~B 11 ~ _· . . . . . ,::,,,,1•' -
..i•~··"'·-•· .I-~ 

fjt~tf~il-ffij%~~~J~~AT~~,Z~~~~~,,,~f~4'-~~~~~.t•~~~~!J!i~~-v-,,.,,'.lf.·,s-•'.C?'~JSIY~:s;.v.:.1-&IB.eeP.S!ll'.\'!.~U&-.l'M."#,~JL~1JJ!fE;BS~--3~= 
:2.:'~~~~~~t·""f.fiu'i.iti;;.'f.tZ~~~t•'-':t~~~WfmB"~»~~J
W.ffl..!Jllliillll~P.i~lfM~t!~~~.M..WWifflJ~~Wl!ll~m?t:~-~ 
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3.4. Final Report Election. 

3.4.1. Final Report Period. Upon expiration of the Research Program in the 

ordinary course at the end of the five-year term provided in Section 2.2 hereof (·Normal 

Expiration"), or upon early termination of the Research Program by SERONO under Section 8.4 

hereof at the end of the second Research Year or at the end of the fourth Research Year rEarly 

Termination~). VERTEX will submit a final report (the ·Final Report") to the JRC and SERONO 

which will cover the period beginning on the Effective Date and ending in the case of Normal 

Expiration on the following expiration of the Research 

Program and in the case of Early Termination, on the following the effective 

date of termination of the Research Program (in each case, the ·Final Report Period"}, and 

which will contain all material information known to VERTEX, and not previously reported to the 

JRC and SERONO, relative to Compounds invented, discovered or developed during the Final 

Report Period. To the extent that it is conducting research relative to Compounds, SERONO 

will provide a similar report to VERTEX and the JRC. The Final Report will be delivered within 

after the end of the Final Report Period and the date upon which it is delivered 

will be called the ·final Report Date." 

3.4.2. Election. Under the Development Election, SERONO shall also have the 

right (the "Final Report Election"), exercisable by delivery of written notice (a "Final Report 

Election Notice") to VERTEX at any time during the iilllllfI,f.~~: period following the Final 

Report Date, to select any Compound or Compounds {each, a "Final Report Compound'') not 
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previously designated for development by VERTEX for immediate development under the terms 

of a License Agreement; provided, that [fi,,f':tijiil':R~.P.11~!~!~;ai9fj~ffi1!1'RPlii~qlD_$1~ 
i.vft~~·,'t:"';;~ii;,:;:;f1'P'~.tl~~-ti'd";~fra1·"a~"11..i'~ijj1·-·~:.:·"tot•~,m~,n~ei&~~';.~~1::~~t;.__ Jwn';F.'Y.. @IL .!-1W.~J~~-~l"..!ie.,,~.,~J ...•,. ,?~F!!,.JY.l?. ...:wg/ . .f:.-.....-~~~fii!H.t.~l:!UWtS-.!,U,1tMit:tti!iiuffl,!,i?,t 

ifffl~~--•~Jliiftift~fj~fi5rlJciP.ij&~fr~~rt~~i 
,~'r!mr·"<r~-~~i'Emlia'~lea'icn~"•·l'ST~~~~.uN~~~l~:es:i.1.~~-.~~-,.:.....,,.;;;;-.:._.nt.1P.~t.•...JNJ~:Ht1~wE.Jilli~JJW.~~2 

-ffiftfil[_t8J.. SERONO will provide with the Final Report Election Notice a 
proposed development plan and estimated budget for each Final Report Compound. Within 

- after receipt of the Final Report Election Notice, VERTEX shall notify SERONO 

in writing whether (a) it accepts the Final Report Compound for development, in which case 

development of that Compound shall proceed as if it were originally proposed by VERTEX and 

accepted for development by SERONO under Section 3.2.1 hereof; or (b) it chooses not to join 

SERONO in development and commercialization of that Final Report Compound, in which case 

the parties shall execute and deliver a License Agreement and SERONO shall proceed with 

development of that Compound (a liFinal SERONO Candidate") under Article VII of the License 

Agreement. 

3.5. SERONO Licenses. 

3.5.1. Grant. Subject to SERONO's rights under this Agreement and any 

License Agreement, SERONO hereby grants to VERTEX (a) a royalty-free, exclusive, 

worldwide license and/or sublicense, with the right to further sublicense, to SERONO's interest 

(and the interest of SERONO's Affiliates) in any Joint Patent claiming a Compound or the uses 

or methods of manufacture thereof; and (b) a royalty-free, non-exclusive, worldwide license 

and/or sublicense, with the right to further sublicense, under all other SERONO Program 

Technology claiming a Compound or the uses or methods of manufacture thereof. The 

foregoing licenses and rights to further sublicense shall extend only to making, having made, 

using, selling, offering to sell and importing Compounds and pharmaceutical products 

incorporating Compounds. SERONO retains all rights to SERONO Program Technology except 

to the extent explicitly granted to VERTEX hereunder. 

3.5.2. Sublicensees. VERTEX shall guarantee and be responsible to SERONO 

for the performance of any of its sublicensees under any sublicense with respect to the rights 

granted to VERTEX by SERONO and the obligations assumed by VERTEX hereunder. 

VERTEX shall not permit any sublicensees to use SERONO Program Technology without 

provisions safeguarding confidentiality equivalent to those provided in this Agreement. Any 
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such provisions will allow SERONO the right to directly enforce the obligations of confidentiality 

with respect to SERONO Program Technology in the possession of the sublicensee. 

ARTICLE IV - CONFIDENTIALITY 

4.1. Undertaking. 

Each party shall keep confidential and, other than as provided herein, shall not 

disclose, directly or indirectly, any trade secrets, other knowledge, information, documents or 

materials owned or Controlled by the other party which have been disclosed (in tangible or 

electronic form or as evidenced by meeting minutes or similar materials) to such party after the 

Effective Date and designated confidential by the disclosing party (any such information, 

"Confidential Information"). All Program Technology shall be deemed Confidential Information. 

Neither VERTEX nor SERONO shall use such Confidential Information of the other party for any 

purpose, including the filing of patent applications containing such information, without the other 

party's consent (which shall not be unreasonably withheld), other than for conducting the 

Research Program or as otherwise permitted under this Agreement. 

4.1.1. Nondisclosure and Nonuse. Each party shall take any and all lawful 

measures to prevent the unauthorized use and disclosure of such Confidential Information, and 

to prevent unauthorized persons or entities from obtaining or using such Confidential 

Information. 

4.1.2. Disclosure to Affiliates and Agents. Each party will refrain from directly or 

indirectly taking any action which would constitute or facilitate the unauthorized use or 

disclosure of such Confidential Information. Each party may disclose such Confidential 

Information to its Affiliates, their officers, employees and agents, to authorized licensees and 

sublicensees (including VERTEX's Far East collaborator as provided in Section 2.7 hereof), and 

to subcontractors in connection with the development of a Drug Product Candidate or the 

manufacture of Bulk Drug Substance, or Drug Products, but only to the extent necessary to 

enable such parties to perform their obligations hereunder or under the applicable license, 

sublicense or subcontract, as the case may be; provided, that such officers, employees, agents, 

licensees, sublicensees and subcontractors have entered into appropriate confidentiality 

agreements for secrecy and non-use of such Confidential Information. 

4.1.3. Liability. Each party shall be liable for any unauthorized use and 

disclosure of such Confidential Information by its Affiliates, officers, employees and agents and 

any such licensees, sublicensees and subcontractors. 
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4.2. Exceptions. 

Notwithstanding the foregoing, the provisions of Section 4.1 hereof shall not 

apply to Confidential Information which the receiving party can conclusively establish: 

(i) has entered the public domain without such party's or its Affiliates' breach 

of any obligation owed to the disclosing party; 

(ii) is permitted to be disclosed by the prior written consent of the disclosing 

party; 

(iii) has become known to the receiving party or any of its Affiliates from a 

source other than the disclosing party, other than by breach of an obligation of confidentiality 

owed to the disclosing party; 

(iv) is disclosed by the disclosing party to a Third Party without restrictions on 

its disclosure; 

(v) is independently developed by the receiving party or its Affiliates without 

use of or reference to the Confidential Information; or 

(vi) is required to be disclosed by the receiving party to comply with 

applicable laws or regulations or to defend or prosecute litigation, provided that the receiving 

party takes reasonable and lawful actions to avoid or minimize the degree of such disclosure 

and to have confidential treatment accorded to any Confidential Information disclosed, and 

provides prior written notice to the disclosing party within a time period sufficiently prior to such 

disclosure to permit the disclosing party to apply for a protective order or take other appropriate 

action ta restrict disclosure. The receiving party shall fully cooperate with the disclosing party in 

connection with the disclosing party's efforts to obtain any such remedy. 

4.3. Publicity. 

The parties will agree upon the timing and content of any initial press release or 

other public communications relating to this Agreement and the transactions contemplated 

herein. 

Except to the extent already disclosed in that initial press release or other public 

communication, no public announcement concerning the existence or the terms of this 

Agreement or concerning the transactions described herein shall be made, either directly or 

indirectly, by VERTEX or SERONO, except as may be legally required by applicable laws, 

regulations, or judicial order, without first obtaining the approval of the other party and 

agreement upon the nature, text, and timing of such announcement, which approval and 

agreement shall not be unreasonably withheld. If in the reasonable opinion of a party's legal 
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counsel, such a public announcement is legally required by applicable laws, regulations or 

judicral order, then the disclosing party will provide the other party notice reasonable under the 

circumstances of such intended announcement, and to the extent feasible under the 

circumstances will consult with the other party relative to the nature and scope of such intended 

announcement. 

In addition to the foregoing restrictions on public disclosure, if VERTEX 

concludes that a copy of this Agreement must be filed with the U.S. Securities and Exchange 

Commission, it wilt provide SERO NO with a copy of the Agreement showing any sections as to 

which VERTEX proposes to request confidential treatment, will provide SERONO with an 

opportunity to comment on any such proposal and to suggest additional portions of the 

Agreement for confidential treatment, and will take SERONO's reasonable comments into 

consideration, before filing the same. 

4.4. Survival. 

The provisions of this Article IV shall survive the termination of this Agreement 

and shall extend for a period of - thereafter. 

ARTICLE V- PUBLICATION 

Each of SERONO and VERTEX reserves the right to publish or publicly present the 

results (the "Results") of the Research Program, subject to the following terms and conditions. 

The party proposing to publish or publicly present the Results (the "Publishing Party") will submit 

a draft of any proposed manuscript, abstract or speech to the other party (the "Non-publishing 

Party") for comments at least - prior to submission for publication or oral 

presentation. The Non-publishing Party shall notify the Publishing Party in writing within flill 
- of receipt of such draft whether such draft contains (i) information of the Non­

publishing Party which it considers to be confidential under the provisions of Article IV hereof, 

(ii) information 1hat if published would have an adverse effect on a patent application covering 

the subject matter of this Agreement, or (iii) information which the Non-publishing Party 

reasonably believes would be likely to have a material adverse impact on the development or 

commercialization of a Compound, a Drug Product Candidate or a Drug Product. In any such 

notification, the Non-publishing Party shall indicate with specificity its suggestions regarding the 

manner and degree to which the Publishing Party may disdose such information. In the case of 

item (i) above, no party may publish Confidential Information of the other party without its 

consent ln violation of Article IV of this Agreement. In the case of item {ii) above, the Non-
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publishing Party may request a delay and the Publishing Party shall delay such publication or 

presentation, for a period not exceeding fftd~m(®)Ji:tiV~, to permit the timely preparation and 

filing of a patent application or an application for a certificate of invention on the information at 

issue. In the case of item (iii) above, if the Publishing Party shall disagree with the Non­

publishing Party's assessment of the impact of the publication or presentation, then the issue 

shall be referred by the Publishing Party to the JRC for resolution. If the JRC is unable to reach 

agreement on the matter within -'ID after such referral, then the matter, if it involves 

the disclosure of confidential structural information with respect to a Compound, shall be 

referred to the Chief Executive Officers of SERONO and VERTEX, or to other members of 

senior management of such parties who report directly to their respective Chief Executive 

Officers, who shall attempt in good faith to reach a fair and equitable resolution of this 

disagreement If the disagreement is not resolved in this manner within after 

referral to the JRC or (as to publications or presentations involving structural information) 

referral to the Chief Executive Officer of each party or his designee, as aforesaid, then the Chief 

Executive Officer of the Publishing Party shall notify the Chief Executive Officer of the Non­

publishing Party of the decision of the Publishing Party as to publication or presentation of any 

information generated by it, subject always to the confidentiality provisions of Article IV hereof. 

This decision shall be final, provided that such decision shall be made with reasonable regard 

for the interests of the Non-publishing Party and provided further that no decision shall be made 

to publish or present information the publication or presentation of which would have a material 

adverse effect on the commercial prospects of any Drug Candidate or Drug Product. The 

parties agree that authorship of any publication or presentation will be determined based on the 

customary standards then being applied in the relevant scientific journal or conference. The 

parties will require any agents conducting the Research Program on their behalf to comply with 

publication and presentation restrictions comparable to those set forth herein. 

This Article V shall terminate with the termination of this Agreement, but the provisions of 

Article IV hereof shall continue to govern the disclosure by one party, whether by publication or 

otherwise, of Confidential Information of the other, during the period set forth in Section 4.4. 

ARTICLE VJ- INDEMNIFICATION 

6.1. Indemnification by VERTEX. 

VERTEX will indemnify and hold SERONO and its Affiliates, and their 

employees, officers and directors harmless from and against any loss, damage, action, suit, 
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claim, demand, liability, judgment, cost or expense (a "Loss"} that may be brought, instituted or 

arise against or be incurred by such Persons to the extent such Loss is based on or arises out 

of: 

(ii) the breach by VERTEX of any of its covenants, representations or 

warranties set forth in 1his Agreement; and 

(iii) provided however, that the foregoing indemnification and hold harmless 

obligation shall not apply to any Loss to the extent such Loss is caused by the negligent or 

willful misconduct of SERONO or its Affiliates. 

6.2. Indemnification by SERONO. 

SERONO will indemnify and hold VERTEX, and its Affiliates, and their 

employees, officers and directors harmless from and against any Loss that may be brought, 

instituted or arise against or be incurred by such Persons to the extent such Loss is based on or 

arises out of: 

(ii) the breach by SERONO of any of its covenants, representations or 

warranties set forth in this Agreement; and 

(iii} provided that the foregoing indemnification and hold harmless obligation 

shall not apply to any Loss to the extent such Loss is caused by the negligent or willful 

misconduct of VERTEX or its Affiliates. 
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6.3. Claims Procedures. 

Each Party entitled to be indemnified by the other Party (an "Indemnified Partyn) 

pursuant to Section 6.1 or 6.2 hereof shall give notice to the other Party (an "Indemnifying 

Partyn) promptly after such Indemnified Party has actual knowledge of any threatened or 

asserted claim as to which indemnity may be sought, and shall permit the Indemnifying Party to 

assume the defense of any such claim or any litigation resulting therefrom; provided: 

(i) That counsel for the Indemnifying Party, who shall conduct the defense of 

such claim or any litigation resulting therefrom, shall be approved by the Indemnified Party 

(whose approval shall not unreasonably be withheld) and the Indemnified Party may participate 

in such defense at such party's expense (unless (i) the employment of counsel by such 

Indemnified Party has been authorized by the Indemnifying Party; or (ii) the Indemnified Party 

shall have reasonably concluded that there may be a conflict of interest between the 

Indemnifying Party and the Indemnified Party in the defense of such action, in each of which 

cases the Indemnifying Party shall pay the reasonable fees and expenses of one law firm 

serving as counsel for the Indemnified Party, which law firm shall be subject to approval, not to 

be unreasonably withheld, by the Indemnifying Party); 

(ii) The failure of any Indemnified Party to give notice as provided herein 

shall not relieve the Indemnifying Party of its obligations under this Agreement to the extent that 

the failure to give notice did not result in harm to the Indemnifying Party; 

(iii) No Indemnifying Party, in the defense of any such claim or litigation, shall, 

except with the approval of each Indemnified Party which approval shall not be unreasonably 

withheld, consent to entry of any judgment or enter into any settlement which (i) would result in 

injunctive or other relief being imposed against the Indemnified Party; or (ii) does not inciude as 

an unconditional term thereof the giving by the ciaimant or plaintiff to such Indemnified Party of 

a release from all liability in respect to such claim or litigation. The Indemnified Party shall have 

no right to settle or compromise any such claim or litigation without the Indemnifying Party's 

prior written consent; and 

(iv) Each Indemnified Party shall furnish such information regarding itself or 

the claim in question as an Indemnifying Party may reasonably request in writing and shall be 

reasonably required in connection with the defense of such claim and litigation resulting 

therefrom. 
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ARTICLE VII- PROGRAM TECHNOLOGY 

7.1. Ownership. 

All Program Technology invented exclusively by either party or its Affiliates 

(directly or through others acting on its behalf) shall be owned and Controlled by such party or 

its Affiliates, subject to the provisions of this Agreement. Program Technology invented jointly 

shall be owned and Controlled jointly by the parties or their Affiliates, subject to the provisions of 

this Agreement. lnventorship shall be determined in accordance with United States patent and 

other applicable laws. All Know-How otherwise developed or discovered exclusively by either 

party or its Affiliates (directly or through others acting on Jts behalf) shall be owned and 

Controlled by such party or its Affiliates, subject to the provisions of this Agreement. Know-How 

otherwise developed or discovered jointly shall by owned and Controlled jointly by the parties or 

their Affiliates, subject to the provisions of this Agreement. Know-How that is owned and 

Controlled jointly by the parties or their Affiliates shall be "Joint Know-How" and Program 

Technology invented jointly and therefore owned and Controlled jointly by the parties or their 

Affiliates, and which is the subject of a Patent. shall be "Joint Patents." 

7.2. Patent Procurement, Maintenance and Defense. 

7.2.1. Procurement and Maintenance. VERTEX shall take responsibility for the 

preparation, filing, prosecution and maintenance of all VERTEX Patents, and any Joint Patents, 

and SERONO shall be responsible for the preparation, filing, prosecution and maintenance of all 

SERONO Patents, in each case after consulting from time to time with the other party and the 

JRC with respect thereto and providing an opportunity for such other party and the JRC to 

comment. The filing party, with the advice of the other party, shall determine the countries in 

which applications will be filed. VERTEX shall furnish SERONO with copies of all substantive 

communications between VERTEX and applicable patent offices regarding the Joint Patents. 

VERTEX and SERONO shall each provide the JRC with periodic reports listing, by name, any 

such Patents filed by it in the United States or the European Union, along with a general 

summary of the claims made and the jurisdictions of filing in the Territory. Each party will 

provide such assistance as the other party may reasonably request in order to protect the other 

party's rights to Patents for which it is responsible under this Section 7.2. 

7.2.2 Defense. If either party learns of (i) any infringement or potential 

infringement of a Joint Patent by a third party in the Territory and/or (ii) any claim by a third party 

that a Joint Patent is invalid in the Territory, it shall promptly notify the other party and the 
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CONFIDENTIAL 
parties shall then agree upon a course of action with respect to such infringement or claim. 

VERTEX agrees to take reasonable actions to protect VERTEX Patents from infringement and 

from unauthorized possession or use. If VERTEX chooses not to prosecute an infringement 

action in connection with any alleged infringement or potential infringement of a VERTEX Patent 

or defend a claim that a VERTEX Patent is invalid in the Territory, and its decision in that regard 

is reasonably likely to have a material adverse impact on the value of SERONO's rights under 

this Agreement, then SERONO may prosecute such action or defend such claim at its own 

expense. VERTEX shall in such event give SERONO reasonable assistance and authority to 

prosecute such action or defend such claim and shall if necessary consent to be joined as a 

party plaintiff. In the event SERONO undertakes any such prosecution or defense, then 

SERONO shall be entitled to withhold up to -jt~j" of the payments otherwise 

thereafter due VERTEX pursuant this Agreement and/or any license Agreement then in effect 

and apply the same 1oward reimbursement of SERONO's litigation-related cost and expenses, 

including without limitation reasonable attorney's fees in connection with such prosecution or 

defense. 

7.3. Costs. 

•. ,.': except that the provisions of a License 

Agreement governing responsibility and sharing of costs for VERTEX Patents and SERONO 

Patents covering Program Technology licensed thereunder will supercede any contrary 

provisions of this Article Vil with respect to those Patents as and from the time that such 

License Agreement becomes effective .• 

, subject to the provisions set forth below. Either 

party may at any time elect, by written notice to the other party, to discontinue support for one or 

more such Joint Patents (a ~Discontinued Patent") and shall not be responsible for any costs 

relating to a Discontinued Patent which are incurred more than - after receipt of 

that notice by the other party. In such case, the other party may elect at its sole discretion to 

continue preparation, filing, prosecution or maintenance of the Discontinued Patent at its sole 

expense. The party so continuing shall own any such Discontinued Patent, and the party 

electing to discontinue support shall execute such documents of transfer or assignment and 

perform such acts as may be reasonably necessary to transfer sole ownership of the 
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Discontinued Patent to the other party and enable that party to file or to continue prosecution or 

maintenance of such Discontinued Patent, if the other party elects to do so. In the event 

VERTEX elects to discontinue support for a Discontinued Patent, the license granted to 

VERTEX by SERONO pursuant to Section 3.5 hereof shall terminate with respect to that 

Discontinued Patent. Discontinuance may be on a country-by-country basis or for a Patent 

series in total. 

7.4. No Implied Rights. 

Except as expressly provided in this Agreement, no right or license to use any 

intellectual property of either party is granted hereunder by implication or otheiwise. 

ARTICLE VIII- TERM AND TERMINATION 

8.1. Term. 

This Agreement will extend until the occurrence of the earliest event giving rise to 

expiration of the Development Election under Section 3.1 hereof, unless the Agreement is 

extended by mutual agreement of the parties. 

8.2. Termination of the Research Program by SERONO for Cause. 

Upon written notice to VERTEX, SERONO may at its sole discretion terminate 

the Research Program and this Agreement upon the occurrence of any of the following events: 

(i} VERTEX shall breach any of its material obligations under this 

Agreement, and such breach shall not have been remedied or steps initialed to remedy the 

same to SERONO's reasonable satisfaction, within sixty {60) days after SERONO sends notice 

of breach to VERTEX; or 

(ii) VERTEX shall cease to function as a going concern by suspending or 

discontinuing its business for any reason except for interruptions caused by Force Majeure. 

In the event of any termination under this Section 8.2, SERONO shall not be 

required to make any payments under Sections 2.3 or 2.4 hereof which are not due and payable 

prior to receipt by VERTEX of the notice of breach referenced under Section 8.2(i) or receipt by 

VERTEX of the notice of termination pursuant to Section 8.2(ii), as the case may be. Within 

fifteen (15) days of the effective date of such termination, VERTEX will provide to SERONO and 

the JRC a description of any Compounds not previously disclosed to SERONO and the JRC as 

well as all material information known to VERTEX, including analysis results and raw data, 

which could be material to SERONO's decision pursuant to Section 3.1 whether to exercise its 

Development Election with respect to such a Compound. 
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8.3. Termination of the Research Program by VERTEX for Cause. 

Upon written notice to SERONO, VERTEX may at its sole discretion terminate 

the Research Program and this Agreement upon the occurrence of any of the following events: 

{i) SERONO shall breach any of its material obligations under this 

Agreement, and such breach shall not have been remedied or steps initiated to remedy the 

same to VERTEX's reasonable satisfaction, wi1hin sixty (60) days after VERTEX sends notice of 

breach to SERONO; or 

(ii) SERONO shall cease to function as a going concern by suspending or 

discontinuing its business for any reason except tor interruptions caused by Force Majeure. 

8.4. Early Termination of Research Program by SERONO. 

SERONO may in its absolute discretion terminate the Research Program and 

1his Agreement prior to the end of the Program's full 1erm, effective either (i) at the end of the 

second Research Year, or (ii) at the end of the fourth Research Year, in either case upon not 

less than ninety (90) days prior written notice to VERTEX (the "Early Termination Notice 

Period"). SERONO will make all of the payments required to be made hereunder which accrue 

or fall due during the Early Termination Notice Period and prior to the effective date of any such 

early termination. 

8.5. No Termination upon Bankruptcy. 

8.5.1. VERTEX Bankruptcy. All rights and licenses granted under or pursuant 

to this Agreement by VERTEX to SERONO are, and shall otherwise be deemed to be, for 

purposes of Section 365(n) of the United States Bankruptcy Code, as amended from time to 

time (the "Bankruptcy Code"), licenses or rights to "intellectual property" as defined under 

Section 101 (35A) of the Bankruptcy Code. The parties agree that SERONO, as a recipient of 

such rights and licenses under this Agreement, shall retain and may fully exercise those rights 

and licenses notwithstanding a filing by or against VERTEX under the Bankruptcy Code, to the 

full extent provided under the Bankruptcy Code. 

8.5.2. SERONO Bankruptcy. All rights and licenses granted under or pursuant 

to this Agreement by SERONO to VERTEX are, and shall otherwise be deemed to be, under 

any statutes or regulations that may govern SERONO's bankruptcy under Swiss law, licenses or 

rights to "intellectual property." The parties agree that VERTEX, as recipient of such rights and 

licenses under this Agreement, shall retain and may fully exercise those rights and licenses 
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notwithstanding a filing by or against SERONO under such bankruptcy statutes or regulations, 

to the full extent provided under such statutes or regulations. 

8.6. Effect of Termination. 

Except where explicitly provided elsewhere herein, termination of this Agreement 

for any reason, or expiration of this Agreement. will not affect: (i) obligations which have 

accrued as of the date of termination or expiration, and {ii) obligations and rights which are 

expressly intended to survive termination or expiration of this Agreement, including rights and 

obligations under the licenses granted by SERONO under Section 3.5 hereof, rights and 

obligations pursuant to Sections 7.2 and 7.3 and Articles IV, VI, X and XI hereof, to the extent 

applicable, and the rights and obligations of both parties under any License Agreement in effect 

on the effective date of termination of this Agreement. Any right to terminate this Agreement 

shall be in addition to and not in lieu of all other rights or remedies that the party giving notice of 

termination may have at law or in equity or otherwise, including without limitation rights under 

the United States Bankruptcy Code. 

ARTICLE IX- REPRESENTATIONS AND WARRANTIES 

9.1. Representations and Warranties of VERTEX. 

VERTEX represents and warrants to SERONO as follows: 

(i) Authorization. This Agreement has been duly executed and delivered by 

VERTEX and constitutes the valid and binding obligation of VERTEX, enforceable against 

VERTEX in accordance with its terms except as enforceability may be limited by bankruptcy, 

fraudulent conveyance, insolvency, reorganization, moratorium and other laws relating to or 

affecting creditors' rights generally and by general equitable principles. The execution, delivery 

and performance of this Agreement have been duly authorized by all necessary action on the 

part of VERTEX, its officers and directors. The execution, delivery and performance of this 

Agreement does not breach, violate, contravene or constitute a default under any contracts, 

arrangements or commitments to which VERTEX is a party or by which it is bound nor does the 

execution, delivery and performance of this Agreement by VERTEX violate any order, law or 

regulation of any court, governmental body or administrative or other agency having authority 

over it. 

(ii) No Third Party Rights VERTEX owns or possesses adequate licenses or 

other rights to use all VERTEX Program Technology and to grant the licenses and rights herein. 
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The granting of the Development Election to SERONO hereunder does not violate any right 

known to VERTEX of any Third Party. 

(Hi) Third Party Patents. Except as disclosed in writing between the parties to 

this Agreement or their respective agents, VERTEX is not aware of any issued patents or 

pending patent applications that. if issued, would be infringed by the development, manufacture, 

use, import, offer to sell or sale of any Compound, Drug Product Candidate, Bulk Drug 

Substance or Drug Product pursuant to this Agreement or a License Agreement. 

(vi) Disclosure. To the best of VERTEX's knowledge, all material information 

regarding the VERTEX Program Technology disclosed by VERTEX to SERONO in writing prior 

to the Effective Date was accurate and complete in all material respects when disclosed. 

9.2. Representations and Warranties of SERONO. 

SERONO represents and warrants to VERTEX as follows: 

(i) Authorization. This Agreement has been duly executed and delivered by 

SERONO and constitutes the valid and binding obligation of SERONO, enforceable against 

SERONO in accordance with its terms except as enforceability may be limited by bankruptcy, 

fraudulent conveyance, insolvency, reorganization, moratorium and other laws relating to or 

affecting creditors' rights generally and by general equitable principles. The execution, delivery 

and performance of this Agreement have been duly authorized by all necessary action on the 

part of SERONO, its officers and directors. The execution, delivery and performance of this 

Agreement does not breach, violate, contravene or constitute a default under any contracts, 

arrangements or commitments to which SERONO is a party or by which it is bound nor does the 

execution, delivery and performance of this Agreement by SERONO violate any order, law or 

regulation of any court, governmental body or administrative or other agency having authority 

over it. 

(ii) Third Party Rights. SERONO owns or possesses adequate licenses or 

other rights to use all SERONO Program Technology in accordance with the provisions of this 

Agreement. 

(iii) Third Party Patents. Except as disclosed in writing between the parties to 

this Agreement or their respective agents, SERONO is not aware of any issued patents or 

pending patent applications that, if issued, would be infringed by the development, manufacture, 

use, import, offer to sell or sale of any Compound, Drug Product Candidate, Bulk Drug 

Substance or Drug Product pursuant to this Agreement or a License Agreement. 
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ARTICLE X- DISPUTE RESOLUTION 

10.1. Governing Law. 

This Agreement shall be governed by and construed in accordance with the 

internal laws of the Commonwealth of Massachusetts and of the United States of America, 

without giving effect to the doctrine of conflict of laws. 

10.2. Dispute Resolution Process. 

Except as otherwise explicitly provided herein, in the event of any controversy or 

claim arising out of or relating to any provision of this Agreement, or the collaborative effort 

contemplated hereby, the parties shall, and either party may, initially refer such dispute to the 

JRC, and failing resolution of the controversy or claim within thirty (30) days after such referral, 

the matter shall be referred to the Chief Executive Officer of VERTEX and the Chief Executive 

Officer of· SERONO, or other members of senior management of such parties who report 

directly to their respective Chief Executive Officers and who are not otherwise directly involved 

in the controversy or claim at issue, each with full authority from the Chief Executive Officer to 

settle the dispute, who shall, as soon as practicable, attempt in good faith to resolve the 

controversy or claim. If such controversy or claim is not resolved within sixty (60} days of the 

date of initial referral of the dispute to the JRC, either party shall be free to initiate proceedings 

based on such controversy or claim in any court having requisite jurisdiction. 

ARTICLE XI - MISCELLANEOUS PROVISIONS 

11.1. Official Language. 

English shall be the official language of this Agreement, and all communications 

between the parties hereto shall be conducted in that language. 

11.2. Waiver. 

No provision of this Agreement may be waived except in writing by both parties 

hereto. No failure or delay by either party hereto in exercising any right or remedy hereunder or 

under applicable law will operate as a waiver thereof, or a waiver of that or any other right or 

remedy on any subsequent occasion. 

11.3. Force Majeure. 

Nelther party will be in breach hereof by reason of its delay in the performance of 

or failure to perform any of its obligations hereunder, if that delay or failure is caused by strikes, 

acts of God or the public enemy, riots, incendiaries, interference by civil or military authorities, or 
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any similar cause beyond its control and without its fault or negligence; provided, however, the 

party claiming force majeure shalt promptty notify the other party of the existence of such force 

majeure, shall use its best efforts to avoid or remedy such force majeure and shall continue 

performance hereunder with the utmost dispatch whenever such force majeure is avoided or 

remedied. Notwithstanding the foregoing, in the event that VERTEX provides notice of force 

majeure to SERONO, SERONO shall have the right not to make any future payments otherwise 

payable hereunder until such time as VERTEX resumes performance hereunder, and the 

schedule for payments hereunder shall be revised to apply any payments already made in 

advance by SERONO for the performance so delayed or suspended by VERTEX hereunder to 

such perfomiance once it is resumed or to refund any such payments to SERONO in the event 

that such performance is not for any reason resumed. 

11.4. Severability. 

Should one or more provisions of this Agreement be or become invalid, then 1he 

parties hereto shall attempt to agree upon valid provisions in substitution for the invalid 

provisions, which in their economic effect come so close to the invalid provisions that it can be 

reasonably assumed that the parties would have accepted this Agreement with those new ! 
I 

provisions. If the parties are unable to agree on such valid provisions, the invalidity of such one 

or more provisions of this Agreement shall nevertheless not affect the validity of the Agreement 

I 
! 
r-,_ 

as a whole, unless the invalid provisions are of such essential importance to this Agreement that 

it may be reasonably presumed that the parties would not have entered into this Agreement 

t 
' l 
r 
; 

' without the invalid provisions. 

11.5. Government Acts. 

In the event that any act, regulation, directive, or law of a country or its 

government, including its departments, agencies or courts, should make impossible or prohibit, 

restrain, modify or limit any material act or obligation of SERONO or VERTEX under this 

Agreement, the party, if any, not so affected, shall have the right, at its option, to suspend or 

terminate this Agreement as to such country, if good faith negotiations between the parties to 

make such modifications therein as may be necessary to fairly address the impact thereof are 

not successful after a reasonable period of time in producing mutually acceptable modifications 

to this Agreement. 
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11.6. Government Approvals. 

Each party will obtain any government approval required in its country of 

domicile, or under any treaties or international agreements to which its country of domicile is a 

signatory, to enable this Agreement to become effective, or to enable any payment hereunder to 

be made, or any other obligation hereunder to be observed or performed. Each party will keep 

the other informed of progress in obtaining any such government approval, and will cooperate 

with the other party in any such efforts. 

11.7. Export Controls. 

This Agreement is made subject to any restrictions concerning the export of 

materials and technology from the United States which may be imposed upon either party to this 

Agreement from time to time by the United States Government. In the event any such 

restrictions are imposed after the Effective Date and thereby render any provisions of this 

Agreement invalid or unenforceable, the provisions of Section 11.4 of this Agreement shall be 

applicable to those provisions. SERONO will not export, directly or indirectly, any VERTEX 

Program Technology to any countries for which the United States Government or any agency 

thereof at the time of such export requires an export license or other governmental approval 

without first obtaining the written consent to do so from the Department of Commerce or other 

applicable agency of the United States Government in accordance with the applicable statute or 

regulation. 

11.8. Assignment; Successors and Assigns. 

This Agreement may no1 be assigned or otherwise transferred by either party 

without the prior written consent of the other party; provided, however, that either party may 

assign this Agreement, without the consent of the other party, (i) to any of its Affiliates, if the 

assigning party guarantees the full performance of its Affiliates' obligations hereunder, or {ii) in 

connection with the transfer or sale of all or substantially all of its assets or business or in the 

event of its merger or consolidation with another company. Any purported assignment in 

contravention of this Section 11.8 shall, at the option of the nonassigning party, be null and void 

and of no effect. No assignment shall release either party from responsibility for the 

performance of any of its accrued obligations hereunder. This Agreement shall be binding upon 

and enforceable against the successor to or any permitted assignees of either of the parties 

hereto. 
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11.9. Affiliates. 

Each party may perform its obligations hereunder personally or through one or 

more Affiliates, although each party shall nonetheless be solely responsible for the performance 

of its Affiliates. Nei1her party shall permit any of its Affiliates to commit any act (including any 

omission) which such party is prohibited hereunder from committing directly. 

11.10. Counterparts. 

This Agreement may be signed in any number of counterparts with the same 

effect as if the signatures to each counterpart were upon a single instrument, and all such 

counterparts together shall constitute the same agreement. 

11.11. No Agency. 

Nothing herein contained shall be deemed to create an agency, joint venture, 

amalgamation, partnership or similar relationship between SERONO and VERTEX. 

Notwithstanding any of the provisions of this Agreement, neither party to this Agreement shall at 

any time enter into, incur, or hold itself out to third parties as having authority to enter into or 

incur, on behalf of the other party, any commitment, expense, or liability whatsoever, and all 

contracts, expenses and liabilities in connection with or relating to the obligations of each party 

under this Agreement shall be made, paid, incurred and undertaken exclusively by such party 

on its own behalf and not as an agent or representative of the other. 

11.12. Notice. 

All communications between the parties with respect to any of the provisions of 

this Agreement will be sent to the addresses set out below, or to such other addresses as may 

be designated by one party to the other by notice pursuant hereto, by air courier {which shall be 

deemed received by the other party on the third (3rd) business day following deposit with the air 

courier}, or by facsimile transmission, or other electronic means of communication (which shall 

be deemed received when transmitted), with confirmation by air courier, sent by the close of 

business on or before the next following business day: 

Research Agreement - Confidential - Page 34 



if to SERONO, at 

Laboratorres Serono SA 
Zone lndustrielfe de l'Ouriettaz 
1170 Aubonne 
Switzerland 
Fax: 41-22-354-5020 
Attention: General Manager 

with a copy to: 

Serano International S.A. 
15 bis Chemin des Mines 
1202 Geneva 
Switzerland 
Fax: 41-22-739-3070 
Attention: General Counsel 

if to VERTEX. at 

Vertex Pharmaceuticals Incorporated 
130 Waverly Street 
Cambridge, MA U.S.A. 02139-4211 
Fax: (617) 577-6680 
Attention: Joshua S. Boger, Chief Executive Officer 

with a copy to: 

Kirkpatrick & Lockhart LLP 
75 State Street 
Boston, MA U.S.A. 02109 
Fax: (617) 951-9151 
Attention: Kenneth S. Boger, Esq. 

11.13. Headings. 

The section and paragraph headings are for convenience of reference only and 

will not be deemed to affect in any way the language of the provisions to which they refer. 

11.14. Entire Agreement. 

This Agreement, including the schedules appended hereto, contains the entire 

understanding of the parties relating to the matters referred to herein, and may only be 

amended by a written document referencing this Agreement, duly executed on behalf of the 

respective parties. 

[Signature Page Follows] 
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IN WITNESS WHEREOF, the parties hereto have caused this Agreement to be 
executed and delivered by their duly authorized representatives as of the day and year first 
above written. 

VERTEX PHARMACEUTICALS INCORPORATED 

By: Isl Joshua S. Boger 
Joshua S. Boger 

Title: Chief Executive Officer 

LABORATOIRES SERONO S.A. 

By:/s/ Ernesto Bertarelli 

Title:Ernesto Bertarelli 

Authorized Representative 
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SCHEDULE 1.10 

Countries of the Far East 

Brunei 

Burma {Myanmar) 

Cambodia (Kampuchea) 

Indonesia 

Japan 

Laos 

Malaysia 

Mongolia 

Philippines 

Singapore 

Thailand 

Vietnam 

Korea (South and North) 

Taiwan 

People's Republic of China 
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CONFIDENTW. 
SCHEDULE 3.2 

Minimum Development Criteria 

Wrth respect to each Proposed Candidate, at least the following information and materials shall 

be available, and processes established, at the time of the Selection Notice: 
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License, Development and Commercialization Agreement 
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EXHIBIT A 

LICENSE, DEVELOPMENT AND COMMERCIAUZATION AGREEMENT 

between 

,,. 

Vertex Pharmaceuticals Incorporated 
; 

and 

Laboratoires Serono S.A. 
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LICENSE, DEVELOPMENT AND COMMERCIALIZATION AGREEMENT 

THIS LICENSE, DEVELOPMENT AND C0\'1MERCIALIZATION AGREEMENT (the 

"Agreement") is made and entered into as of ___, __ between VERTEX 

PHARMACEUTICALS INCORPORATED (hereinafter "VERTEX"), a Massachusetts corporation 

with principal offices at 130 Waverly Street, Cambridge, MA 02139--4242, and 

LABORATOIRES SERONO S.A. (hereinafter uSERONO"), a Swiss corporation with principal 

offices at Zone lndustrielle de l'Ouriettaz, 1170 Aubonne, Switzerland. 

INTRODUCTION 

WHEREAS, VERTEX and SERONO are parties to a certain Research Agreement dated 

December 11, 2000 (the "Research Agreement") under which VERTEX and SERONO are 

attempting to design novel, small-molecule compounds targeting certain Caspases (as defined 

below); and 

WHEREAS, SERONO may elect under the terms set forth in the Research Agreement to 

develop and commercialize one or more Compounds (as defined below) identified during the 

Research Program thereunder, in accordance with the terms and conditions set forth in this 

Agreement; and 

WHEREAS, in accordance with the Research Agreement SERONO has elected to 

develop and commercialize the Drug Product Candidate (as defined below), and the parties 

therefore wish to execute this Agreement, which is identical in substance to the agreement 

attached as Exhibit A to the Research Agreement, to memorialize the provisions specific to 

development and commercialization of such Drug Product Candidate and Drug Product (as 

defined below); and 

NOW TiiEREFORE, in consideration of the foregoing premises, the mutual covenants 

set forth herein, and other good and valuable consideration, the parties agree as follows: 

ARTICLE 1-DEFINITIONS 

1.1 "Affiliate" shall mean, with respect to any Person, any other Person which 

directly or indirectly controls, is controlled by, or is under direct or indirect common control with, 

such Person. The term "control" means the possession, direct or indirect, of the power to direct 

or cause the direction of the management and policies of a Person, whether through the 

ownership of voting securities, by contract or otherwise. Control will be presumed if one Person 

owns, either of record or beneficially, more than forty percent (40%) of the voting stock of any 

other Person. 
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CONFIDENTIAl 
1.2 "Bulk Drug Substance" shall mean the Drug Product Candidate in bulk crystal, 

powder, solution or other form suitable for incorporation in the Drug Product, which if required in 

order to stabilize the Drug Product Candidate shall be fonnulated with stabilizing excipients. 

1.3 "Caspases" shall mean cysteine-proteases that cleave target proteins 

preferentially after an aspartic-acid residue. 

;.: 
~·. 

1.5 "Controlled" shall mean the legal authority or right of a party hereto to grant a 

license or sublicense of intellectual property rights to another party hereto, or to otherwise 

disclose proprietary or trade secret information to such other party, without breaching the terms 

of any agreement with a Third Party, misappropriating the proprietary or trade secret information 

of a Third Party or incurring any financial obligation or potential financial obligation to a Third 

Party. 

1.6 "Core Development Activities" shall mean all activities regardless of where 

they are performed which are part of a Development Program for the Drug Product Candidate 

and which the JDC believes are reasonably necessary in order to obtain Regulatory Approval 

from the FDA and the EMEA or its comparable successor for marketing the corresponding Drug 

Product in the United States and the European Union for the Indications selected. 

1.7 "Core Development Costs" shall mean the total of all costs incurred by a party 

hereto in the conduct of Core Development Activities under the Core Development Plan for the 

Drug Product Candidate, including but not limited to all direct and indirect costs associated with 

preclinical studies, clinical trials, manufacturing of drug substance and drug product, scale-up 

and formulation research and regulatory activities, but excluding any allocation of corporate 

overheads, detennined in a manner not at variance with applicable Generally Accepted 
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Accounting Principles (GMP), International Accounting Standards (IAS} and the party's usual 

practices. 

1.8 "Development Plan" and "Core Development Plan" shall have the meanings 

set forth in Section 3.3.1 hereof. 

1.9 "Development Program" shall mean activities associated with development of 

the Drug Product Candidate for sale as a Drug Product, including but not limited to (a) preparation 

for preclinical assessment of the Drug Product Candidate; (b) formulation and manufacture of the 

Drug Product Candidate for use in preclinical studies: (c) preclinical animal studies performed in 

preparation for the filing of an IND; {d) manufacture and formulation of the Drug Product 

Candidate for clinical trials; (e) planning, implementation, evaluation, monitoring and management 

of human Clinical trials; (f) manufacturing process development and scale-up for the commercial 

manufacture of Bulk Drug Substance and Drug Product; (g) preparation and submission of 

applications for Regulatory Approval; and (h) post-market surveillance of Indications, as required 

or agreed as part of Regulatory Approval by any governmental regulatory authority. 

1.10 "Drug Product" shall mean a finished dosage form which is prepared from Bulk 

Drug Substance and is ready for administration to the ultimate consumer as a pharmaceutical. 

1.11 "Drug Product Candidate" shall mean a Compound identified on Schedule 1.11 

hereof as to which SEROOO has exercised the Development Election under the Research 

Agreement and which has become a subject of this Agreement in accordance with the 

provisions thereof. 

1.12 "Effective Date" shall mean the effective date of this Agreement as set forth on 

the first page hereof. 

1.13 "EMEA11 shall mean the European Agency for the Evaluation of Medicinal Products. 
i". 
' 1.14 ~European Union" shall mean those countries which are now or later become 

members of the European Union. 

1.15 "Exclusive Territory" shall mean all countries of the Territory other than the 

countries of North America. 

1.16 "'Far East" shall mean all countries set forth on Schedule 1.16 hereof. 

1.17 "First Commercial Sale" shall mean the first sale of the Drug Product by 

SERONO or an Affiliate or sublicensee of SERONO in a country in the Territory following 

Regulatory Approval of the Drug Product in that country, or if no such Regulatory Approval or 

similar marketing approval is required, the date upon which the Drug Product is first sold in such 
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country by SERONO or an Affiliate or sublicensee of SERONO pursuant to a plan of commercial 

launch. 

1.18 "FDA" shall mean the United States Food and Drug Administration. 

1.20 "Indication" shall mean a generally acknowledged disease or condition, a 

significant manifestation of a disease or condition, or symptom associated with a disease or 

syndrome for which use of the Drug Product is indicated, as would be identified in the Drug 

Product's label under applicable FDA regulations or the foreign equivalent thereof. 

1.21 "IND" shall mean the investigational new drug application relating to the Drug 

Product Candidate filed with the FDA pursuant to 21 C.F.R. Part 312, including any amendments 

thereto. References herein to IND shall include, to the extent applicable, any comparable filing{s) 

made with a Regulatory Authority in other countries in the Territory {such as a clinical trial 

exemption (CTX) in the European Union). 

1.22 "JDC" shall have the meaning set forth in Section 3.2 hereof. 

1.23 "JMC" shall have the meaning set forth in Section 5.2 hereof. 

1.24 "Joint Know-How" shall have the meaning set forth in Section 8.1 hereof. 

1.25 "Joint Patents" shall have the meaning set forth in Section 8.1 hereof. 

1.26 "Know-How'' shall mean all data, technical information, know-how, inventions, 

discoveries, trade secrets, processes, techniques, materials, compositions, methods, formulas 

or improvements, whether (i) invented, discovered or developed by either party hereto or its 

Affiliates under a Development Program hereunder, (ii) invented, discovered or developed by 

VERTEX or its Affiliates under the Research Program under the Research Agreement, (iii) 

invented, discovered or developed by VER1EX prior to the Effective Date of the Research 

Agreement in the course of a research program directed toward the discovery of Caspase 

inhibijors, (iv) otherwise invented, discovered or developed, and Controlled, by VERTEX or its 

Affiliates; or (v) Controlled by VERTEX or its Affiliates pursuant to a license or other grant of 

right, title or interest from its Far East collaborator, SERONO or a Third Party, and whether or not 

patentable or confidential, 1hat relate to the development, manufacture, use, sale, offer for sale 

or import of any Bulk Drug Substance, Drug Product Candidate or Drug Product, or a formulation 

or prodrug thereof; provided however, that the term "Know-How" shall not apply to VERTEX's 

general drug design technology, whether in software or hardware, tangible or intangible, form. 
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1.28 "Net Sales" with respect to the Drug Product shall mean 

[ 
r, 
r( 

r 
' ~-· 
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1.29 "North America" shall mean the United States and Canada. 

1.30 "North American Joint Venture" shall have the meaning set forth in 

Section 5.2. 

1.31 "Patents'' shall mean all existing patents and patent applications and all patent 

applications hereafter filed, including any continuation, continuation-in-part, division, provisional 

or any substitute applications, any patent issued with respect to any such patent applications, 

any reissue, reexamination, renewal or extension (including any supplementary protection 

certificate) of any such patent, and any confirmation patent or registration patent or patent of 

addition based on any such patent, and all foreign counterparts of any of the foregoing. 

1.32 "Person" shall mean any individual, corporation, partnership, association. joint­

stock company, trust, unincorporated organization or government or political subdivision thereof. 

1.33 ..Phase I Clinical Trial" shall mean an initial human clinical trial conducted for 

inclusion in (i) that portion of the FDA submission and approval process which provides for the 

initial trial of the Drug Product Candidate in a small number of subjects, to establish the safety 

profile of the Drug Product Candidate and to collect initial data on its pharmacokinetics and 

pharmacological effects, as more fully defined in 21 C.F.R. § 312.21(a), and (ii) equivalent 

submissions with similar requirements in other countries in the Territory. 

1.34 "Phase II Clinical Trial" shall mean shaU mean a human clinical trial conducted 

for inclusion in (i) that portion of the FDA submission and approval process which provides for 
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trials of the Drug Product Candidate on a limited number of patients for the purposes of collecting 

data on dosages, evaluating safety and collecting preliminary information regarding efficacy in 

the proposed therapeutic Indication, as more fully defined in 21 C.F.R §312.21(b), and (ii) 

equivalent submissions with similar requirements in other countries in the Territory. 

1.35 "Phase Ill Clinical Trial" shall mean a human clinical trial conducted for inclusion 

in (i) that portion of the FDA submission and approval process which provides for the continued 

trials of the Drug Product Candidate on sufficient numbers of patients to generate safety and 

efficacy data to support Regulatory Approval in the proposed therapeutic Indication, as more 

fully defined in 21 C.F.R. § 312.21(c), and (ii) equivalent submissions with similar requirements in 

other countries in the Territory 

1.36 "Regulatory Approval" shalt mean, with respect to any country, all 

authorizations by the appropriate governmental entity or entities necessary for commercial sale 

of the Drug Product in that country including, without limitation and where applicable, approval of 

labeling, price, reimbursement and manufacturing. "Regulatory Approval" in the United States 

shall mean final approval of a new drug application pursuant to 21 C.F.R. § 314 {or any 

successor regulation having the same purpose or effect), permitting marketing of the Drug 

Product in interstate commerce in the United States. "Regulatory Approval" in the European 

Union shall mean final approval of a Marketing Authorization Application pursuant to Council 

Directive 75/319/EEC, as amended, or Council Regulation 2309/93/EEC, as amended, or pursuant 

to any successor regulation having the same purpose or effect. 

1.37 "Research Agreement" shall mean that certain Research Agreement between 

VERTEX and SER0NO dated December 11, 2000. 

1.38 "Second Opportunity'' shall mean the second opportunity for SERONO to 

exercise its Development Election with respect to a Refused Candidate as set forth in Section 3.3 

of the Research Agreement. 

1.39 "SERONO Know-How" shall mean all Know-How Controlled by SERONO or any 

of its Affiliate. 

1.40 "SERONO Patents,. shall mean all Patents Controlled by SERONO or any of its 

Affiliates claiming Bulk Drug Substance, the Drug Product Candidate or the Drug Product, or a 

formulation or prodrug thereof, or a method of making or using Bulk Drug Substance, the Drug 

Product Candidate or the Drug Product, or a formulation or prodrug thereof, or an improvement to 

the subject matter of a Patent covering any of the foregoing, that is invented under the 

Development Program hereunder. A list of SERONO Patents is appended hereto as Schedule 

;;;· 
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1.40 and will be updated periodically to reflect additions thereto during the tem, of this 

Agreement. 

1.41 "SERONO Technology" shall mean all SERONO Patents, an SERONO Know-How 

and SERONO's and its Affiliates' right, title and interest in Joint Patents and Joint Know-How 

which is applied by SERONO to the development, manufacture or use of Bulk Drug Substance, 

the Drug Product Candidate or the Drug Product. 

1.42 "Technology" shall mean VERTEX Technology and SERONO Technology. 

1.43 "Territory" shall mean all countries of the world except for the countries of the 

Far East identified as such on Schedule 1.16 hereto. 

1.44 "Third Party" shall mean any person or entity which is not a party or an Affiliate 

of any party to this Agreement. 

1.45 "Valid Patent Claim" shall mean either a claim of an issued and unexpired 

Patent which has not lapsed, been revoked or abandoned or held permanently unenforceable or 

invalid by a decision of a court or other governmental agency of competent jurisdiction, 

unappealable or unappealed within the time allowed for appeal, and which has not been 

disclaimed, denied or admitted to be invalid or unenforceable through reissue, reexamination, 

disclaimer or otherwise. 

1.46 "VERTEX Know-How" shall mean all Know-How Controlled by VERTEX or any of 

its Affiliates. 

1.47 "VERTEX Patents" shall mean all Patents Controlled by VERTEX or any of its 

Affiliates claiming Bulk Drug Substance, the Drug Product Candidate or the Drug Product, or a 

fonnulation or prodrug thereof, or a method of making or using Bulk Drug Substance, the Drug 

Product Candidate or the Drug Product, or a formulation or prodrug thereof, or an improvement to 

the subject matter of a Patent covering any of the foregoing, that is (i) invented by VERTEX or its 

Affiliates prior to the Effective Date of the Research Agreement, (ii) invented under the Research 

Program under the Research Agreement or under a Development Program hereunder, (iii) 

otherwise invented and Controlled by VERTEX or its Affiliates, or {iv) Controlled by VERTEX or its 

Affiliates pursuant to a license or other grant of right, title or interest from its Far East 

collaborator, SERONO or a Third Party. A list of VERTEX Patents is appended hereto as 

Schedule 1.47 and will be updated periodically to reflect additions thereto during the term of this 

Agreement. 

1.48 "VERTEX Technology" shall mean all VERlEX Patents, all VERTEX Know-How 

and VERTEX's and its Affiliates' right, title and interest in Joint Patents and Joint Know-How. 
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ARTICLE 11- LICENSE 

2.1 Grant to SERONO. 

2.1.1 License. Subject to the other provisions of this Agreement, VERTEX 

hereby grants to SERONO a license (or sublicense, as appropriate) in the Territory under the 

VERTEX Technology, exclusive in the Exclusive Territory, and co-exclusive in North America 

with VERTEX and/or the North American Joint Venture, with the right to sublicense {after prior 

consultation with VERTEX), to exercise its rights and fulfill its obligations under this Agreement 

and to research, develop, manufacture, have manufactured, use, sell, offer to sell and import 

Bulk Drug Substance (subject to VERTEX's exclusive manufacturing rights under Article IV and 

Section 6.2 hereof), Drug Product Candidates and Drug Products. Subject to the provisions of 

this Agreement, VERTEX shall have the right to use VER1EX Technology to fulfill its obligations 

and exercise its rights under this Agreement, including but not limited to its exclusive rights to 

manufacture and supply Bulk Drug Substance under Article IV and Section 6.2 hereof, its rights 

under Section 3.6 hereof, and any rights and obligations with respect to the North American Joint 

Venture. VERTEX retains all rights to VERTEX Technology except to the extent explicitly granted 

to SERONO hereunder. 

2.1.2 Sublicensees and Subcontractors. SERONO shall guarantee and be 

responsible to VERTEX for the performance of any of its sublicensees or subcontractors under 

any sublicense or other agreement with respect to the rights granted to SERONO by VERTEX and 

the obligations assumed by SERONO hereunder. SERONO shall not permit any subcontractors or 

sublicensees to use VERlEX Technology without provisions safeguarding confidentiality 

equivalent to those provided in this Agreement. Any such provisions will allow VERTEX the right 

to directly enforce the obligations of confidentiality with respect to VERTEX Technology in the 

possession of the subcontractor or sublicensee. 

2.2 Grant to VERTEX. 

2.2.1 License. Subject to the other provisions of this Agreement, SERONO 

hereby grants to VERTEX (i) a royalty-free non-exclusive, worldwide license (or sublicense, as 

appropriate) under the SERONO Technology, with the right to sublicense, to exercise its rights 

and fulfill its obligations under this Agreement and to meet its obligations 10 its collaborator in the 

Far East with respect to the manufacture, development and sale of Bulk Drug Substance, Drug 

Product Candidates and Drug Product in the Far East, and (ii) to the extent not inconsistent with 

SERONO's exclusive rights in the Exclusive Territory and co-exclusive rights in North America, to 

research, develop, manufacture, have manufactured, use, sell, offer to sell and import Bulk Drug 

Substance, Drug Product Candidates and Drug Products, a royalty-free non-exclusive, 

worldwide license (or sublicense, as appropriate), with the right to sublicense, to practice and 

'· 
' 
r-
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use the SERONO Technology. SERONO retains all rights to SERONO Technology except to the 

extent explicitly granted to VERTEX hereunder. 

2.2.2 Sublicensees and Subcontractors. VERTEX shall guarantee and be 

responsible to SERONO for the performance of any of its sublicensees or subcontractors under 

any sublicense or other agreement with respect to the rights granted to VERTEX by SERONO 

and the obligations assumed by VERTEX hereunder. VERTEX shall not permit any 

subcontractors or sublicensees to use SERONO Technology without provisions safeguarding 

confidentiality equivalent to those provided in this Agreement. Any such provisions will allow 

SERONO the right to directly enforce· the obligations of confidentiality with respect to SERONO 

Technology in the possession of the subcontractor or sublicensee. 

2.3 Information Sharing. 

2.3.1 Between Parties. Each party shall deliver to the other all Know-How 

Controlled by it or its Affiliates and requested by the other party from time to time, pursuant to the 

exercise by such other party of the licenses granted hereunder. The Know-How shall be 

delivered in a fom, as shall reasonably facilitate the use of such Know-How and shall include 

copies of all Patents and all other manifestations of the intellectual property embodied in the Bulk 
fDrug Substance, Drug Product Candidate or Drug Product, or formulation or prodrug thereof, t 

whether in human or machine readable form. i·., 
t 
r,: 

2.3.2 With VERTEX's Far East Collaborator. VERTEX's agreement with its Far 
[ 

[· 

East collaborator for development and sale of drug product candidates and drug products in the l,. 
t 
i·Far East obligates each party to share with the other party information which is relevant to the 
' !°

development of such drug product candidates and drug products. That infonnation includes raw t 
i·
;_ 

data from development and clinical trials of Compounds in the Far East and in the rest of the 

world, information relating to manufacture of drug product candidates and drug products and i-
!:. 

copies of material written communications between VERTEX and its licensees (including its Far 

East collaborator), on the one hand, and regulatory authorities, on the other, in the Far East and 

in the rest of the world relating to such drug product candidates and drug products. The 

agreement also provides that VERTEX and its licensees outside the Far East will have the right to 

cross reference, in their regulatory filings made outside the Far East covering Drug Product 

Candidates or Drug Products, all regulatory filings, and infonnation contained therein, made in the 

Far East relative to such Drug Product Candidates or Drug Products developed there by 

VERTEX's Far East collaborator; provided that a reciprocal right is made available to VERTEX's 

Far East collaborator, in connection with comparable regulatory filings in the Far East, by 

VERTEX and its licensees outside the Far East. VERTEX will share with SERONO information 

received by it from its Far East collaborator pursuant to the foregoing, and will provide SEROOO 
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with a right to cross-reference in its regulatory filings made in the Territory regulatory filings 

made by VERTEX's Far East collaborator in the Far East relative to the Drug Product Candidate or 

Drug Product, as provided above, in consideration of the reciprocal right hereby granted to 

VERTEX by SERONO pursuant to the foregoing to share information received by it from SERONO 

with VERTEX's Far East collaborator and to permit VERTEX and its Far East collaborator to cross­

reference regulatory filings made by SERONO in the Territory relative to the Drug Product 

Candidate or Drug Product in regulatory filings made by VERTEX or its collaborator in the Far East 

relative to the Drug Product Candidate or Drug Product. 

ARTICLE 111- DEVELOPMENT 

3.1 Commencement of Development Program. 

SERONO and VERTEX shall promptly and diligently commence and pursue a 

Development Program with respect to the Drug Product Candidate as soon as practicable after 

exercise by SERONO of its Development Election, as set forth in the Research Agreement, with 

respect to that Drug Product Candidate. 

3.2 Joint Development Committee. 

3.2.1 Fo1T11ation and Responsibilrties. Within thirty (30) days of the Effective 

Date, VERTEX and SERONO will establish a Joint Development Committee (the • JDC'') made up of 

equal numbers of VERTEX and SERONO personnel to be designated from time to time by each 

party. Each of VERTEX and SERONO shall have one vote on the JDC. The JDC will be 

responsible for the preparation and overall implementation of the Development Program with 

respect to the Drug Product Candidate, and may act directly or through such sub--committees as 

it may deem appropriate to establish. Meetings of the JOC other than regularly scheduled 

quarter1y meetings may be held only if a quorum of at least two (2) representatives of each party 

participates; except that lack of a quorum shall not prevent the scheduling and conduct of a 

meeting by either party after that party has made good faith but unsuccessful attempts for more 

than ninety (90) days to schedule and convene the meeting. The JDC shall meet formally at least 

quarterly, or with such other frequency, and at such time and location, as may be established by 

the JDC, tor the following purposes, among others: 

(i) To review and, if necessary, revise the Development Plan as set 

forth in Section 3.3 below, and to oversee and coordinate the parties' development activities and 

the associated development budget; 

(ii) To assign operational responsibility to VERTEX or SERONO for the 

conduct of particular activities specified in the Development Plan; 
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(iii) To receive and review reports by VERTEX and SERONO, which shall 

be prepared by each party and submitted to the other party and to the JDC on a quarterly basis 

within thirty (30) days after the end of the quarter, setting forth in reasonable detail, with 

supporting data, the results of work performed during the preceding quarter under the 

Development Plan by the party submitting the report; 

(iv} To assist in coordinating scientific interactions and resolving 

disagreements between VERTEX and SERONO during the course of the Development Program; 

and 

(v) To discuss matters relating to Patents claiming Bulk Drug Substance, 

the Drug Product Candidate or Drug Product, or methods of using or making the same, including 

but not limited to issues of inventorship and decisions relating to the filing, prosecution and 

maintenance of those Patents. 

SERONO will prepare the initial draft of an agenda for each JDC meeting and will 

submit the draft to VERTEX for comments a reasonable period before the scheduled meeting 

date. The party hosting a particular JDC meeting shall prepare and deliver to the members of the 

JDC, within thirty (30) days after the date of each meeting, minutes of such meeting setting forth, 

among other things, all decisions of the JDC, and including a summary of the status of 

development activities as reported to the JDC. The party no1 preparing the minutes may suggest 

changes or amendments to the minutes, and may provide a supplement addressing activities at 

the meeting which are not reported in the minutes, which shall be distributed to the parties and 

filed with the meeting minutes. In case the JDC meets by means of telephone or video 

conferences, the responsibility for preparing minutes shall lie with VERTEX. 

3.2.2 Retention of Rights. Notwithstanding the foregoing, each party shall retain 

the rights, powers, and discretion expressly granted to it under this Agreement, and the ..CC 

shall not be delegated or vested with any such rights, powers or discretion except as expressly 

provided in this Agreement. The JOC shall not have the power to amend or modify this 

Agreement, which may only be amended or modified as provided in Section 15.14 hereof. 

3.2.3 Decision Making. The objective of the JDC shall be to reach agreement by 

consensus on all matters falling within i1s authority hereunder within the scope of the 

Development Plan. However, if the JDC cannot reach 
11111M\#GJ__;·~· 

-.~~1lffli.'C:.G?'~'i'.::!lbla--..~AllBYJ3.~~:t-!~-~~~FJ3

consensus 
" 
ffl:1l&li
A~~J~J.mi.~

on 

'i:~
m~Ji

a 

~
S~

particular 

~.li~~.
MF.SSM1&

matter, 

:.:i~~ 
Was.-~: 

~1.:~~e-,~~~f,eb~:'Jo~~°'',""·Z"~;i.l\,.....~\;5',i~•Rf~lb'·•''tijf•'····•.•,•j'm::;,r.;•~J.~~..Z,;
~~,t9.LJ~~PJ~,~ll'§!l§(!:!.&- ;!'¾;~.Jiel!~f:• . , .QGJ,~.J.!,.~Jl'~.L. ~!:r,. :QID; '' .,ilO'.IP.JH!t:.;t;!;iJl.l~~l:i'A\l,?,~,. 

License, Development and Commercialization Agreement- Conftdential - Page 12 



CONF~ENTIAL 

3.3 Development Plan. 

3.3.1 General. The JDC shall oversee the implementation of the development 

plan (the "Development Plan") for the Drug Product Candidate which shall be completed by the 

JOC within ninety (90) days after the exercise by SERONO of its Development Election, as set 

forth in the Research Agreement, with respect to the Drug Product Candidate, and which shall 

describe fully the proposed preclinical studies, toxicology, clinical trials, regulatory plans, clinical 

trial and commercial material requirements and any other key elements of obtaining Regulatory 

Approval in each country where the Drug Product is to be marketed. The Development Plan will 

include, among other things, a plan (the "Core Developmen1 Plan") for the conduct of Core 

Development Activities, and will provide for the allocation of development tasks between 

VERTEX and SERONO. Each party assigned a development task will, in a timely fashion, prepare 

a detailed plan for the accomplishment of that task, including a schedule therefor, and will submit 

that plan to the JDC for its review. Development tasks shall be advanced in parallel rather than 

serially where practicable and appropriate, if doing so would be likely to advance the ultimate 

date of product approval and launch and is otherwise commercially reasonable. 

3.3.2 Process Development. VERTEX will be responsible for the development of 

processes for manufacture of Bulk Drug Substance, and for the preparation and implementation 

of a plan to accomplish that task. SERONO will be responsible for the development of processes 

for fonnulation and manufacture of the Drug Product from Bulk Drug Substance, and for the 

preparation and implementation of a plan to accomplish that task. Each party will work with the 

JDC to coordinate its plans with those of the other party, with the objective of ensuring 

operationally effective and timely integration of the two plans, as necessary to meet the overall 

schedule far process development and the supply of Bulk Drug Substance and Drug Product as 

set forth in the Development Plan. 

3.4 Development Costs. 

3.4.1 Apportionment. 
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3.4.2 Audit. Each party shall keep or cause to be kept accurate records in 

sufficient detail to enable Core Development Costs to be determined. Each party, upon the 

written request and at the expense of the other party, and in any event not more frequently than 

once in any calendar year, shall permit an independent public accountant of national prominence 

selected by the other party, and approved by the first party (with approval not to be 

unreasonably withheld), to have access during normal business hours to those records of such 

party as may be reasonably necessary to verify the accuracy of the cost reports submitted by 

such party pursuant to this Section 3.4 iri respect of any calendar year ending not more than 

three (3) years prior to the date of the aforementioned written request. The parties shall mutually 

determine a general s1rategy for such review in advance of its conduct. Such accountant shall 

not disclose any information except that which should properly be contained in a cost report 

required under this Agreement The parties agree that all information subject to review under this 

Section 3.4 is confidential and that any reviewing party shall retain and cause its accountant to 

retain all such information in confidence. A party shall not be entitled under this Section 3.4.2 to 

audit more than once the records of the other party with respect to any calendar year. 

3.5 Regulatory Matters. 

3.5.1 Regulatory Approvals. Unless otherwise required by law in the relevant 

jurisdiction, 

Each party shall use commercially reasonable efforts to file for 

and obtain all necessary Regulatory Approvals for which it is responsible hereunder within a 

reasonable period. 

t
'. 

License, Development and CommerciaUzation Agreement - Confidential - Page 14 



CONFIDENTlAL 

3.5.3 Regulatory Reporting. During the term of this Agreement, in order to 

comply with applicable regulations of the FDA and other applicable regulatory agencies, the 

parties agree that they shall establish procedures for reporting to the appropriate regulatory 

agencies any adverse events, technical complaints or other reportable events that may occur 

with respect to the manufacture, supply, use and clinical testing of Bulk Drug Substance, the 

Drug Product Candidate or Drug Product hereunder. 

3.6 Assistance Rights. 

If either party (the "First Partyn) fails unreasonably, other than as a result of Force 

Majeure or a failure of the other party to discharge its obligations hereunder, to carry out the 

Core Development Activities allocated to it under the Core Development Plan in accordance with 

the schedule therefor, then the other party may, after ninety (90) days prior written notice to the 

First Party, undertake that particular activity and complete it at its own expense if the First Party 

has not at such time begun to carry out such activlty in a manner reasonably likely to cure its 

default. Such party shall be entitled to reasonable cooperation and asslstance from the First 

Party to accommodate its efforts, including assignment to such party of sponsorship of ',. 

regulatory filings if necessary to permit the exercise by such party of its rights under this Section 
;· 

' 
3.6. If any such activity is properly conducted, conforms to the requirements of the Core 

Development Plan, and is used in any part by the First Party to advance development of the Dn.ig 

Product Candidate or the Drug Product hereunder, the out-of-pocket cost of performing that 

activity will be reimbursed to the party incurring the cost as promptly as practicable, 

3.7 Conduct of the Development Program. 

3.7.1 Efforts. Both VERTEX and SERONO will use diligent and commercially 

reasonable efforts, consistent with the provisions of this Agreement, the requirements of the 
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Development Plan and sound and reasonable business practices and judgment, to develop the 

Drug Product Candidate and obtain Regulatory Approval, as soon as reasonably practicable, for 

commercial sale of the Drug Product in North America and the European Union, devoting the 

same degree of attention and diligence that each such party devotes to the development of its 

other compounds of comparable commercial potential. VERTEX and SERONO will each promptly 

notify the other in writing if it should determine that development of the Drug Product Candidate or 

Drug Product is not technically feasible or commercially justifiable, specifying in reasonable detail 

the reasons for that determination. 

3.7.2 Standards. Both parties agree to conduct the Development Program in 

accordance with the terms and conditions of this Agreement and in conformity with generally 

accepted standards of good laboratory practices and good dinical practices and with all 

applicable national, state and local laws, guidelines, rules and regulations including without 

limitation the United States Food, Drug and Cosmetic Act and guidelines, rules and regulations 

promulgated by the FDA. 

3.7.3 Records. In conformity with standard pharmaceutical and biotechnology 

industry practices and the terms and conditions of this Agreement, each party shall prepare and 

maintain complete and accurate written records, accounts, notes, reports and data with respect 

to all laboratory work conducted in the performance of the Development Program. Each party 

shall prepare and maintain, or have prepared and maintained, complete and accurate written 

records, data and information with respect to aH clinical trials performed in the conduct of the 

Development Plan as required by applicable national, state and local laws, guidelines, rules and 

regulations, including without fmitation the United States Food, Drug and Cosmetic Act and 

guidelines, rules and regulations promulgated by the FDA 

3.7.4 Ownership of Techno.!Qgy. 

(a) No Ownership by Emp!oyees. All employees of VERTEX and 

SERONO who are expected to participate in the Development Program have signed, or before 

any such participation will sign, agreements with VERTEX or SERONO, respectively, regarding 

proprietary information and inventions in a form reasonably considered by the employer and its 

counsel to assure the employers Control of any Technology invented, discovered or developed 

by such employees. 

(b) No Ownership by Agents. VERTEX and SERCNO shall each enter · 

into customary agreements with its agents that provide that all of such agents' right, title and 

interest in, to and under any Technology invented, discovered or developed by such agents 

shaH be assigned or licensed to VERTEX or SERONO as the case may be. 
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3.8 Coordination of Far East Development Activities. 

VERTEX will be responsible for coordinating those development activities being 

conducted by its collaborator in the Far East with Core Development Activities being conducted 

hereunder. 

4.1 

ARTICLE IV - MANUFACTURE AND SUPPLY 

Supply of Bulk Drug Substance and Drug Product for Dev

VERTEX wilt be responsible for manufacturing and supply 

elo

of 

pm

all 

ent. 

Bulk Drug 

Substance, and SERONO will be responsible for preparing the Drug Product from Bulk Drug 

Substance, in each case as necessary for the conduct of the Development Plan in the Territory. --~--~ 
�-- �ID-

Supply of Bulk Drug Substance and Drug Product for development purposes shall be undertaken 

pursuant to the provisions of a supply agreement to be negotiated by the parties, including such 

customary representations, warranties, covenants and conditions as are necessary or 

appropriate for transactions of this type, not inconsistent with the terms and conditions hereof 

and satisfactory in form and substance to the parties and their legal advisors. 

4.2 Supply of Bulk Drug Substance and Drug Product for Commercial 

Purposes. 

VERlEX will supply and SERONO shall purchase from VERTEX all of SERONO's 

requirements far Bulk Drug Substance for manufacture of Drug Product sold in the Exclusive 

Territory, pursuant to terms and conditions set forth in Section 6.2 hereof. In North America, 

pursuant to the North American Joir:it Venture as described in Section 5.2, VERTEX will supply all 

requirements for Bulk Drug Substance, and SEROOO will supply all requirements for Drug 

~ ;
;._·· 

Product formulated from Bulk Drug Substance provided by VERTEX, 

and otherwise pursuant to the provisions of a supply agreement to 

be negotiated by the parties, including such customary representations, warranties, covenants 

and conditions as are necessary or appropriate for transactions of this type, not inconsistent 

with the terms and conditions hereof and satisfactory in form and substance to the parties and 

their legal advisors. 

4.3 Manufacturing Technology. 

Manufacturing technology not developed under the Research Program or a 

Development Program, which belongs to one party and which would be useful to the other party 
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in discharging its manufacturing obligations hereunder, shall be made available to the 

manufacturing party for that purpose, subject to negotiatfon of a reasonable royalty or other 

compensation arrangement. If either party (a "Contracting Party") engages an Affiliate or a Third 

Party in the course of the Development Program to provide assistance to the Contracting Party in 

the development of processes useful for the manufacture of Bulk Drug Substance or Drug 

Product, the Contracting Party will ensure that any processes belonging to that Affiliate or Third 

Party and made available to the Contracting Party will also be made available to the other party on 

the same terms offered to the Contracting Party. 

4.4 Packaging. 

SERONO will be responsible for packaging the Drug Product Candidate and Drug 

Product for development purposes and for commercial sate. 

4.5 Subcontracting. 

VERTEX shall not contract with any Third Party to manufacture Bulk Drug 

Substance without prior consultation and review with SERONO and will not contract with any 

such Third Party which does not have a demonstrated ability to deliver high quality 

pharmaceutical products on a timely basis at volumes likely to be required by VER1EX and 

SERONO. VERTEX will notify SERONO of its intention to subcontract manufacture of Bulk Drug 

Substance not less than 

arrangement with any Third Party. 

prior to concluding a manufacturing 

ARTICLE V - COMMERCIALIZATION 

5.1 Global Marketing and Sales. 

As set forth in Section 2.1 above, SERONO has exclusive rights to the Drug 

Product in the Exclusive Territory, and the parties have co-exclusive rights to the Drug Product in 

North America pursuant to the North American Joint Venture to be established under Section 5.2 

below. SERONO will prepare a detailed marketing plan for the launch of the Drug Product in the 

Exclusive Territory, and will provide the plan to VERTEX not later than mfiiiflf)JDJIRJ after 

submission of the initial application for Regulatory Approval of the Drug Product anywhere in the 
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Exclusive Territory. The parties will attempt to coordinate their marketing activities relative to the 

Drug Product in North America and the Exclusive Territory. 

5.2 Marketing in North America 

VERTEX and SERONO will market and sell the Drug Product in North America 

under the terms of a joint venture or other mutually agreeable structure (the "North American 

Joint Ventureft) which shall be negotiated between the parties in good faith and established 
~~;,,--, ~within 1~1miuQ, a 

The documentation for the North American Joint Venture will incorporate such 

customary representations, warranties, covenants and conditions as are necessary or 

appropriate for transactions of this type, will be satisfactory in form and substance to the parties 

and their legal advisors, and will also incorporate all of the principles set forth below. 

(a) Joint Marketing Committee. VERlEX and SERCNO will form a Joint 

Marketing Committee ("JMC") which will include an equal number of representatives designated 

by each party. At least one of SERONO's representatives shall also be a member of the group 

within SERONO responsible for development and implementation of SERONO's marketing plan for 

the Drug Product in the Exclusive Territory, and therefore capable of assisting in the coordination 

of the parties' marketing efforts throughout the Territory. The JMC will be the principal 

organization through which the marketing of the Drug Product in North America is planned, 

administered, evaluated and effected. The JMC may choose to designate a Committee Chair. In 

such event, if one party is making a contribution to Direct Marketing Costs (as defined in Section 

5.2(c} below) for any year which is disproportionately greater than the contribution of the other 

party, the former party shall be entitled to designate the Chair for that year. Otherwise, the right 

to designate the Chair shall rotate from party to party on an annual basis. The JMC will 

periodically meet as necessary, depending on the level of marketing activity at the time; provided 

that either party may request at any time that a meeting of the JrJIC be scheduled and in such 

event the parties shall cooperate in good faith to hold the meeting at a mutually convenient place 

and time (but in any event within after the original request). The .MC will 

prepare and oversee the implementation of a detailed marketing plan (the "North American 

Mar1<:eting Plan") for the launch of the Drug Product in North America. The North American 

Marketing Plan will contain among other things budgets, schedules, product positioning, pricing, 

market research plans and results, sales force deployment, information concerning competition 

and competitors, and other customary planning and marketing material with respect to marketing 

and launch of the Drug Product. The North American Marketing Plan will be periodically updated 

to reflect changes in market information, sales performance and forecasts, sales force 

deployment, and information concerning competition and competitors. 
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(b) Profit-sharing. 

ii.ffif-
!;!!IJ;ll):ffl~·~!l'.; The JMC will direct 

payment by one party to the other of any amount necessary to equalize each party's share of 

Operating Profits or Operating Losses for the reporting period; provided that neither party will be 

reimbursed for any portion of its actual Allowable Expenses incurred in any year which exceeds 

of its budgeted share of Allowable Expenses for that year 

under the North American Marketing Plan, unless such excess amount has been approved in 

advance by the JMC. The parties respective shares of Operating Profits may be subject to 

adjustment pursuant to Section 5.2(f) below. 

(c) Roles and Responsibilities of the Parties. The North American Joint 

Venture will provide each party the opportunity 

1111 tn allocating tasks between VERTEX and SERONO, the JMC will attempt to assign roles to 

each party which are reasonable in relation to that party's capabilities and consistent with 

relevant marketing requirements. As used in this Agreement, 

As part of the 

North American Joint Venture to be negotiated between the Parties pursuant to this Section 5.2, 

the Parties will negotiate in good faith how Direct Marketing Costs wilt be allocated where the 

Drug Product is Detailed together with another product or products. 
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(d) Operational Issues. Except for those matters which are the responsibility 

of the JMC or as otherwise provided in this Agreement, each party will be free to make its own 

decisions concerning the Detailing of the Drug Product by its sales force in North America. The 

role of the JMC in this respect shall be one of coordination, such that the individual efforts of 

each party may be maximized and that duplication of effort may be kept to a minimum. 

(e) Booking of Sales. Customer orders for the Drug Product in North America 

will be credited by the North American Joint Venture or as the parties may hereafter agree. 

(f) Revision of Profit-sharing Formula. The parties acknowledge that in the 

future one party may wish to commit substantially greater financial or other resources than the 

other party to the sales and marketing of the Drug Product in North America. In such event, if 

VERTEX and SERONO shall disagree on the total amount of the annual proposed budget for 

years subsequent to the first full calendar year following the First Commercial Sale of the Drug 

Product, and 

(g) Training. The parties wilt consult on training programs to ensure a 

consistent, focused promotional strategy for the Drug Product. 

{h) Advertising. Neither party shall engage in any advertising or use any label, 

package, literature or other written material in connection with the promotion of the Drug Product 

in North America unless the specific form and content is approved by the JMC. 

(i) Supply of Bulk Drug Substance and Drug Product. VER'TEX shall supply 

Bulk Drug Substance to SERONO for manufacture into Drug Product for sale in North America, 

and SERONO shall manufacture Drug Product from Bulk Drug Substance supplied by VERTEX, in 

each case for oompensation 

5.3 Co-labeling. 

5.3.1 North America. To the extent not prohibited by law or regulation and 

subject to Regulatory Approval, the Drug Product (including labels, packaging and inserts) and all 

promotional materials for the same sold in North America will bear the company names and logos 

of both SERONO and VERTEX (and/or, the name and logo of the North American Joint Venture or 

as the parties may otherwise agree) with equal prominence (including equal sized type face), or 

if equal prominence is prohibited by law, with such relative prominence as may otherwise be 
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permitted by law. Trademarks used in North America will be jointly owned by VERTEX and 

SERONO, or by the North American Joint Venture, or as the parties may otherwise agree. 

5.3.2 European Union. If not prohibited under regulations of the European Union 

or any of its agencies responsible for Regulatory Approval of pharmaceuticals, the labels, 

packaging and inserts for the Drug Product packaged for sale in the European Union will bear the 

company names and logos of both SERONO and VERTEX with equal prominence (including equal 

sized type face) or if equal prominence is not permitted under applicable regulations with such 

relative prominence as may in fact be permitted. If the foregoing is prohibited under applicable 

regulations of the European Union, then to the extent not prohibited under applicable regulations, 

the labels, packaging and inserts for the Drug Product will bear VERTEX's company name and 

logo with the term "under license from.· SERONO will also determine the right of VERlEX under 

relevant regulations of the European Union to be referenced, and its name and logo featured, in 

any promotional material relative to the Drug Product used in the European Union. VERTEX's 

name and logo will be included, in the manner provided above relative to packaging and labeling, 

if the relevant regulations do not prohibit it. SERONO will permit VERTEX to review all material 

regulatory filings in the Exclusive Territory which relate to product labeling, and all proposed 

labels, packaging, package inserts and promotional materials required under the foregoing 

provisions to bear VERTEX's name, prior to the filing of any such material with any regulatory 

authority. 

5.3.3 Communications. SERONO will immediately inform VERTEX of any material 

regulatory communications received by SERONO or its agents which might operate to restrict 

VERTEX's labeling rights under this section, and of any advice which it receives from its 

advisors with respect to any such restrictions. 

5.4 Due Diligence. 

Following the First Commercial Sale of the Drug Product and until the expiration of 

this Agreement, SERONO shall use diligent and commercially reasonable efforts to keep the Drug 

Product reasonably available to the public in the Major Market countries, devoting the same 

degree of attention and diligence to such efforts that it devotes to such activities for other of its 

products of comparable market potential. For purposes of this Section 5.4, "Major Markets• shall 

mean the countries of the European Union, Brazil and Argentina. SERONO shall promptly notify 

VERTEX if it shall detennine that the marketing and sale of the Drug Product in any Major Market 

country is not commercially reasonable or economically profitable or if for other unforeseen 

reasons further commercial support of the Drug Product in any country is no longer prudent or 

practical. 
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6.1 Development Payments by SERONO. 

6.1.1 Payments. ln consideration of the grant of the license set forth in Section 

2.1 hereof, SERONO will make the following payments to VERTEX upon the achievement of any 

of the following milestones with respect to the Drug Product Candidate or Drug Product in the 

Territory, upon the further terms and conditions set forth below. 

Payment 

ml~ 

: I: <-,~~x·:r t{tJ ~·\_~~ 
. , . -, ..:.» ,h.,(....,_...,,..,., •• • 

;~•-~;~iii t~i:~:it 

6.1.2 Payments to be Made Only Once. Milestone payments are payable only 

once with respect to the Drug Product Candidate and Drug Product. In addition, if the Drug 

Product Candidate has the same active metabolite as a drug product candidate being developed 

under a separate License Agreement (as defined in the Research Agreement) between the 

parties {the "Alternative Candidate"), then the Drug Product Candidate shall be deemed a 

"Prodrug" of the Altemative Candidate. If the Prodrug is being developed hereunder for one or 

more Indications for which it is not commercially or scientifically feasible to develop the 

Alternative Candidate, then the Prodrug shall be considered a separate drug product candidate 

from the Alternative Candidate, and therefore milestones may be collected in connection with its 

development hereunder. Milestones shall not otherwise be payable with respect to the Prodrug if 

comparable milestones have previously been paid in connection with the development of the 

Alternative Candidate pursuant to the separate License Agreement between the parties. If any 
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milestone is achieved with respect to the development of the Drug Product Candidate or Drug 

Product, any previously unpaid, lower numbered milestone for the Drug Product Candidate or 

Drug Produd will become immediately due and payable; provided that.milestone 5.a. with respect 

. to the Drug Product will not be payable solely by reason of attainment of milestone 6.b. with 

respect to the Drug Product, and similarly, milestone 5.b. will not be payable solely by reason of 

the attainment of milestone 6.a. 

6.1.3 Timing and Method of Payments. Milestone payments shall be made on or 

before the i1 following the occurrence of the event giving rise to the milestone 

payment obligation hereunder; provided that the first milestone payment referenced above with 

respect to the Drug Product Candidate shall be due and payable within of 

SERONO's receipt from VERTEX of an executed original of this Agreement. All payments shall be 

made by wire transfer in United States dollars to the credit of such bank account as may be 

designated by VERTEX in writing to SERONO from time to time. Any payment which falls due on 

a date which is a Saturday, Sunday or a legal holiday in the Commonwealth of Massachusetts 

may be made on the next succeeding day which is not a Saturday, Sunday or a legal holiday in 

the Commonwealth of Massachusetts. 

6.1.4 Substitute Drug Product Candidate or Drug Product. If the Drug Produd 

Candidate or Drug Product is developed to replace a drug product candidate or drug product 

being developed for the same Indication or Indications under a separate License Agreement (as 

defined in the Research Agreement) between the parties and such other drug product candidate 

or drug product has been abandoned during the term of this Agreement for any scientific or 

medical reasons after any one or more comparable milestone payments under such License 

Agreement have been made, then no milestone payment shall be required hereunder with 

respect to the Drug Product Candidate or Drug Product if such comparable milestone payment 

has already been made with respect to the abandoned drug product candidate or drug product. 

6.2 Commercial Supply Price. 

6.2.1 Purchase of Bulk Drug Substance. Except as otherwise provided herein, 

SERONO, its Affiliates and sublicensees shall purchase from VERlEX all of their respective 

requirements of Bulk Drug Substance for manufacture of Drug Product for sale in the Exclusive 

Territory. 
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6.2.3 Payment. The supply price for each unit of Bulk Drug Substance 

purchased by SERONO from VERTEX under this Section 6.2 shall initially be calculated during 

any year based on 

which shall be provided 

by SERONO to VERTEX within prior to commencement of that year. Forecasts 

shall be updated quarterly to reflect actual experience and 

Payments due to VERTEX based upon 

- shall be made within of receipt from VERTEX of an invoice for Bulk 

Drug Substance purchased by SEROf\K) under the tenns of the Supply Agreement described in 

Section 6.2.6 hereof, and 

6.2.4 
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6.2.5 Third Party Manufacture. Subject to the terms of Section 4.5 hereof, 

VERTEX may contract with any Third Party as a manufacturing subcontractor. 

6.2.6 Bulk Drug Substance Supply Terms. All Bulk Drug Substance 

manufactured by VERTEX for SERONO hereunder shall be supplied to SERONO (for formulation 

and packaging) pursuant to the terms of a supply agreement to be negotiated by the parties and 

containing such customary representations, warranties, covenants and conditions as are 

necessary or appropriate for transactions of this type, not inconsistent with the terms and 

conditions hereof and satisfactory in form and substance to the parties and their legal advisors. 

6.3 Sales Reports. 

6.3.1 Reports. During the term of this Agreement and after the First Commercial 

Sale of the Drug Product in the Exclusive Territory, SERONO shall furnish or cause to be 

furnished to VERTEX on a quarterly basis a written report covering such calendar quarter 

showing (i) the Net Sales of the Dnug Product in each country in the Exclusive Territory during 

such calendar quarter by SERONO and each Affiliate and sublicensee; (ii) amounts due VERTEX 

or SERONO under Section 6.2 hereof with respect to the purchase of Bulk Drug Substance, and 

the basis for calculating those amounts due (including unit sales data); (iii) withholding taxes, if 

any required by law to be deducted in respect of any such sales, and evidence of payment 

thereof; and (iv) dispositions of the Drug Product other than pursuant to sale for cash. VVith 

respect to Net Sales of the Drug Product received in a currency other than U.S. Dollars, the Net 

Sales shall be expressed in the domestic currency of the party making the sale, together with the 

U.S. Dollar equivalent of the amount, calculated using SERONO's then-current standard 

exchange rate methodology (which shall be specified, along with the rates actually used) for the 

translation of foreign currency sales into U.S. Dollars. In each report the methodology will be 

disclosed, will be identical to that employed by SERONO, generally, in its external financial 

reporting, as reviewed and approved by its independent auditors and will be in conformity with 

SERONO's usual and customary general accounting principles consistently applied. The 

foregoing quarter1y reports shall be due 9n or before the thirtieth (30th) day following the close of 

each calendar quarter. SERONO will also provide VERTEX, within ten (10) business days after 

the end of each calendar quarter, with a report showing SERONO's best estimate of Net Sales 

for that calendar quarter based on information available to SERONO at the time of the report. 

6.3.2 Currency. All payments hereunder shall be made in U.S. Dollars. If at any 

time legal restrictions prevent the prompt remittance of any payments with respect to any 
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country of the Exclusive Territory where the Drug Product is sold, SERONO or its Affiliates or 

sublicensees shall have the right and option to make such payments by depositing the amount 

thereof in local currency to VERTEX'S account in a bank or depository in such country. 

6.3.3 Audit. SERONO shall keep and shall cause to be kept accurate records in 

sufficient detail to enable the amounts due hereunder to be detennined and to be verified by 

VERTEX. Upon the written request ofVERTEX, at VERTEX's expense and not more than once in 

any calendar year, SERONO shall pennit an independent accountant of national prominence 

selected by VERTEX, and approved by SERONO, to have access during nonnal business hours 

to those records of SERONO as may be reasonably necessary to verify the accuracy of the 

sales reports furnished by SERONO pursuant to this Section 6.3, in respect of any calendar year 

ending not more than two (2) years prior to the date of such notice. The parties shall mutually 

determine a general strategy for such audit in advance of its conduct. Such accountant shall not 

disclose any information except that which should properly be contained in a sales report 

required under this Agreement. SERONO shall include in each sublicense entered into by it 

pursuant to this Agreement a provision requiring the sublicensee to keep and maintain adequate 

records of sales made pursuant to such sublicense and to grant access to such records by the 

aforementioned independent accountant for the reasons specified in this Section 6.3. Upon the 

expiration of two (2) years following the end of any calendar year, the calculation of amounts 

payable with respect to such calendar year shall be binding and conclusive upon VER1EX, and 

SERONO and its Affiliates and sublicensees shall be released from any liability or accountability 

with respect to payments for such year. The report prepared by such independent accountant, 

a copy of which shall be sent or otherwise provided to SERONO by such independent 

accountant at the same time it is sent or otherwise provided to VERTEX, shall contain the 

conclusions of such independent accountant regarding the audit and will specify that the 

amounts paid to VERTEX pursuant thereto were correct or, if incorrect, the amount of any 

underpayment or overpayment. If such independent accountant's report shows any 

underpayment, SERONO shall remit or shall cause its Affiliates or sublicensees to remit to 

VERTEX within thirty {30) days after SERONO receipt of such report, (i) the amount of such 

underpayment and (ii) if such underpayment exceeds ten percent (10%) of the total amount 

owed for the calendar year then being audited, the reasonable and necessary fees and 

expenses of such independent accountant performing the audit, subject to reasonable 

substantiation thereof. Any overpayments shall be fully creditable against amounts payable in 

subsequent payment periods or remitted to SERONO, at SERONO's request. VERTEX agrees that 

alt information subject to review under this Section 6.3 or under any sublicense agreement is 
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confidential and that VERTEX shall retain and cause its accountant to retain all such information 

in confidence. 

6.3.4 Interest. In case of any delay in payment by one party to the other 

hereunder not occasioned by Force Majeure, interest at the rate of cfrji~p)~fa:11 per month, 

assessed from the thirty-first (31 5 t) day after the due date of the payment until the date paid, 

shall accrue on such payment and shall be due from such party upon prior written notice. 

6.4 Withholding Tax. 

If during the term of this Agreement, withholding tax should be required by law to 

be deducted from any payments required to be made by SERONO to VERTEX hereunder, 

SERONO, its Affiliates or sublicensees shall deduct such withholding tax from such payment and 

pay it to the proper taxing authority and evidence of such payment shall be secured and sent to 

VERlEX within one (1) month of such payment. The parties shall do all such lawful acts and 

things and sign all such lawful deeds and documents as either party may reasonably request 

from the other party to enable SERONO, its Affiliates and/or sublicensees to take advantage of 

any applicable legal provision or any double taxation treaties with the object of paying the sums 

due to VERTEX hereunder without withholding any tax. 

6.5 Adjustment In Connection with Development of a 

6.5.1 VERTEX Sole Development. If VERTEX notifies SEROr-.10 pursuant to the 

last sentence of Section 3.3.3 of the Research Agreement that it has chosen to continue 

development and commercialization of a Refused Candidate which is a 

, then the provisions set forth below shall be applicable 

thereafter to the further development and commercialization under this Agreement of the Drug 

Product Candidate and Drug Product. 

(a) The Drug Product Candidate and Drug Product shall be developed and 

marketed thereafter 

{b) VER1EX will transition the manufacture of Bulk Drug Substance 

incorporated into the Drug Product to SERONO, at VERTEX's cost, by delivering to SERONO the 

VERTEX Technology and providing to SERONO the technical support in connection therewith 

reasonably necessary to enable SER°"O to manufacture the Bulk Drug Substance in 
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compliance with any and all current Regulatory Approvals. Such VERTEX Technology shall be 

delivered to SERONO in such a way as to communicate it to SERONO promptly, effectively and 

economically. Until such transition is completed, VERTEX shall continue to supply Bulk Drug 

Substance to SERONO hereunder itMinffli~i.~; 
(c) The provisions of Article V of this Agreement relating to the creation and 

operation of the North American Joint Venture will be inapplicable to the Drug Product, and any 

North American Joint Venture already in existence with respect to the Drug Product shall be 

dissolved in a reasonable and orderly manner by agreement of the parties; 

(d) SERONO shall pay to VERTEX an annual royalty hereunder equal to & 
fgffi; 

; and 

(f) The parties will act reasonably and in good faith to accomplish the 

foregoing as expeditiously as practicable under the circumstances, including without limitation by 

executing and delivering any necessary or appropriate amendments to this Agreement. 

6.5.2 Joint Development. If SERONO elects to exercise its Development Election 

then the following provisions shall apply to the development of any 

as to which an application for Regulatory Approval 

was not filed in either the United States or the European Union on the date of exercise of the 

Development Election. If SERONO chooses not to continue development of the Reference 

Compound it will so notify VERTEX in writing at any time prior to the submission of the first 

application for Regulatory Approval with respect to the Reference Compound in either the United 

States or the European Union. The notice shall contain a schedule of 

By notice delivered to 

SERONO within after receipt of SERONO's notice, VERTEX may in the alternative 

either: (a) elect to concur with SERONO and suspend development of the Reference Compound, 

which shall thereafter remain subject to the provisions of this Agreement except for those 

provisions which would require continuing development of the Reference Compound, or (b} 

terminate this Agreement with respect to the Reference Compound and acquire all rights to the 

Reference Compound held by SERONO under this Agreement. In the event \IE.RTEX. chooses 

alternative (b) above, it shall pay to SERONO within-··· rr,: 
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ttj}Qaftii~ij~f~~:~61!1i1.i;c,e~t~t1:~r.'1i~ffll! ift~ffiir~ij~Jm.r*-tffijjijj~and SERONO shall use 

reasonable efforts to transfer to VERTEX any existing regulatory filings and clinical trials 

agreements, and otherwise assist in a smooth transition to 'VERTEX of the Development Program 

relative to the Reference Compound. 

ARTICLE VII - REFUSED CANDIDATES 
ANO FINAL SERONO CANDIDATES 

7.1 General. 

If the Drug Product Candidate is a "Refused Candidate" as provided in Section 3.3 

of the Research Agreement, the specific provisions of Section 7.2 shall apply, and if the Drug 

Product Candidate is a Final SERONO Candidate under Section 3.4 of the Research Agreement, 

the specific provisions of Section 7.3 shall apply. 

7.2 Refused Candidate. 

7.2.1 Additional Payment. VERTEX will provide to SERONO as part of the 

Development Information {as defined in the Research Agreement) with respect to the Drug 

Product Candidate a detailed estimate of the Core Development Costs incurred by VERTEX with 

respect to the development of the Drug Product Candidate as of the date VERTEX provides such 

Development Information to SERONO (the "Second Opportunity Costs"). If SERONO has 

exercised its Development Election (as defined in the Research Agreement) with respect to the 

Drug Pmduct Candidate, it shall pay to VERTEX 

7.2.2 Other Payments. Any milestone payments under Section 6.1 hereof which 

would have become due under this Agreement had the Drug Product Candidate been selected by 

SERONO when initially proposed by VERlEX pursuant to the Research Agreement will be made 

by SERONO within f SERONO's receipt from VERTEX of an executed original of 

this Agreement. 

-·7.3 Final SERONO Candidate. 
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7.3.1 Development. SERONO shall have the sole right and responsibility, at its 

expense, for the development of the Drug Product Candidate, and the provisions of Article I 

hereof o1her than Sections 3.1, 3. 7 and 3.8 (which to the extent inconsistent with such rights 

and responsibilities of SERONO shall be amended) shall be inapplicable to the Drug Product. 

7.3.2 .fu!..rum'.. SEROf\10 shall have the sole right and responsibility, at its 

expense, for the manufacture of all Bulk Drug Substance to meet its needs in connection with the 

development and commercial sale of the Drug Product Candidate; provided, however, that at 

SERONO's expense, VERTEX will deliver to SERONO the VER1EX Technology and provide to 

SERONO the technical support in connection therewith reasonably necessary to enable SERa«:> 

to manufacture Bulk Drug Substance in compliance with any and all current Regulatory 

Approvals. Such VERTEX Technology shall be delivered to SERONO in such a way as to 

communicate it to SERONO promptly, effectively and economically. Notwithstanding the 

foregoing, at the written request of SEROOO, VERlEX will supply SERONO with Bulk Drug 

Substance -~-

@IMAM Such supply shall be made pursuant to the provisions of a supply agreement to be 

negotiated by the parties, including such customary representatlons, warranties, covenants and 

conditions as are necessary or appropriate for transactions of this type, not inconsistent with 

the tenns and conditions hereof and satisfactory in form and substance to the parties and their 

legal advisors. The provisions of Article IV and Section 6.2 of this Agreement shall be 

inapplicable to the Drug Product. 

7.3.3 Marketing. SERONO shall have the sole right and responsibility, at its 

expense, for selling and marketing the Drug Product worldwide and the provisions of Section 5.2 

shall be inapplicable to the Drug Product. The provisions of Sections 5.1 and 5.3 hereof to the 

extent inconsistent with such rights and responsibilities of SERONO shall be amended. 

7.3.4 Milestones. Each of the milestone payments referenced in Section 6.1 

above and payable in connection with the development of the Drug Product Candidate or Drug 

Product 

7.3.5 Royalty. SERONO shall pay to VERTEX, pursuant to Section 6.3 hereof 

(which shall be amended to the extent inconsistent with the provisions of this Section 7.3), a 

royalty on Net Sales of the Drug Product equal to: 

t~1;1;~t;~1tl•"1l'l~1BwRiftl~­
-~md-~~~··,:<'.'_· 

- ., . ,,.... __Jl-
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ARTICLE VIII - TECHNOLOGY 

8.1 Ownership. 

All Know-How discovered or developed under a Development Program hereunder 

exclusively by either party or its Affiliates (directly or through others acting on its behalf) shall be 

owned and Controlled by such party, subject to the provisions of this Agreement. All Patents 

claiming Bulk Drug Substance, the Drug Product Candidate or the Drug Product, or a fonnulation 

or prodrug thereof, invented under a Development Program hereunder by either party or its 

Affiliates (directly or through others acting on its behalf) shall be owned and Controlled by such 

party, subject to the provisions of this Agreement. All such Patents and Know-How invented, 

discovered, or developed, as applicable, jointly by the parties or their Affiliates (directly or 

through others acting on their behalf) shalt be owned and Controlled jointly, subject to the 

provisions of this Agreement. lnventorship shalt be determined in accordance with United States 

patent and other applicable laws. Know-How that is owned and Controlled jointly by the parties 

or their Affiliates shall be "Joint Know-How" and Patents that are owned and Controlled jointly by 

the parties or their Affiliates shall be "Joint Patents." 

8.2 Patent Procurement and Maintenance. 

VER1EX shall be responsible for the preparation, filing, prosecution and 

maintenance of all VERTEX Patents, and any Joint Patents, and SERONO shall be responsible for 

the preparation, filing, prosecution and maintenance of all SERONO Patents. The filing party, with 

the advice of the other party, shall detennine the countries in which applications will be filed_ 

VERTEX shall provide draft applications for Joint Patents to SEROOO sufficiently in advance of 

filing for SEROf\O to have the opportunity to comment thereon. VERlEX shalt furnish SERONO 

with copies of all substantive communications between VERTEX and applicable patent offices 

regarding the Joint Patents. VERTEX and SERONO shall each provide the .DC with periodic 

reports listing, by name, any such Patents filed by it in the United States or the European Union, 

along with a general summary of the claims made and the jurisdictions of filing in the Territory. 

Each party will provide such assistance as the other party may reasonably request in order to 

protect the other party's rights to Patents for which it is responsible under this Section 8.2. 
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8.3 Costs. 

m~:t,1ii\vi1tA1Ei1~•~mu11e.:ia"rtej1i4~1,it~~ii,i•~~o.Effitiitilmli~e-· 
mlii~i~b~irit11..&lv&9~illiilfiifi~l\ffllutf'el1.ffft~lftftfffi~Jfi 
mIBi!lli~1JitiiBlia-D'~nllflDI~'Wtltk--Jili 
~~,,,_Jlli"111J-.~JllfrtffBl-
11111IS.rt!ltll'"' -__._ 
Either party may at any time elect, by written notice to the other party, to discontinue support for 

one or more such Patents {a aDiscontinued Patenr) and shall not be responsible for any costs 

relating to a Discontinued Patent which are incurred more than sixty (60) days after receipt of 

that notice by the other party. In such case, the other party may elect at its sole discretion to 

continue preparation, filing, prosecution or maintenance of the Discontinued Patent at its sole 

expense. The party so continuing shall own any such Discontinued Patent, and the party 

electing to discontinue support shall execute such documents of transfer or assignment and 

perform such acts as may be reasonably necessary to transfer sole ownership of the 

Discontinued Patent to the other party and enable that party to file or to continue prosecution or 

maintenance of the Discontinued Patent, if the other party elects to do so. In the event VERlEX 

elects to discontinue support for a Discontinued Patent, the license granted to VERTEX by 

SERCJ\10 pursuant to Section 2.2 of this Agreement shall tenninate with respect to that 

Discontinued Patent. Discontinuance may be on a country-by-country basis or for a Patent 

series in total. 

8.4 Infringement Claims by Third Parties. 

8.4.1 Notice. If 1he manufacture, import, use, offer to sell or sale of Bulk Drug 

Substance, the Drug Product Candidate and/or the Drug Product results in a daim or reasonable 

apprehension of a claim against a party hereto for patent infringement or for inducing or 

contributing to patent infringement ("Infringement Claim"), the party first having notice of an 

Infringement Claim shall promptly notify the other in writing. The notice shall set forth the facts of 

the Infringement Claim in reasonable detail. 

8.4.2 Third-Party Licenses. In the event that practicing the Technology in 

connection with the manufacture, import, use, offer to sell or sale of the Drug Product Candidate 

and/or the Drug Product in any country would require a license under a Third Party's patent. then 

SERONO will attempt to obtain a license under the Third Party's patent, will consult VERTEX 

regarding the terms of such license, and 

·~1~•~~.i{~~~tr~,~mtt-A~~~&IL 

:,
•',. 
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8.4.3 Discontinued Sales. License or Defense of Suit. If the required license is 

either unavailable or its terms are unacceptable to SERONO, then SERONO may elect in its sole 

discretion to discontinue sales of the Drug Product in such country or to undertake the defense 

No settlement or consent judgment or other voluntary final disposition of a suit -under this Section 8.4 may be entered into without the joint consent of VERTEX and SER(l\J() 

(which consent shall not be unreasonably withheld). 

8.5 Infringement Claims Against Third Parties. 

8.5.1 Protection of Technology. VERTEX and SERONO each agree to take 

reasonable actions to protect their respective Technology from infringement and from 

unauthorized possession or use. 

8.5.2 Infringement of Technology. If any VERTEX Patents, SERONO Patents or 

Joint Patents are infringed or daimed to be invalid or VERTEX Know-How, SERONO Know-How 

or Joint Know-How is misappropriated, as the case may be, by a Third Party, the party to this 

Agreement first having knowledge of such infringement, claim or misappropriation, or knowledge 

of a reasonable probabilrty of such infringement, claim or misappropriation, shall promptly notify 

the other in writing. The notice shall set forth the facts of such infringement. claim or 

misappropriation in reasonable detail. The owner of the Technology, or VERlEX, in the case of 

joint ownership bemeen the parties hereto, shall have the primary right, but not the obligation, to 

institute, prosecute, and control with its own counsel any action or proceeding with respect to 

infringement, claimed invalidity or misappropriation of such Technology and the other party shall 

have the right, at its own expense, to be represented in such action by its own counsel. If the 
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party having the primary right or responsibility to institute, prosecute, and control such action or 

proceeding fails to do so within a period of ninety {90) days after receiving notice of the 

infringement, claim or misappropriation, the other party shall have the right to bring and control 

any such action or proceeding by counsel of its own choice, and the party which had the 

primary responsibility shall have the right, at its own expense, to be represented in any such 

action or proceeding by counsel of its own choice. If one party brings any such action or 

proceeding, the second party may be joined as a party plaintiff, and, in case of joining, the 

second party agrees to give the first party reasonable assistance and authority to file and to 

prosecute such suit. In any case the second party shall provide all reasonable cooperation to 

the first party in connection with such action or proceeding. ~ 

No settlement 

or consent judgment or other voluntary final disposition of a suit under this Section 8.5 may be 

entered into without the joint consent of VERTEX and SERO\IO (which consent shall not be 

unreasonably withheld). 

8.6 Notice of Certification. 

VERTEX and SERONO each shall immediately give notice to the other of any 

certification filed under the U.S. Drug Price Competition and Patent Term Restoration Act of 1984 

claiming that a VERlEX Patent or a SERONO Patent is invalid or that any infringement will not 

arise from the manufacture, use or sale of any product by a Third Party. If VERlEX decides not 

to bring infringement proceedings against the party making such a certification, VERTEX shall 

give notice to SERONO of its decision not to bring suit within twenty-one (21) days after receipt 

of notice of such certification. SERONO may then, but is not required to, bring suit against the 

party that filed the certification. Any suit by SERO'JO or VERTEX shall either be in the name of 

SERONO or in the name of VERTEX, or jointly by SERONO and VERTEX, as may be required by 

law. For this purpose, the party not bringing suit shall execute such legal papers necessary for 

the prosecution of such suit as may be reasonably requested by the party bringing suit. 
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8.7 Patent Term Extensions. 

The parties shall cooperate in good faith with each other in· gaining patent tern, 

extension wherever applicable to VERTEX Patents and SERQ\IO Patents covering the Drug 

Product Candidate or Drug Product. SERONO and VERTEX shall mutually determine which 

patents shall be extended. All filings for such extension shall be made by the party who owns 

the patent, provided, however, that in the event that the party who owns the patent elects not to 

file for an extension, such party shall (i} inform the other party of its intention not to file and (ii} 

grant the other party the right to file for such extension. 

8.8 No Implied Rights. 

Except as expressly provided in this Agreement, no right or license to use any 

intellectual property of either party is granted hereunder by implication or otherwise. 

ARTICLE IX-REPRESENTATIONS AND WARRANTIES 

9.1 Representations and Warranties of VERTEX. 

VERTEX represents and warrants to SERONO as follows: 

(a) Authorization. This Agreement has been duly executed and delivered by 

VERTEX and constitutes the vaHd and binding obligation of VERTEX. enforceable against 

VERTEX in accordance with its terms except as enforceability may be limited by bankruptcy, 

fraudulent conveyance, insolvency, reorganization, moratorium and other laws relating to or 

affecting creditors' rights generally and by general equitable principles. The execution, delivery 

and performance of this Agreement have been duly authorized by all necessary action on the 

part of VERTEX, its officers and directors. The execution, delivery and performance of this 

Agreement does not breach, violate, contravene or constitute a default under any contracts, 

arrangements or commitments to which VERTEX is a party or by which it is bound nor does the 

execution, delivery and performance of this Agreement by VERTEX violate any order, law or 

regulation of any court, governmental body or administrative or other agency having authority 

over it. 

(b} No Third Party Rights. VERTEX owns or possesses adequate licenses or 

other rights to use all VERTEX Technology and to grant the licenses and rights herein. 

(c) Third Party Patents. Except as disclosed in writing between the parties to 

this Agreement or their respective agents, VERTEX is not aware of any issued patents or 

pending patent applications that, if issued, would be infringed by the development, manufacture, 

use, import, offer to sell or sale of the Drug Product Candidate, Bulk Drug Substance or Drug 

Product pursuant to this Agreement. 

9.2 Representations and Warranties of SERONO. 
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SERONO represents and warrants to VERTEX as follows: 

(a) Authorization. This Agreement has been duly executed and delivered by 

SERONO and constitutes the valid and binding obligation of SERONO, enforceable against 

SERONO in accordance with its terms except as enforceability may be limited by bankruptcy, 

fraudulent conveyance, insolvency, reorganization, moratorium and other laws relating to or 

affecting creditors' rights generally and by general equitable principles. The execution, delivery 

and performance of this Agreement have been duly authorized by all necessary action on the 

part of SERONO, its officers and directors. The execution, delivery and performance of this 

Agreement does not breach, violate, contravene or constitute a default under any contracts, 

arrangements or commitments to which SERONO is a party or by which it is bound nor does the 

execution, delivery and performance of this Agreement by SERONO violate any order, law or 

regulation of any court, governmental body or administrative or other agency having authority 

over it. 

(b} Third Party Rights. SERONO owns or possesses adequate licenses or 

other rights to use all SERONO Technology in accordance with the provisions of this Agreement 

and to grant the licenses herein. 

(c) Third Party Patents. Except as disclosed in writing between the parties to 

this Agreement or their respective agents, SER0\10 is not aware of any issued patent or 

pending patent applications that, if issued, would be infringed by the development, manufacture, 

use, import, offer to sell or sale of the Drug Produd Candidate, Bulk Drug Substance or Drug 

Product pursuant to this Agreement. 

ARTICLE X- CONFIDENTIALITY 

10.1 Undertaking. 

Each party shall keep confidential, and other than as provided herein, shall not 

use or disclose, directly or indirectly, any trade secrets, other knowledge, information, 

documents or materials, owned or Controlled by the other party, which have been disclosed (in 

tangible or electronic form or as evidenced by meeting minutes or similar materials) to such party 

after the Effective Date and designated confidential by the disclosing party {any such 

information, "Confidential Information"). All Technology and all Confrdential lnfonnation under the 

Research Agreement shall be deemed Confidential Information. Neither VERlEX nor SERONO 

shall use such Confidential Information of the other party for any purpose, including the filing of 

patent applications containing such infom,ation, without the other party's consent (which shall 

not be unreasonably withheld), other than for conducting the Development Program or as 

otherwise permitted under this Agreement. 
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10.1.1 Nondisclosure and Nonuse. Each party shall take any and all lawful 

measures ta prevent the unauthorized use and disclosure of such Confidential Information, and 

to prevent unauthorized persons or entities from obtaining or using such Confidential Information. 

10.1.2 Disclosure to Affiliates and Agents. Each party will refrain from directly or 

indirectly taking any action which would constitute or facilitate the unauthorized use or 

disclosure of such Confidential Information. Each party may disclose such Confidential 

Information to its Affiliates, their officers, employees and agents, to authorized licensees and 

sublicensees (including VERTEX's Far East collaborator as provided in Sedion 2.3.2 hereof), and 

to subcontractors in connection with the development of the Drug Product Candidate or the 

manufacture of Bulk Drug Substance, or Drug Product, but only ta the extent necessary to 

enable such parties to perform their obligations hereunder or under the applicable license, 

sublicense or subcontract, as the case may be; provided, that such officers, employees, agents, 

licensees, sublicensees and subcontractors have entered into appropriate confidentiality 

agreements for secrecy and non-use of such Confidential Information. 

10.1.3 Liability. Each party shall be liable for any unauthorized use and 

disclosure of such Confidential Information by its Affiliates, officers, employees and agents and 

any such licensees, sublicensees and subcontractors. 

10.2 Exceptions. 

Notwithstanding the foregoing, the provisions of Section 10.1 hereof shall not 

apply to Confidential Information which the receiving party can conclusively establish: 

(a) has entered the public domain without such party's or its Affiliates' breach 

of any obligation owed to the disclosing party; 

(b) is permitted to be disclosed by the prior written consent of the disclosing 

party; 

(c) has become known to the receiving party or any of its Affiliates from a 

source other than the disclosing party, other than by breach of an obrigation of confidentiality 

owed to the disclosing party; 

(d) is disclosed by the disclosing party to a Third Party without restrictions on 

its disclosure; 

(e) is independently developed by the receiving party or its Affiliates without 

use of or reference to the Confidential Information; or 

(f) is required to be disclosed by the receiving party to comply with applicable 

laws or regulations or to defend or prosecute litigation, or to seek Regulatory Approval pursuant 

to this Agreement, provided that the receiving party takes reasonable and lawful actions to avoid 

or minimize the degree of such disclosure, and to have confidential treatment accorded to any 
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Confidential lnfonnation disclosed, and provides prior written notice to the disclosing party within 

a time periOd sufficiently prior to such disclosure to permit the disclosing party to apply for a 

protective order or take other appropriate action to restrict disclosure. The receiving party shall 

fully cooperate with the disclosing party in connection with the disclosing party's efforts to 

obtain any such remedy. 

10.3 Publicity. 

The parties will agree upon the timing and content of any initial press release or 

other public communications relating to this Agreement and the transactions contemplated herein. 

(a) Except to the extent already disclosed in that initial press release or other 

public communication, no public announcement concerning the existence or the terms of this 

Agreement or concerning the transactions described herein shall be made, either directly or 

indirectly, by VERTEX or SERONO, except as may be legally required by applicable laws, 

regulations, or judicial order, without first obtaining the approval of the other party and 

agreement upon the nature, text, and timing of such announcement, which approval and 

agreement shall not be unreasonably withheld. If in the reasonable opinion of a party's legal 

counsel, such a public announcement is legally required by applicable laws, regulations or 

judicial order, then the disclosing party will provide the other party notice reasonable under the 

circumstances of such intended announcement, and to the extent feasible under the 

circumstances will consult with the other party relative to the nature and scope of such intended 

announcement. 

(b) In addition to the foregoing restrictions on public disclosure, if \IERlEX 

concludes that a copy of this Agreement must be filed with the U.S. Securities and Exchange 

Commission, it will provide SERONO with a copy of the Agreement showing any sections as to 

which VERTEX proposes to request confidential treatment, will provide SERONO with an 

opportunity to comment on any such proposal and to suggest additional portions of the 

Agreement for confidential treatment, and will take SERONO's reasonable comments into 

consideration, before filing the same. 

10.4 Survival. 

The provisions of this Article X shall survive the termination of this Agreement and 

shall extend for a period of five (5) years thereafter. 

ARTICLE XI- PUBLICATION 

Each of SERONO and VERTEX reserves the right to publish or publicly present the 

results (the "Results") of the Development Program, subject to the following tenns and 

conditions. The party proposing to publish or publicly present the Results (the ·Publishing Party") 
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will submit a draft of any proposed manuscript, abstract or speech to the other party (the "Non• 

publishing Party") for comments at least JIJ®il~ffl[dj1l prior to submission for publication or oral 

presentation. The Non-publishing Party shall notify the Publishing Party in writing within ~Yi 
- of receipt of such draft whether such draft contains (i} information of the Non­

publishing Party which it considers to be confidential under the provisions of Article X hereof, 

Oi) information that if published would have an adverse effect on a patent application covering 

the subject matter of this Agreement, or (iii) information which the Non-publishing Party 

reasonably believes would be likely to have a material adverse impact on the development or 

commercialization of the Drug Product Candidate or Drug Product. In any such notification, the 

Non-publishing Party shall indicate with specificity its suggestions regarding the manner and 

degree to which the Publishing Party may disclose such information. In the case of item (i) 

above, no party may publish Confidential Information of the other party without its consent in 

violation of Article X of this Agreement. In the case of item Oi) above, the Non-publishing Party 

may request a delay and the Publishing Party shall delay such publication or presentation, for a 

period not exceeding -• to permit the timely preparation and filing of a patent 

application or an application for a certificate of invention on the information at rssue. In the case 

of item (iii) above, if the Publishing Party shall disagree with the Non•publishing Party's 

assessment of the impact of the publication or presentation, then the issue shall be referred by 

the Publishing Party to the JDC for resolution. If the ..OC is unable to reach agreement on the 

matter within after such referral, then the matter, if it involves the disclosure of 

confidential structural information with respect to a Compound, shall be referred to the Chief 

Executive Officers of SERONO and VERTEX, or to other members of senior management of such 

parties who report directly to their respective Chief Executive Officer, who shall attempt in good 

faith to reach a fair and equitable resolution of this disagreement. If the disagreement is not 

resolved in this manner within after referral to the JDC or (as to publications or 

presentations involving structural information) referral to the Chief Executive Officer of each 

party or his designee, as aforesaid, then the Chief Executive Officer of the Publishing Party shall 

notify the Chief Executive Officer of the Non-publishing Party of the decision of the Publishing 

Party as to publication or presentation of any information generated by it, subject always to the 

confidentiality provisions of Article X hereof. This decision shall be final, provided that such 

decision shall be made with reasonable regard for the interests of the Non-publishing Party and 

provided further that no decision shall be made to publish or present information the pubrication 

or presentation of which would have a material adverse effect on the commercial prospects of 

any Drug Candidate or Drug Product. The parties agree that authorship of any publication or 

presentation will be determined based on the customary standards then being applied in the 

relevant scientific journal or conference. The parties will require any agents conducting the 
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Development Program on their behalf to comply with publication and presentation restrictions 

comparable to those set forth herein. 

This Article XI shall terminate with the termination of this Agreement, but the provisions of 

Article X hereof shall con.tinue to govern the disclosure by one party, whether by publication or 

otherwise, of Confidential Information of the other, during the period set forth in Section 10.4. 

ARTICLE XII - DISPUTE RESOLUTION 

12.1 Governing Law, and Jurisdiction. 

This Agreement shall be governed by and construed in accordance with the 

intemal laws of the Commonwealth of Massachusetts and of the United States of America, 

without giving effect to the doctrine of conflict of laws. 

12.2 Dispute Resolution Process. 

Except as otherwise explicitly provided herein, in the event of any controversy or 

claim arising out of or relating to any provision of this Agreement, or the collaborative effort 

contemplated hereby, the parties shall, and either party may, refer such dispute to the JDC, and 

failing resolution of the controversy or claim within thirty (30} days after such referral, the matter 

shall be referred to the Chief Executive Officer of VERlEX and the Chief Executive Officer of 

SERONO, or other members of senior management of such parties who report directly to their 

respective Chief Executive Officers and who are not otherwise directly involved in the 

controversy or claim at issue, each with full authority from the Chief Executive Officer to settle 

the dispute, who shall, as soon as practicable, attempt in good faith to resolve the controversy 

or claim. If such controversy or claim is not resolved within sixty (60) days of the date of initial 

referral of the dispute to the JDC, either party shall be free to initiate proceedings based on such 

controversy or claim in any court having requisite jurisdiction. 

ARTICLE XIII - TERM AND TERMINATION 

13.1 Term. 

The term of this Agreement shall extend with respect to the Drug Product in a 

particular country from the Effective Date until the later of: {a) the last to expire or be invalidated 

of any VERTEX Patents or Joint Patents containing a Valid Patent Claim claiming the Drug Product 

or a method of making or using the same in that country; or (b) if there is no such Valid Patent . 
Claim under a VERTEX Patent or Joint Patent in a particular country, ~ 

iilOJl.ilfilliJ- This Agreement shall expire in any 

event upon the later of the expiration or invalidation of the last of such Valid Patent Claims or 5 
ll'flliiil1itUJb"TJ..iffli-wffl~~§. unless the Agreement is terminated at an earlier 

date pursuant to Sections 13.2, 13.3 or 13.4 hereof. 
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13.2 Termination For Cause. 

In addition to rights of termination which may be granted to either party under 

other provisions of this Agreement, either party may terminate this Agreement upon sixty (60) 

days prior written notice to the other party upon the breach by such other party of any of its 

material obligations under this Agreement, provided that such termination shall become effective 

only if the breaching party shall fail to remedy or cure the breach, or to initiate steps to remedy 

the same to the other party's reasonable satisfaction, within such sixty (60) day period. 

13.3 Termination for Bankruptcy. 

If at any time during the term of this Agreement, an Event of Bankruptcy (as 

defined below) relating to either party (the "Bankrupt Party·) occurs, the other party (the "Other 

Party") shall have, in addition to all other legal and equitable rights and remedies available 

hereunder, the option to terminate this Agreement upon thirty (30) days' written notice to the 

Bankrupt Party. It is agreed and understood that if the Other Party does not elect to terminate this 

Agreement upon the occurrence of an Event of Bankruptcy, except as may otherwise be agreed 

with the trustee or receiver appointed to manage the affairs of the Bankrupt Party, the Other 

Party shall continue to make all payments required of it under this Agreement as if the Event of 

Bankruptcy had not occurred, and the Bankrupt Party shall not have the right to terminate any 

license granted herein. It is agreed and understood that all rights and licenses granted under or 

pursuant to this Agreement by VERTEX to SERONO are, and shall otherwise be deemed to be, 

for purposes of Section 365(n) of the United States Bankruptcy Code, as amended from time to 

time (the "Bankruptcy Code'1, licenses or rights to "intellectual property8 as defined under 

Section 101 (35A) of the Bankruptcy Code. The parties agree that SERONO, as a recipient of 

such rights under this Agreement, shall retain and may fully exercise all of its rights and elections 

under the Bankruptcy Code. Following the occurrence of an Event of Bankruptcy with respect 

to VERTEX and so long as that Event of Bankruptcy continues, VERlEX will no1 without 

SERONO's prior written consent sell, transfer, assign, or otherwise dispose of, or purport to sell, 

transfer, assign or otherwise dispose of, any right, title or interest in, to and under VERTEX 

Technology that is necessary or useful for SERONO to exercise its rights under this Agreement, 

if those rights would be impaired in any material respect by such sale, transfer, assignment or 

other disposition. As used above, the term "Event of Bankruptcy0 shall mean (a) dissolution, 

termination of existence, liquidation or business failure of either party; {b) the appointment of a 

custodian or receiver for either party who has not been terminated or dismissed within ninety 

(90} days of such appointment; (c) the institution by either party of any proceeding under 

national, federal or state bankruptcy, reorganization, receivership or other similar laws affecting 

the rights of creditors generally or the making by either party of a composition or any assignment 
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CONFIDENTIAL 
or trust mortgage for the benefit of creditors or under any national, federal or state bankruptcy, 

reorganization, receivership or other similar law affecting the rights of creditors generally, which 

proceeding is not dismissed within ninety (90) days of filing. 

13.4 Termination by SERONO. 

SERONO may terminate this Agreement ffl...~fiit"Ji®];?JBlt~~ 
~~fli~~. ,;, -_ . ..,.,... ,_ :'Jgfiffi-. n 

such event SERONO, at the request of VERTEX, shall assign or otherwise transfer to VERTEX all 

of its Regulatory Approvals with respect to the Drug Product. 

13.5 Effect of Termination. 

If this Agreement is not terminated at an earlier date, then upon its expiration in 

accordance with the last sentence of Section 13.1 hereof in a given country SERONO shall have 

an irrevocable, fully paid-up exclusive license, with the right to sublicense, in such country under 

the VERTEX Technology to develop, manufacture, have manufactured, use, sell, offer to sell and 

import the Bulk Drug Substance, Drug Product Candidate and Drug Product If this Agreement is 

not terminated at an earlier date, then upon its expiration in accordance with Section 13.1 hereof 

in all countries in the Territory, SEROOO shall have an irrevocable, fully paid-up exclusive 

license, with the right to sublioense, in the Territory under the VERTEX Technology to develop, 

manufacture, have manufactured, use, sell, offer to sell and import the Bulk Drug Substance, 

Drug Product Candidate and Drug Product. Upon any such termination of this Agreement in any 

country, VERTEX will deliver to SERONO the VERTEX Technology and provide to SERDf-.0 the 

technical support in connection therewith reasonably necessary to enable SERONO to 

manufacture Bulk Drug Substance in compliance with any and all current Regulatory Approvals. 

Such VERTEX Technology shall be delivered to SERONJ in such a way as to communicate it to 

SERONO promptly, effectively and economically. At the written request of SERONO, VERl"EX 

will continue to supply SERONO with Bulk Drug Substance under the terms of this Agreement for 

such period, not to exceed eighteen (18) months, as may be reasonably necessary for SERCl'JO 

to procure its own supply of Bulk Drug Substance. Upon any termination of this Agreement 

pursuant to Sections 13.2 through 13.4 hereof, SERONO shall have the right to sell its inventory 

of the Drug Product for a period of six (6) months from the date of termination provided SERO'JO 

complies with the provisions of Sections 6.2 through 6.4 hereof. In the event the license granted 

to SERONO under Section 2.1 hereof terminates for any reason, each of SERONO's 

sublicensees at such time shall continue to have the rights and license set forth in their 

sublicense agreements; provided, however, that such sublicensee agrees in writing that 

VERTEX is entitled to enforce all relevant terms and conditions of such sublicense agreement 

directly against such sublicensee. Termination of this Agreement for any reason, or expiration of 
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this Agreement, will not affect: (i} obligations, including the obligation for payment of any supply 

payments, which have accrued as of the date of termination or expiration, and (ii) rights and 

obligations which, from the context thereof, are intended to survive te1111ination or expiration of 

this Agreement including obligations pursuant to Articles VI, VIII, X, XII, Xlll, XIV and XV, to the 

extent applicable. Any right to terminate this Agreement shall be in addition to and not in lieu of all 

other rights or remedies that the party giving notice of termination may have at law or in equity or 

otherwise, including without limitation rights under the Uni1ed States Bankruptcy Code. 

ARTICLE XIV - INDEMNIFICATION 

14.1 Indemnification by VERTEX. 

VERTEX will indemnify and hold SERONO and its Affiliates, and their employees, 

officers and directors harmless from and against any loss, damage, action, suit, daim, demand, 

liability, judgment, cost or expense (a "Loss~), that may be brought, instituted or arise against or 

be incurred by such Persons to the extent such Loss is based on or arises out of: 

_,._ a,~·-<, 

(b) the breach by VERTEX of any of its covenants, representations or 

warranties set forth in this Agreement; and 

(c) provided however, that the foregoing indemnification and hold harmless 

obligation shall not apply to any Loss to the extent such Loss is caused by the negligent or 

willful misconduct of SER ONO or its Affiliates. 

14.2 Indemnification by SERONO, 

SERONOwill indemnify and hold VERTEX, and its Affiliates, and their employees, 

officers and directors harmless from and against any Loss that may be brought, instituted or 

arise against or be incurred by such Persons to the extent such Loss is based on or arises out 

of: 
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(b) the breach by SERONO of any of its covenants, representations or 

warranties set forth in this Agreement; and 

(c) provided that the foregoing indemnification and hold harmless obligation 

shall not apply to any Loss to the extent such Loss is caused by the negligent or willful 

misconduct of VERTEX or its Affiliates. 

14.3 Claims Procedures. 

Each Party entitled to be indemnified by the other Party (an ulndemnified Partyn) 

pursuant to Section 14.1 or 14.2 hereof shall give notice to the other Party (an urndemnifying 

Party•) promptly after such Indemnified Party has actual knowledge of any threatened or 

asserted claim as to which indemnity may be sought, and shall permit the Indemnifying Party to 

assume the defense of any such claim or any litigation resulting therefrom; provided: 

(a) That counsel for the Indemnifying Party, who shall conduct the defense of 

such claim or any litigation resulting therefrom, shall be approved by the Indemnified Party 

(whose approval shall not unreasonably be withheld) and the Indemnified Party may participate 

in such defense at such party's expense (unless (i) the employment of counsel by such 

Indemnified Party has been authorized by the Indemnifying Party; or (ii) the Indemnified Party 

shall have reasonably concluded that there may be a conflict of interest between the 

Indemnifying Party and the Indemnified Party in the defense of such action, in each of which 

cases the Indemnifying Party shall pay the reasonable fees and expenses of one law firm 

serving as counsel for the Indemnified Party, which law firm shall be subject to approval, not to 

be unreasonably withheld, by the Indemnifying Party); 

(b) The failure of any Indemnified Party to give notice as provided herein shall 

not relieve the Indemnifying Party of its obligations under this Agreement to the extent that the 

failure to give notice did not result in harm to the Indemnifying Party; 

·(c} No Indemnifying Party, in the defense of any such claim or litigation, shall, 

except with the approval of each Indemnified Party which approval shall not be unreasonably 

withheld, consent to entry of any judgment or enter into any settlement which (i) would result in 

injunctive or other relief being imposed against the Indemnified Party; or (ii) does not include as 

an unconditional tenn thereof the giving by the claimant or plaintiff to such Indemnified Party of a 

release from all liability in respect to such daim or litigation. The Indemnified Party shall have no 

right to settle or compromise any such claim or litigation without the Indemnifying Party's prior 

written consent; and 
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(d) Each Indemnified Party shall furnish such information regarding itself or the 

claim in question as an Indemnifying Party may reasonably request in writing and shall be 

reasonably required in connection with the defense of such claim and litigation resulting 

therefrom. 

14.4 Insurance. 

Each party shall maintain and keep in force for the term of this Agreement 

comprehensive general liability insurance including Products/Completed Operations, Contractual 

and Broad Form Property Damage covering its indemnification obligations hereunder with a 

minimum limit of :IOOM.ifii!Blifitlla 
. It is understood that such insurance shall not be construed 

to limit a party's liability with respect to such indemnification obligations. Such insurance shall be 

placed with a first class insurance carrier with at least a BBB rating by Standard & Poor. 

Promptly after execution and delivery of this Agreement, each party shall furnish a certificate of 

insurance to the other party evidencing the foregoing endorsements, coverage and limits, and 

providing that such insurance shall not expire or be canceled or modified without at least thirty 

(30) days prior notice to the other party. 

ARTICLE XV- MISCELLANEOUS PROVISIONS 

15.1 Waiver. 

No provision of the Agreement may be waived except in writing by both parties 

hereto. No failure or delay by either party hereto in exercising any right or remedy hereunder or 

under applicable law will operate as a waiver thereof, or a waiver of that or any other right or 

remedy on any subsequent occasion. 

15.2 Force Majeure. 

Neither party will be in breach hereof by reason of its delay in the performance of 

or failure to perform any of its obligations hereunder, if that delay or failure is caused by strikes, 

acts of God or the public enemy, riots, incendiaries, interference by civil or military authorities, or 

any similar cause beyond its control and without its fault or negligence; provided, however, the 

party claiming force majeure shall promptly notify the other party of the existence of such force 

majeure, shall use its best efforts to avoid or remedy such force majeure and shall continue 

perfonnance hereunder with the utmost dispatch whenever such force majeure is avoided or 

remedied. Notwithstanding the foregoing, in the event that VERTEX provides notice of force 

majeure to SEROOO, SERONO shall have the right not to make any future payments otherwise 

payable hereunder until such time as VERTEX resumes performance hereunder, and the 

schedule for payments hereunder shall be revised to apply any payments already made in 
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advance by SERONO for the performance so delayed or suspended by VERlEX hereunder to 

such performance once tt is resumed or to refund any such payments to SERONO in the event 

that such performance is not for any reason resumed. 

15.3 Registration of License. 

SERONO may, at its expense, register the license granted under this Agreement in 

any country where the use, sale, importation, offer to sell or manufacture of a Drug Product in 

such country would be covered by a Valid Patent Claim. Upon request by SERO'JO, VERlEX 

agrees promptly to execute any "short form~ licenses submitted to it by SERONO in order to 

effect the foregoing registration in such country, but such licenses shall in no way alter or affect 

the obligations of the parties hereunder. 

15.4 Severability. 

Should one or more provisions of this Agreement be or become invalid, then the 

parties hereto shall attempt to agree upon valid provisions in substitution for the invalid 

provisions, which in their economic effect come so close to the invalid provisions that it can be 

reasonably assumed that the parties would have accepted this Agreement with those new 

provisions. If the parties are unable to agree on such valid provisions, the invalidity of such one 

or more provisions of this Agreement shall nevertheless not affect the validity of the Agreement 

as a whole, unless the invalid provisions are of such essential importance to this Agreement that 

it may be reasonably presumed that the parties would not have entered into this Agreement 

without the invalid provisions 

15.5 Government Acts. 

In the event that any act, regulation, directive, or law of a country or its 

government, including its departments, agencies or courts, should make impossible or prohibit, 

restrain, modify or limit any material act or obligation of SERONO or VERTEX under this 

Agreement, the party, if any, not so affected. shall have the right, at its option, to suspend or 

terminate this Agreement as to such country, lf good faith negotiations between the parties to 

make such modifications therein as may be necessary to fairly address the impact thereof are 

not successful after a reasonable period of time in producing mutually acceptable modifications 

to this Agreement. 

15.6 Government Approvals. 

Each party will obtain any government approval required in its country of domicile, 

or under any treaties or international agreements to which its country of domicile is a signatory, 

to enable this Agreement to become effective. or to enable any payment hereunder to be made, 

or any other obligation hereunder to be observed or performed. Each party will keep the other 
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informed of progress in obtaining any such government approval, and will cooperate with the 

other party in any such efforts. 

15.7 Assignment; Successors and Assigns. 

This Agreement may not be assigned or otherwise transferred by either party 

without the prior written consent of the other party; provided, however, that either party may 

assign this Agreement, without the consent of the other party, (i) to any of its Affiliates, if the 

assigning party guarantees the full performance of its Affiliates' obligations hereunder, or (ii) in 

connection with the transfer or sale of all or substantially all of its assets or business or in the 

event of its merger or consolidation with another company. Any purported assignment in 

contravention of this Section 15.7 shall, at the option of the nonassigning party, be null and void 

and of no effect. No assignment shall release either party from responsibility for the 

performance of any of its accrued obligations hereunder. This Agreement shall be binding upon 

and enforceable against the successor to or any permitted assignee of either of the parties 

hereto. 

15.8 Export Controls. 

This Agreement is made subject to any restrictions concerning the export of 

materials and Technology from the United States which may be imposed upon either party to this 

Agreement from time to time by the United States Government. In the event any such restrictions 

are imposed after the Effective Date and thereby render any provisions of this Agreement invalid 

or unenforceable, the provisions of Section 15.4 of this Agreement shall be applicable to those 

provisions. SERONO will not export, directly or indirectly, any VERTEX Technology or any Bulk 

Drug Substance, Drug Product Candidates or Drug Products utilizing such Technology to any 

countries for which the United States Government or any agency thereof at the time of such 

export requires an export license or other governmental approval, without first obtaining the 

written consent to do so from the Department of Commerce or other applicable agency of the 

United States Government in accordance with the applicable statute or regulation. 

15.9 Affiliates. 

Each party may perform its obligations hereunder personally or through one or 

more Affiliates, although each party shall nonetheless be solely responsible for the performance 

of its Affiliates. Neither party shall permit any of its Affiliates to commit any act (including any act 

of omission) which such party is prohibited hereunder from committing directly. 
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15.10 Counterparts. 

This Agreement may be signed in any number of counterparts with the same 

effect as if the signatures to each counterpart were upon a single instrument, and all such 

counterparts together shall constitute the same agreement. 

15.11 No Agency. 

Nothing herein contained shall be deemed to create an agency, joint venture, 

amalgamation, partnership or similar relationship between SERONO and VERTEX. 

Notwithstanding any of the provisions of this Agreement, neither party shall at any time enter 

into, incur, or hold itself out to third parties as having authority to enter into or incur, on behalf of 

the other party, any commitment, expense, or liability whatsoever, and all contracts, expenses 

and liabilities in connection with or relating to the obligations of each party under this Agreement 

shall be made, undertaken, incurred or paid exclusively by that party on its own behalf, and not 

as an agent or representative of the other party. 

15.12 Notice. 

All communications between the parties with respect to any of the provisions of 

this Agreement will be sent to the addresses set out below, or to other addresses as designated 

by one party to the other by notice pursuant hereto, by air courier (which shall be deemed 

received by the other party on the third (3 rd) business day following deposit with the air courier 

company), or by facsimile transmission, or other electronic means of communication (which shall 

be deemed received when transmitted), with confirmation by air courier, sent by the close of 

business on or before the next following business day: 

If to SERONO, at: 

Laboratoires Serano S.A. 
Zone lndustrielle de l'Ouriettaz 
1170 Aubonne 
Switzerland 
Fax: 41-22-354-5020 
Attention: General Manager 

with a copy to: 

Serono International SA 
15 bis Chemin des Mines 
1202 Geneva 
Switzerland 
Fax: 41-22-739-3070 
Attention: General Counsel 

and 
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ifto VERTEX, at: 

Vertex Pharmaceutical Incorporated 
130 Waverly Street 
Cambridge, MA U.S.A. 02139-4211 
Fax: (617) 577•6680 
Attention: Chief Executive Officer 

with a copy to: 

Krlq:Btrck& Lockhart LLP 
75 State Street 
Boston, MA U.S.A. 02109 
Fax: (617) 951•9151 
Attention: Kenneth S. Boger, Esq. 

15.13 Headings. 

The section and paragraph headings are for convenience of reference only and 

will not be deemed to affect in any way the language of the provisions to which they refer. 

15.14 Entire Agreement. 

This Agreement, including the Schedules appended hereto, contains the entire 

understanding of the parties relating to the matters referred to herein, except as matters 

referenced herein are also addressed in the Research Agreement, and may only be amended by 

a written document referencing this Agreement, duly executed on behalf of the respective 

parties. 

[Signature Page Follows] 
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IN WTNESS VvHEREOF, the parties hereto have caused this Agreement to be executed 

and delivered by their duly authorized representatives as of the day and year first above written. 

VERTEX PHARMACEUTICALS INCORPORATED 

By:________________ 

Trtle: 

LABORATOJRES SERONO S.A. 

By:,________________ 

Title;__________________ 

By:________________ 

Tit~:.________________ 
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Schedule 1.11 

Drug Product Candidate 

To be supplied 
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Schedule 1.40 

SERONO Patents 
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Schedule 1.16 

Countries of the Far East 

Brunei 

Burma (Myanmar) 

Cambodia (Kampuchea) 

Indonesia 

Japan 

Laos 

Malaysia 

Mongolia 

Philippines 

Singapore 

Thailand 

Vietnam 

Korea (South and North) 

Taiwan 

People's Republic of China 
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Schedule 1.47 

VERTEX Patents 
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