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WELLCOME TRUST
AFFORDABLE HEALTHCARE FOR INDIA AWARD
Heads of Terms for awards to Companies
This document sets out the heads of terms with respect to potential funding by the Wellcome Trust of an Affordable Healthcare for India Award by the Technology Transfer Division (“TTD”) of the Wellcome Trust for research that may lead to healthcare benefits.  Save for the terms headed “Confidentiality” and “Exclusivity” these Heads of Terms are not a legally binding agreement and are subject to contract.
	Parties:
	(1) The Wellcome Trust Limited a company registered in England and Wales with company no. 2711000 with registered address at 215 Euston Road London NW1 2BE, as Trustee of the Wellcome Trust Limited, a charity registered in England under no. 210183 (the “Trust”); and

(2) [insert Company name, Company number, address, date of incorporation and other background details as necessary] (the “Company”).

	Business of the Company:


	[describe business of company and area of research relevant to the award] 

	Strategic Translation Award:
	[Insert name] as Principal Investigator, intends on behalf of the Company to make an application for an Affordable Healthcare for India Award to the Trust.  The application will be considered for funding by the Trust, which will involve the expert opinions of others in the field and review by the Trust’s Funding Committees.  If the application is approved a programme-related investment of up to [insert amount] [rupees/pounds sterling] (the “Award”) will be made to the Company to undertake research and development to [insert description of project] as specified in the application (the “Project”). The application will be treated as confidential information by the Wellcome Trust, all of the reviewers, committee members and independent experts who may have access to the application. 

	Use of funds:
	The Company shall use the Award for the purposes of undertaking the Project only.  The Award cannot be used for any other purpose without the prior written consent of the Trust. The Trust shall have the right to audit the use of the Award and any sums due to the Trust from the Company. 

	Milestones:
	At least 3 (three) Project funding dependent milestones shall be agreed between the parties for the Award. Drawdown by the Company of the tranches of the Award shall depend on successful achievement of the milestones. An amount of up to 10% of the Award will be retained by the Trust until receipt of a satisfactory end of award report. 

	Project Intellectual Property:
	All intellectual property that arises during the performance of the Project shall vest in and be controlled by the Company (the “Project IP”). The Trust will not own any Project IP. 

	Patents:
	Any patent filings for Project IP shall be owned by and managed by the Company at the Company’s cost.  
If the Company decides not to file for a potentially patentable invention or decides to abandon a patent or patent application relating to the Project IP, the Trust shall be offered the opportunity to file and prosecute such patents or patent applications at its cost. In such case, the Company shall have access to such Project IP free of charge to carry out the Project, but shall require a licence to use the Project IP for commercial purposes.

	Background Intellectual Property:
	The Company shall at its sole discretion decide on filing, maintenance, prosecution and defence of all intellectual property created, acquired or controlled by the Company prior to the date of the Award which is necessary or useful for undertaking the Project or the protection or exploitation of the Project IP (“Background IP”) and shall make it available for use in the Project and the commercialisation of the Project IP. 

If the Company chooses not to pursue filing, prosecution, maintenance or defence of any patent rights owned by it that are Background IP in any country, for so long as such patent rights are owned by the Company, the Trust shall be entitled, but not obliged, at its own cost to assume responsibility for filing, prosecuting, maintaining, defending or enforcing such patent rights in the relevant country or countries in the Company’s name. In such case, the Company shall have access to such Background IP free of charge to carry out the Project, but shall require a licence to use the Background IP for commercial purposes. 
The Company shall warrant that it owns or has access to all the necessary IP rights to enable it to carry out the Project and commercialise the results.

	Infringement:
	The Company will not sue or enforce any Project IP where the potential infringement is non-commercially sponsored research being undertaken by a not-for-profit and/or charitable organisation. The Company will endeavour to grant a non-commercial research licence to such not-for-profit and/or charitable organisation on reasonable terms in the event that potential infringement arises. The grant of a research licence will not be unreasonably withheld. 

	Research Steering Group:
	The Company and the Trust shall establish a Research Steering Group (“RSG”) which shall have responsibility for managing the Project, assessing the progress towards the achievement of milestones, and performance against objectives. The members of the RSG shall be two employees of the Company including the Principal Investigator, at least one independent adviser and up to two nominees of the Trust. All members shall be bound by an appropriate Confidential Disclosure Agreement.

	Diligence
	The Company shall exercise commercially reasonable efforts and diligence in undertaking the Project and developing and commercialising the Project IP and products incorporating the Project IP (each a “Product” and together, the “Products”) in accordance with its business, legal, medical and scientific judgement.

	Subcontractors and collaborators
	Any subcontract or collaboration in respect of the Project shall be approved by the RSG and shall be on terms that all intellectual property created by the subcontractor or collaboration partner in the course of subcontract or collaboration (i.e. part of the Project IP) shall vest in the Company. 

	Site Visit Group:
	The Trust shall be entitled to establish and appoint members of a Site Visit Group, which shall have responsibility for providing independent expert advice to the Company and the Trust in relation to the Project and an independent evaluation of the Project to the Trust. The Site Visit Group shall on reasonable notice to the Company be allowed to visit the Company and meet key scientists for the purpose of updating the Trust on technical progress. The Company may notify the Trust of any concerns regarding the independence of any appointed member, which concerns the Trust will consider in good faith. 

	Employment of staff:
	The Company shall be responsible for ensuring that each Company employee working on the Project is issued with a written contract of employment that is in compliance with all relevant laws and regulations. The Company must ensure that such contracts of employment contain provisions whereby any intellectual property created by an employee in the course of his/her employment vests in the Company. 

The Company shall be responsible for ensuring that each independent contractor working on the Project is issued with a written contract for services that is in compliance with all relevant laws and regulations. The Company must ensure that such contracts for services contain provisions whereby any intellectual property created by the independent contractor in the course of providing the services vests in the Company. 

	Conduct of research:
	The Company shall be responsible for the management, monitoring and control of all research work undertaken pursuant to this agreement. This shall include the requirements of all applicable laws and regulatory authorities governing the use of radioactive isotopes, animals, pathogenic organisms genetically modified organisms (GMOs), toxic and hazardous substances, research on human subjects and human embryos, and include appropriate ethical approvals and consents, including for example but not limited to, such approvals and consents for obtaining tissues and other human samples. 

	Consideration:

	Royalties on sales by the Company
The Company shall pay Wellcome the following royalties on annual net sales made by the Company or its Affiliates of a Product (as defined under “Diligence” above). The royalties shall be paid on a country-by-country and product-by-product basis from the first commercial sale until expiration of the last valid claim of a patent covering such Product.
For the avoidance of doubt, no multiple royalties shall be payable where a Product, its manufacture, use or formulation is covered by more than one valid claim. 

Annual Net Sales 

Royalty Rate

First [d] sales in each Calendar Year

[a]%

Sales between [d] to [e] in each Calendar Year

[b]%

Sales over [f] in each Calendar Year

[c]%
In the event that the Company sells Products on an at-cost basis in India or in the Developing Countries, the Trust may waive its right to receive any royalties or revenues in respect of such countries. “Developing Countries” means those countries categorised by the World Bank from time to time as low income and middle income countries based on gross national income per capita.
In the event that the Company sells Products to a third party that purchases other products or services from the Company, the Company agrees to act in good faith in relation to discounting the purchase prices of the Products as compared to the prices of the other products and/or services sold to such third party and to not discount unfairly the price of the Products when compared to the price of such other products and services. 

The above royalties shall not apply where the Company exploits the Project IP by licensing or selling Project IP to a third party. Where this occurs the revenue share set out below under “Revenue Share from exploitation” shall apply.
Revenue Share from exploitation
Where the Company exploits the Project IP by licensing or selling the Project IP to a third party, the revenue share due to the Trust shall be calculated as follows:

The Trust shall be entitled to a share (Y%) of aggregate revenues (or equity) received by the Company in respect of the exploitation of any Project IP by licensing or sale of such Project IP to a third party (i.e. other than sales to patients or medical professionals) in proportion to the relative contributions of the Company and the Trust. 

On completion of the Project, Y shall be [50] %. If the Company invests further funding (other than from the Trust) to develop the Project IP further prior to exploitation, Y shall vary, taking into account the additional costs and risk to the Company. If the Trust chooses to further fund such further development the parties shall renegotiate the value of Y in good faith.
Where any revenues or equity are received by the Company as part of the consideration for the grant of rights which includes rights other than Project IP, then the consideration shall be apportioned by mutual agreement between the Company and the Trust in a fair and reasonable manner.


	Affordable healthcare:
	The Company shall supply the Product in India at a price which is reasonably affordable (to be defined by further discussion between the parties) by the target patient population. Strategies for ensuring the Product is accessible to the target patient population, such as supply to private and governmental healthcare systems at adequate levels and pricing to meet demand, will be negotiated in further detail. 

If the Product has applicability in other markets, particularly Developing Countries an appropriate price strategy will be negotiated to ensure that the Product is made available at an appropriate price in such markets. 

	Access to medicines:
	In the event that: 

(i) the Company has not taken reasonable steps to develop, manufacture, distribute or commercialise any of the Project IP in any country in any indication for a consecutive period of twelve (12) months or more after completion of the Project; 

(ii) at any time after the first sale of a Product in one country in a particular indication, the Company has not taken reasonable steps to commercialise that Product in that particular indication in another region or regions; and/or

(iii) if within five (5) year commencing on the date of launch of a particular Product the Company has not taken reasonable steps to develop, manufacture, distribute or commercialise such Product in India or any of the Developing Countries; 

then the Trust may serve notice on the Company requesting that it take such steps. If the Company fails to take such reasonable steps within six (6) months of such notice, the Trust shall have the right (but not the obligation) to do so in that country or indication and the Company shall give the Trust all such assistance, including granting licences of the Project IP and Background IP to the Trust and making development and regulatory data available to the Trust, to enable it to do so.  In the event that the Trust exercises such option, the Trust will share all revenues equally between the Trust and the Company after reimbursement of the Trust’s costs. Such obligations shall cease to apply following the grant of a licence or assignment to a third party to exploit such Project IP in such territory or country provided such third party is under reasonable diligence obligations. 

	Representation and Warranties:
	The agreement shall contain customary representations and warranties of both parties, to be agreed. 

	Termination:
	Either party may terminate the agreement if the other party commits a material breach of the agreement or becomes insolvent. 

The Trust reserves the right to terminate the agreement if:

(a) 
the Principal Investigator or any co-applicant ceases to be involved with the Research Programme and the parties are unable to agree a suitable replacement, or 
(b) 
the Site Visit Group recommends termination due to a serious failure in the progress, management or conduct of the Project or due to a major external scientific, technical or commercial barrier which the Site Visit Group considers will mean that the Project is unlikely to succeed in its objectives, or
(c) 
the Company does anything that would be incompatible with or have an adverse effect (i) on the Trust's charitable objectives or reputation, or (ii) on the ability of the Company to comply with its obligations under this Agreement, including undergoing a change of control.
Upon termination prior to the end of the Project, there will be a reconciliation of the monies spent under the Project and the Company shall return all funding received from the Trust under the agreement, which is unspent at the date of termination (after deduction of costs and non-cancellable commitments, incurred prior to the date of termination.  For the avoidance of doubt, this will include costs of employment, and statutory redundancy where required, relating to the Project). The obligations on the Company to pay royalties and revenues to the Trust shall continue but shall be reduced on a pro-rata basis if the full amount of the Award is not paid to the Company. 

Other conditions regarding access to data and IP following termination may be considered where appropriate. 

	Publications:
	At the end of the Project, the Research Steering Group shall consider all information, data and compounds generated in the course of the Project (“Project Results”) and shall decide which Project Results should be released into the public domain (subject to any delay to file for suitable intellectual property protection), provided that any ongoing work, confidentiality or patent rights will not be adversely affected. Details of any clinical trial comprised in the Project shall be registered on the Trust’s clinical trial register. 

	Publicity:
	All press releases and public announcements (including separate press releases that may be prepared by the Company and the Trust) regarding the Award shall be agreed mutually between the Company and the Trust. 

	Dispute resolution:
	Disputes shall be escalated to nominated senior representatives of each Party within fourteen (14) days in any attempt to resolve the issue. If the discussions should fail to resolve the question, difference or dispute the Parties agree to try in good faith to settle the matter by mediation in accordance with the Centre for Effective Dispute Resolution Model Mediation Procedure prior to any reference of the matter to the courts of England.  If the parties are unable to resolve the dispute within an agreed time period, the Parties submit to the exclusive jurisdiction of the English courts.

	Governing law:


	England and Wales. 

	Targeted Closing Date: 
	Six months from the date of the Trust acknowledging receipt of the full application for an Affordable Healthcare in India Award.  (The Trust’s aim is to have its review and evaluation of the application completed within 4 months and estimates a further 2 months for the completion of agreements).

	Legal documentation:
	To be prepared by the Trust.

	Exclusivity:
	Up until the Targeted Closing Date the Company shall not, without the Trust’s prior written consent, accept any other offers to fund the programme of research in the Award application. Should this exclusivity period be breached, then the Company will pay all internal and external costs incurred by the Trust in relation the proposed Award. This paragraph shall be legally binding and is not subject to contract.

	Confidentiality:
	The Parties, and their professional advisers, shall be obliged to keep confidential the heads of terms and the definitive legal agreement agreed between the parties. This paragraph shall be legally binding and is not subject to contract.

	Approval:
	The Company will be obliged to confirm that the Board of the Company is aware of and accepts the heads of terms and the definitive funding agreement agreed between the parties. 


	Signed for and on behalf of

THE WELLCOME TRUST LIMITED as trustee of the WELLCOME TRUST:
	Signed for and on behalf of

THE WELLCOME TRUST LIMITED as trustee of the WELLCOME TRUST:



	Signature:
	
	Signature:
	

	Name:
	
	Name:
	

	Title:
	
	Title:
	

	Date:
	
	Date:
	


	Accepted and signed for and on behalf of

[insert name of company]:
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	Title:
	
	
	

	Date:
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