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EU 210704347v3
This Agreement is made on ______________________2021 between:
(1) [●] (“COVAX Participant”); and
(2) [MANUFACTURER], a company incorporated in [●] with registered number [●] whose registered office is at [●] (“Manufacturer”).
Whereas:
(A) [bookmark: _Ref57107755]In its role of leading the vaccine pillar of the Access to COVID-19 Tools (ACT) Accelerator, the Gavi Alliance (“Gavi”) and the Manufacturer have entered into an advance purchase agreement dated 15 January 2021 (the “APA”) for the Vaccine. 
(B) Under the APA, the COVAX Participant has the ability to access, via a Designated Procurement Agency on a self-financed basis, doses of Vaccine developed and produced by Manufacturer in accordance with the mechanism prescribed by the APA. 
(C) [bookmark: _Ref57110118]In recognition of the circumstances in which the Vaccine has been developed, the COVAX Participant has agreed to indemnify the Manufacturer against certain risks, as set out in this Agreement. 
It is agreed as follows:
1 [bookmark: _Ref266978167][bookmark: _Toc527645461][bookmark: _Toc58842087][bookmark: _Toc61475526][bookmark: _Toc61593482][bookmark: _Toc61543098]Interpretation
1.1 Definitions
In this Agreement, unless the context otherwise requires:
“Affiliate” means with respect to a Person (or BioNTech where relevant), any Person that directly, or indirectly through one or more intermediaries, controls, is controlled by or is under common control with the named Person or BioNTech. “Control” and, with correlative meanings, the terms “controlled by” and “under common control with” mean (i) the power to direct the management or policies of a Person, whether through ownership of voting securities or by contract relating to voting rights or corporate governance, resolution, regulation or otherwise, or (ii) to own more than 50 per cent of the outstanding voting securities or other ownership interest of such Person;
“APA” has the meaning assigned to it in Recital (A);
“BioNTech” means BioNTech SE, a company organized and existing under the laws of Germany;
“Confidential Information” has the meaning given to it in Clause 3.1.1;
“Control” means the power (whether direct or indirect through one or more other persons) to direct or cause the direction of a person’s affairs, whether by means of holding shares, possessing voting power, exercising contractual powers or otherwise, and “Controlled” will be construed accordingly;
“Designated Procurement Agency” means any procurement agency designated by Gavi and acting on Gavi’s behalf in procuring Vaccine under the APA;
“Group” means, in respect of any person, any persons that Control, are Controlled by or are under the common Control with that person from time to time;
“Indemnified Claim” means a claim in respect of which the COVAX Participant has an obligation to indemnify the Indemnified Persons pursuant to Clause 2.1;
“Indemnified Persons” shall have the meaning given in Clause 2.1;
“Losses” shall have the meaning given in Clause 2.1; 
“Person” means an individual, sole proprietorship, partnership, limited partnership, limited liability partnership, corporation, limited liability company, business trust, joint stock company, trust, incorporated association, joint venture or similar entity or organization, including a government or political subdivision, department or agency of a government;
“Privileges and Immunities” means any privileges, immunities, or legislation in [Country][footnoteRef:1], including no-fault vaccine compensation programs, pandemic insurance programs, immunities from suit or liability, or any protections, defenses, or limitations-of-liability (whether statutory, regulatory, common law or otherwise), existing or future, that may separately protect Indemnified Persons from Losses; [1:  Note to Draft: To be amended to reflect applicable country.] 

“Serious Injury” means a physical injury that is life-threatening, or results in or requires medical or surgical intervention to preclude permanent impairment of a body function or results in permanent damage to a body structure;
“Vaccine” or “Vaccines” means (a) all vaccines manufactured, in whole or in part, or supplied, directly or indirectly, by or on behalf of the Manufacturer or BioNTech or any of their Affiliates that are intended for the prevention of the human disease COVID-19 or any other human disease, in each case which is caused by any of the virus SARS-CoV-2, and/or any or all related strains, mutations, modifications or derivatives of the foregoing, (b) any device, technology, or product used in the administration of, or to enhance the use or effect of, such vaccine, (c) any component or constituent material of (a)-(b), or (d) any use or application of any product referred to in (a)-(b); and
“Wilful Misconduct” means a wrongful act, willingly and knowingly committed without legal or factual justification, with the intent to cause the harmful effects. Each element of wilful misconduct must be shown by clear and convincing evidence.  Further, an alleged act or omission shall not constitute wilful misconduct if the [APPLICABLE REGULATORY AUTHORITY][footnoteRef:2] or, where doses from the same lot of the product have been supplied in jurisdictions over which the US Food and Drug Administration or the European Medicines Agency / the European Commission has supervisory functions that competent authority, does not take an enforcement action against an Indemnified Person, or initiates an enforcement action but terminates or resolves the action without a criminal conviction, a civil monetary payment, a product recall, or a suspension or withdrawal of an approval or clearance [2:  Note to Draft: To be amended to reflect local regulatory authority.] 

1.2 Interpretation
1.2.1 References to the “Parties” mean the COVAX Participant and the Manufacturer and their respective successors and permitted assigns.
1.2.2 [bookmark: _Ref57112131]References to a statute or statutory provision include:
(i) that statute or statutory provision as from time to time modified, re-enacted or consolidated, whether before or after the date of this Agreement; and
(ii) any subordinate legislation made from time to time under that statute or statutory provision.
2 [bookmark: _Ref57230954][bookmark: _Toc58842088][bookmark: _Toc61475527][bookmark: _Toc61593483][bookmark: _Toc61543099]Indemnifications 
2.1 [bookmark: _Ref52315489][bookmark: _Ref52372630]Indemnity
[bookmark: _Ref52556739][bookmark: _Hlk53663389]Subject to Clause 2.2, the COVAX Participant hereby agrees to indemnify, defend and hold harmless the Manufacturer, BioNTech, each of their Affiliates, contractors, sub-contractors, licensors, licensees, sub-licensees, distributors, contract manufacturers, services providers, clinical trial researchers, third parties to whom the Manufacturer or BioNTech or any of their respective Affiliates may directly or indirectly owe an indemnity based on the research, development, manufacture, distribution, commercialization or use of the Vaccine, and each of the officers, directors, employees and other agents and representatives, and the respective predecessors, successors and assigns of any of the foregoing (“Indemnified Person”), from and against any and all suits, claims, actions, demands, losses, damages, liabilities, settlements, penalties, fines, costs and expenses (including reasonable attorneys’ and other counsels’ fees and other expenses of an investigation or litigation), whether sounding in contract, tort (delict), intellectual property, or any other theory, and whether legal, statutory, equitable or otherwise by any natural or legal person (collectively, “Losses”) caused by, arising out of, relating to, or resulting  from the Vaccine, including but not limited to any stage of design, development, investigation, formulation, testing, clinical testing, manufacture, labeling, packaging, transport, storage, distribution, marketing, promotion, sale, purchase, licensing, donation, dispensing, prescribing, administration, provision, or use of the Vaccine, any information, instructions, advice or guidance provided by suppliers and relating to the use of the Vaccine, or any processing or transfer of anyone’s personal information processed and transferred by the COVAX Participant to the Indemnified Person.
2.2 [bookmark: _Ref57150973]Exceptions
2.2.1 Clause 2.1 shall not apply if such Losses were directly caused by the Wilful Misconduct of an Indemnified Person that resulted in death or Serious Injury to a third party.  
2.3 Conduct of Indemnified Claims
2.3.1 [bookmark: _Ref57287701]The Indemnified Person shall notify the COVAX Participant of Losses for which it is seeking indemnification hereunder pursuant to an Indemnified Claim. 
2.3.2 Upon such notification, the Indemnified Person shall have the option to conduct and control the defense or to require the COVAX Participant to promptly assume conduct and control of the defense of such Indemnified Claims with counsel acceptable to Indemnified Person(s), whether or not the Indemnified Claim is rightfully brought; provided, however, that the COVAX Participant shall provide advance notice in writing of any proposed compromise or settlement of any Indemnified Claim and in no event may COVAX Participant compromise or settle any Indemnified Claim without Indemnified Person(s)’s prior written consent, such consent not to be unreasonably withheld.  Indemnified Person(s) shall reasonably cooperate with COVAX Participant in the defense of any Indemnified Claims conducted and controlled by the COVAX Participant.  
2.3.3 Each Indemnified Person shall have the right to retain its own counsel and to participate in the COVAX Participant’s defense of any Indemnified Claim, at its own cost and expense except as set forth below. A failure by the Indemnified Person(s) to give notice of Indemnified Claims or to offer to tender the defense of the action or suit pursuant to this section shall not limit the obligation of the COVAX Participant under this Article, except and only to the extent the COVAX Participant is actually prejudiced thereby.  
2.3.4 Notwithstanding the foregoing, the Manufacturer, directly or through any of its affiliates or through BioNTech,  may elect to assume control of the defense of an Indemnified Claim (a) within thirty (30) days of Indemnified Person’s notice to COVAX Participant of the Indemnified Claim or (b) at any time if, in the Manufacturer’s sole discretion, (i) the COVAX Participant fails to timely assume the defense of or reasonably defend such Indemnified Claim(s) to the satisfaction of the the Manufacturer (and the Manufacturer’s affiliates and BioNTech) or (ii) the Manufacturer believes (or any of the Manufacturer’s affiliates or BioNTech believe) in good faith that a bona fide conflict exists between Indemnified Person(s) and COVAX Participant with respect to an Indemnified Claim hereunder.  Upon written notice of such election, the Manufacturer shall have the right to assume control of such defense (directly or through either one of its affiliates or BioNTech), and the COVAX Participant shall pay (as incurred and on demand), all Losses, including the reasonable attorneys’ fees and other expenses incurred by Indemnified Person(s), in connection with the Indemnified Claim.  In all events, the COVAX Participant shall cooperate with Indemnified Person(s) in the defense, settlement or compromise of the Indemnified Claim.
2.3.5 Costs and expenses, including fees and disbursements of counsel, incurred by the Indemnified Person(s) in connection with any Indemnified Claim shall be reimbursed on a quarterly basis by the COVAX Participant, without prejudice to the COVAX Participant’s right to refund in the event that the COVAX Participant is ultimately held in a final, non-appealable judgment to be not obligated to indemnify the Indemnified Person(s).
2.3.6 COVAX Participant acknowledges that its indemnification obligations under this Agreement are (1) expressly in addition to, and not limited by, any Privileges and Immunities, and (2) do not waive or relinquish Indemnified Persons rights to any Privileges and Immunities.
3 [bookmark: _Toc58842089][bookmark: _Toc61475529][bookmark: _Toc61593484][bookmark: _Toc61543100]Confidentiality
3.1.1 [bookmark: _Ref266967159][bookmark: _Ref57745671]Each Party shall treat as strictly confidential and not disclose or use any information received or obtained in connection with this Agreement (or any agreement entered into pursuant to this Agreement) in addition to the terms of this Agreement (collectively, “Confidential Information”), unless the disclosing Party has given prior written approval to the disclosure or use.
3.1.2 The provisions of Clause 3.1.1 above shall not prohibit disclosure or use of Confidential Information if and to the extent: 
(i) the Manufacturer and/or members of the Manufacturer’s Group use information provided by the COVAX Participant in relation to Indemnified Claims for its own business purposes;
(ii) required by applicable law or regulation or for the purpose of any judicial or regulatory proceedings or to a tax authority in connection with the tax affairs of a Party or pursuant to any applicable listing rules; 
(iii) it becomes publicly available other than as a result of a breach of an obligation of confidentiality; or
(iv) the information is already in the lawful possession of the receiving Party or is independently developed by the receiving Party.
4 [bookmark: _Toc58842090][bookmark: _Toc61475530][bookmark: _Toc61593485][bookmark: _Toc61543101][bookmark: _Toc527645472]Warranties
[bookmark: _Ref116309672]Each Party warrants and represents that, as at the date of this Agreement:
(i) [bookmark: _Ref117573171]it has full capacity and authority to enter into and to perform this Agreement;
(ii) this Agreement is executed by a duly authorised representative of that Party; and
(iii) [bookmark: _Ref117573306]once duly executed, this Agreement will constitute its legal, valid and binding obligations.
5 [bookmark: _Toc58842091][bookmark: _Toc61475531][bookmark: _Toc61593486][bookmark: _Toc61543102]Reimbursement of Losses
The COVAX Participant shall reimburse Losses incurred by an Indemnified Person in respect of an Indemnified Claim on a quarterly basis, provided that at least one month in advance of each quarterly date the Indemnified Person has shared with the COVAX Participant reasonably satisfactory evidence of those Losses. 
6 [bookmark: _Toc58842092][bookmark: _Toc61475532][bookmark: _Toc61593487][bookmark: _Toc61543103]Other Provisions
6.1 [bookmark: _Ref266978297]Whole Agreement
6.1.1 This Agreement constitutes the entire agreement between the Parties with respect to the subject of this Agreement and (to the extent permissible by law) supersedes all prior representations or oral or written agreements between the Parties with respect to that subject matter.
6.1.2 Each Party agrees and acknowledges that it has not been induced to enter into this Agreement by any representation, warranty or undertaking not expressly incorporated into it.
6.2 [bookmark: _Ref266978996]Assignment 
6.2.1 Neither Party shall assign, novate or otherwise transfer any of its rights or obligations under this Agreement to any person without the prior written consent of the other Party (not to be unreasonably withheld or delayed).
6.3 Third Party Rights
3. [bookmark: _Ref266979060]A person who is not a Party to this Agreement has no right under the Contracts (Rights of Third Parties) Act 1999 to enforce any term of this Agreement except to the extent set out in Clause 6.3.2 (Third Party Rights).
3. [bookmark: _Ref267468488]Each Indemnified Person may enforce and rely on this Agreement to the same extent as if it were a Party.
3. This Agreement may be terminated and any term may be amended or waived without the consent of any person described in Clause 6.3.2 (Third Party Rights).
6.4 [bookmark: _Ref266978324]Costs
Each Party must bear its own costs arising out of the negotiation, preparation and execution of this Agreement.
6.5 Several Obligations
No Party to this Agreement is responsible for the obligations of the other Party to this Agreement. The rights and obligations of each Party under or in connection with this Agreement are separate and independent.
6.6 Construction
Except where the context requires otherwise, whenever used the singular includes the plural, the plural includes the singular, the use of any gender is applicable to all genders and the word “or” has the inclusive meaning represented by the phrase “and/or”. The headings of this Agreement are for convenience of reference only and do not define, describe, extend or limit the scope or intent of this Agreement or the scope or intent of any provision contained in this Agreement. The term “including” or “includes” as used in this Agreement means including, without limiting the generality of any description preceding such term. The wording of this Agreement shall be deemed to be the wording mutually chosen by the Parties and no rule of strict construction shall be applied against either Party.
6.7 Amendment
No variation of this Agreement shall be valid unless it is in writing and signed by or on behalf of each of the Parties to it.
6.8 Counterparts
This Agreement may be executed in any number of counterparts, each of which shall be deemed an original and all of which taken together shall be deemed to constitute one and the same agreement. The Parties agree that execution of this Agreement by industry standard electronic signature software and/or by exchanging executed signature pages in .pdf format via email shall have the same legal force and effect as the exchange of original signatures, and that in any proceeding arising under or related to this Agreement, each Party hereby waives any right to raise any defence or waiver based upon execution of this Agreement by means of such electronic signatures or maintenance of the executed agreement electronically.
6.9 [bookmark: _Ref58862200]Notice
Any notice, request, or other communication permitted or required under this Agreement shall be in writing, shall refer specifically to this Agreement and shall be deemed given only if hand delivered or sent by an internationally recognized overnight delivery service, costs prepaid, addressed to the applicable Party at its address first set forth above (or to such other address as the Party to whom notice is to be given may have provided to the other Party in accordance with this Clause 6.9), and sent to the attention of [●] (with respect to Manufacturer), or to [●] (with respect to COVAX Participant). A copy of the communication shall also be emailed to Manufacturer at [●], or to COVAX Participant at [●]. Such notice shall be deemed to have been given as of the date delivered by hand, or on the fourth calendar day (at the place of delivery) after deposit with an internationally recognized overnight delivery service, whichever is the earlier.
6.10 Invalidity
6.10.1 [bookmark: _Ref58862220]If any provision in this Agreement shall be held to be illegal, invalid or unenforceable, in whole or in part, the provision shall apply with whatever deletion or modification is necessary so that the provision is legal, valid and enforceable and gives effect to the commercial intention of the Parties.
6.10.2 To the extent it is not possible to delete or modify the provision, in whole or in part, under Clause 6.10.1 (Invalidity) then such provision or part of it shall, to the extent that it is illegal, invalid or unenforceable, be deemed not to form part of this Agreement and the legality, validity and enforceability of the remainder of this Agreement shall, subject to any deletion or modification made under Clause 6.10.1 (Invalidity), not be affected.
6.11 Waiver
A Party’s failure to enforce, at any time or for any period of time, any provision of this Agreement, or to exercise any right or remedy shall not constitute a waiver of that provision, right or remedy or prevent such Party from enforcing any or all provisions of this Agreement and exercising any rights or remedies. To be effective any waiver must be in writing. The rights and remedies provided herein are cumulative and do not exclude any other right or remedy provided by law or otherwise available except as expressly set forth herein.
6.12 [bookmark: _Ref57151064]Governing Law and Submission to Jurisdiction
6.12.1 This Agreement and any non-contractual obligations arising out of or in connection with it shall be governed by English law.
6.12.2 All disputes arising out of or in connection with this Agreement, including disputes as to its conclusion, validity, existence, binding effect and amendment, including a dispute as to the validity and existence of this Clause 6.12, shall be resolved by confidential arbitration, in accordance with the Rules of Arbitration of the International Chamber of Commerce. The number of arbitrators shall be three, one appointed by or on behalf of each Party and the third arbitrator, who shall act as president of the tribunal, shall be appointed by the two arbitrators appointed by or on behalf of the Parties. If the third arbitrator is not chosen and nominated to the International Court of Arbitration of the ICC for appointment within 30 days of the date of confirmation of the later of the two party-appointed arbitrators to be confirmed by the International Court of Arbitration of the ICC, he/she shall be chosen by the International Court of Arbitration of the ICC. No arbitrator shall be of the same nationality as any party. The tribunal shall draw up, and submit to the parties for signature, the terms of reference within 21 days of receiving the file. The terms of reference shall not include a list of issues to be determined. The seat (or legal place) shall be in Geneva. The language of the arbitration shall be English. The parties agree to be bound by any award made by the tribunal. The parties waive their right to any form of appeal, review or recourse to any state court or other legal authority, insofar as such waiver shall not be prohibited under any applicable law.
6.13 Sovereign immunity waiver
The COVAX Participant hereby expressly, unconditionally and irrevocably waives, to the fullest extent possible, in respect of itself and its assets, any right of immunity (including, without limitation, any immunity from service, jurisdiction, attachment or execution) under the laws of any jurisdiction on the grounds of sovereignty or otherwise which may now or hereafter exist, and agrees not to assert any such right or claim in any legal action or proceeding, wherever such action or proceeding occurs. This waiver includes waiving any right of sovereign immunity as to the COVAX Participant and any of its property, whether commercial or non-commercial, including any bank account belonging to the COVAX Participant.
6.14 Language
This Agreement is entered into in the English language. Where this Agreement is translated into an additional language, any translated version shall not create any duplication of the rights and obligations of the Parties and the Parties acknowledge that the English version of this Agreement binds the Parties. In the event of any inconsistency or difference in interpretation between any translated version and the English version, the English version shall prevail.



In witness whereof this Agreement has been duly executed[footnoteRef:3]. [3: 	Note to Draft: Execution formalities may be amended to reflect local law requirements in respect of the valid execution of documents.] 


	SIGNED for and on behalf of


[MANUFACTURER] by:
	

	




	SIGNED for and on behalf of


[COVAX PARTICIPANT] by:
	

	







