Key points the Trust looks for when giving consent to the exploitation of Trust-funded intellectual property
1. Background

In order to ensure that the research funded by the Trust is exploited in a way that achieves the Trust’s mission (to improve human and animal health), the Trust’s standard Grant Conditions require institutions to seek the written consent of the Trust before granting any rights over Trust-funded IP. A condition of giving consent will usually be that the institution enters into a revenue and equity sharing agreement with the Trust so that the Trust receives an appropriate share of the benefits arising from its funding. The revenue and equity sharing agreement template for standard Trust awards can be found at http://trustcom/stellent/groups/corporatesite/@technology_transfer/documents/web_document/wtd003534.doc and a revenue sharing calculator can be found at http://trustcom/stellent/groups/corporatesite/@technology_transfer/documents/web_document/wtd003537.xls. 
The consent process requires the institution to complete a consent form (http://trustcom/stellent/groups/corporatesite/@technology_transfer/documents/web_document/wtd003535.doc), which describes the relevant Trust-funded IP, the grant from which that IP arose and the intended exploitation route, together with copies of near-final draft agreements. If the Trust was not the sole funder of that IP, details should be provided of the amount of funding contributed by third parties and which researchers they funded, together with a calculation of the Trust’s pro-rata share. The Trust then assesses on a case-by-case basis whether the chosen exploitation route and the terms of the exploitation are an appropriate way of achieving the Trust’s charitable mission, and may, if necessary, suggest amendments that better address that aim. See http://www.wellcome.ac.uk/About-us/Policy/Policy-and-position-statements/WTX037150.htm for a more detailed discussion on the Trust’s approach to IP management. 
The following list aims to provide guidance on key points that the Trust considers when assessing consent applications. This is not intended to be an exhaustive list and will depend very much on the circumstances of the particular IP and chosen exploitation route. 

2. Key issues
a. Resources and expertise of the proposed partner

If the proposed commercialisation partner or vehicle does not have the necessary expertise or adequate resources to exploit the Trust-funded IP, it is unlikely to be able to achieve the Trust’s mission by, for example, taking a new drug through the necessary regulatory process to the market place. This does not mean that the proposed partner has to have all necessary expertise and resource for all stages of commercialisation as at the date of consent, but the commercialisation plan must be realistic. For example, it may be prudent to set a deadline within which a new spin out company has to raise additional funds or enter into a further commercialisation deal, otherwise the IP reverts to the institution, or provide for IP to revert on insolvency to the extent that is legally possible. 
b. Diligence obligations

The terms of the agreement for exploiting Trust-funded IP should place appropriately-worded diligence obligations on the commercialisation partner to make sure that that a suitable level of resources are devoted to exploiting the  Trust-funded IP and development is not sidelined or shelved if commercial priorities change. For example, the IP may revert to the institution if diligence obligations are not complied with.
c. Step-in rights on IP
If the institution gives responsibility to the commercialisation partner for filing, prosecuting and maintaining Trust-funded IP and the partner fails to do so adequately, or decides to abandon a piece of registered IP, the institution should retain the right to take back that responsibility at its own cost. This may be considered to be particularly important for early spin out companies where financial resources are tight, or where there is a potential developing world application but the partner may not wish to maintain patents in the developing world. 

d. Appropriate financial return

While the Trust does not wish to get involved in laying down guidance for the amount of return that an institution should seek to get from exploitation, it will check that the return is not obviously disproportionate (in either direction) to the institution’s contribution. This is to ensure that, as required by charity law, the private benefit to the commercialisation partner is no more than incidental to public benefit arising from the exploitation of Trust-funded IP (through the improvement of human and animal health and contributions back to charitable funds). For example, material transfer agreements from commercial providers sometimes request a payment–free, non-exclusive commercial licence to all results of work carried out utilising their proprietary materials, which is generally not acceptable because the return to the commercial party is potentially disproportionate to its contribution to the research. 
e. Research licence reserved for the institution/researchers

The Trust generally expects that the institution will reserve the right to continue using the Trust-funded IP for academic research and teaching so that its researchers’ careers are not restricted. This should be sub-licensable/transferable if the researcher changes institution.
f. Publications

Any delays on publications by the institution or its researchers should be limited to a reasonable time period (typically three months, maximum six months) and only to allow for filing of new IP or to remove information that is genuinely confidential to the commercial party.

g. Is exclusivity appropriate?
Where an institution wishes to grant an exclusive licence to a commercial third party, the Trust will consider whether exclusivity is the most appropriate way of achieving public benefit. The Trust recognises that exclusivity is often required to attract the investment necessary to exploit Trust-funded IP. In cases where the Trust-funded IP underlies a new research field or could act as a fundamental platform for further important work, the public benefit may be better served by a series of non-exclusive or co-exclusive licences to avoid giving one party a blocking position. 

h. Provisions to address humanitarian/developing world issues
The Trust encourages institutions to consider including provisions addressing humanitarian/developing world issues in commercialisation agreements where appropriate. These will need to be negotiated on a case-by-case basis, but examples include dividing up territories between a commercial and a not-for-profit partner, providing for developing world territories to revert to the institution if not exploited by the commercial partner or requirements for products to be supplied to the developing world at or close to cost.

i. Pipeline agreements
Pipeline arrangements prevent the institution or the Trust from assessing on a case-by-case basis the most appropriate way to exploit Trust-funded IP to achieve public benefit. As a result, unless the arrangement is appropriately limited in time and scope, the third party is clearly the most suitable commercialisation partner and the institution receives an appropriate return, the Trust will not normally consent to them. Although the Trust does fund companies directly to carry out translational research, it does so under different terms and conditions to its standard grants.
3. When should institutions contact the Trust to ask for consent?

While guidance can be given by the Trust on request where the institution wishes to obtain an early view from the Trust on the terms of a particular agreement, the Trust will only give its formal consent on the basis of final, or very near final draft agreements. 

