Information on funding terms and conditions for all applicants
The primary objective of the R&D for Affordable Healthcare initiative is to provide funding which results in the delivery of safe and effective healthcare products for India - and potentially other markets - at affordable costs.  Many of these technologies may fail to reach the market so awards are made with no expectation of a financial return.  However, in the event that sales are made or the Intellectual property rights (IPRs) are transacted, we have a responsibility as a charity to share in the financial benefits generated in a fair and equitable manner which allows the charity to channel the profit back into the pursuit of its charitable mission.
For applications from companies, it is anticipated that a signed letter of intent will be submitted together with the full application form.  The terms and conditions of funding will be negotiated on a case-by-case basis and a funding agreement will be put in place post the decision to fund the project.  Your contacts at the Wellcome Trust will be able to advise you accordingly.
For applications from not-for profit institutions, it is expected that a funding agreement based upon a template will be put in place.  Typically, the Trust has the right to lead in exploitation of the Intellectual property rights however this will be evaluated on a case by case basis.
The Trust reserves the right to defer negotiation of a revenue share however, there may be exceptional circumstances where deferral may not be appropriate.

Awards will be made to the Principal applicants’ employing organisation.  
Intellectual property and translation

Intellectual property that arises under the award will be owned by the applicants’ employing organisation(s).  Background intellectual property owned or under the control of the employer must be freely available to enable both the project to be performed and translation of the arising intellectual property to be realised. 
Intellectual property in the form of new patent filings will clearly be a critical outcome to attract follow-on funding.  Applicants may be required to form an Intellectual Property Management Group that will meet at least once a year and more frequently on an as-needed basis.  The Chair will need to be agreed with the Wellcome Trust and other members will normally include:

· A representative from amongst the applicants typically the Principal applicant

· A representative from the host organisation’s technology transfer office

· Up to two representatives from Technology Transfer at the Wellcome Trust

· A nominee advisor appointed by the host institution

· A nominee advisor appointed by the Wellcome Trust

· The Project Manager (as observer).
The main business of the Group will be to decide on the merits of patenting any inventions (which must be done in a timely manner) and to consult with and make recommendations to the exploiting/translating party. The Wellcome Trust will evaluate if they should lead on the exploitation of the patent and translation strategies.  This is typically the case for applications from research institutions.

The Intellectual Property Management Group above is not expected to apply to company applicants where they can demonstrate that equivalent systems operate within the company.

Milestones

The size of the awards is such that for successful projects there will be sufficient funding to allow them to make significant advances and avoid “drip-feeding”.  On this basis, the Wellcome Trust needs to manage its financial exposure. Applicants are therefore required to propose a small number (typically around 3) of project-specific and funding dependent milestones at key go/no-go points in the project.  The Trust reserves the rights to advance funding in smaller instalments and not in one lump sum. 

In the event a milestone is not achieved, the Wellcome Trust will normally agree a reasonable period for the implementation of corrective steps against an action plan designed to address the issues that have arisen.  Should the future viability of the project be in question and the Site Visit Group recommend termination, the Wellcome Trust may need to invoke its right to conclude funding of the project as set out in the Funding Agreement.

Outsourcing

Where there is a requirement for a project to outsource certain elements of the work, the host institution will be expected to sub-contract this to the appropriate contract research organisation(s) or collaborator(s).  Outsourcing can be used to overcome the scarcity of drug discovery or technology development resources in many not-for-profit organisations, ensure projects proceed as expeditiously as possible and avoid duplicating or hiring a resource for which an appropriately priced and quality alternative is accessible elsewhere.
The applicants, through their Technology Transfer Office (or equivalent), will be responsible for the arrangements made with outsource suppliers.  Such arrangements must be on a value for money, fee-for-service basis, and should not involve intellectual property sharing or joint-ownership unless such arrangements have been specifically agreed with the Wellcome Trust.  Both background and arising intellectual property must be free of encumbrance for translation.
Sub-contractors and collaborators may be located overseas.
The applicants must evaluate and select their own sub-contractors and may call on the advice of an independent project advisor, as appropriate (see below).

Expert project advisors 

A condition of award will be that the Principal applicant retains the services of an independent project advisor (or advisors) with credible and relevant experience.  The purpose of the advisor is to augment the project team with expertise in the necessary discipline, eg. drug discovery.  In particular, their role will be to provide critical advice on progress towards the objectives of the project and on the services delivered by a contract supplier(s).  For example, if the project relies on external chemistry, then there should be an independent medicinal chemist advising the Principal applicant on the plans and results generated by the service provider.
It is the responsibility of the applicants and their Technology Transfer Offices to evaluate, select and contract with their expert advisor. The consultancy costs of advisors can be budgeted for in the application and it is expected that these advisors will be members of the Research Steering Group (see Project management and oversight) and shall meet frequently with the project team on an as-needed basis.

Company applicants may be exempt from the requirement for expert advisory input if they demonstrate appropriate expertise is available to the company through other mechanisms.

Project management and oversight

The applicants are required to involve a Research Steering Group.  Some projects may require the services of a Project Manager to assist in the management of the project.  In addition the Wellcome Trust may review progress through a Site visit group. 
The purpose of the Research Steering Group is to provide a focus for the team and bring together internal and external project functions.

· The Group should meet routinely to review progress (e.g. bi-monthly).  Additional ad hoc meetings might be arranged on a needs-basis.

· The Principal applicant will normally be the Chair and will be responsible for administering the Group and providing facilities, particularly ensuring the advance circulation of papers and production of minutes.

· The composition of the Group should be agreed with Technology Transfer at the Wellcome Trust.  Typically, the core membership will include:

· The Chair

· Any additional applicants

· At least one independent, industry-experienced advisor

· Key personnel from outsource supplier(s)

· The Project Manager (see below)

· A representative from Technology Transfer at the Wellcome Trust (optional)

· A nominee advisor to represent Technology Transfer at the Wellcome Trust (optional)

· A representative from the technology transfer office of the host institution (optional).
Typical business of the Research Steering Group will include:

· Monitoring of progress against plan

· Co-ordination of different activities

· Assessment of what has been learned 

· Challenging of assumptions

· Confirmation of whether milestones have been reached

· Identification of weaknesses or delays and the planning of remedial action.
The Principal applicant must also agree with Technology Transfer a key member of their research team who will take responsibility for managing and co-ordinating day-to-day activities and integration of outsource suppliers with the in-house team.  This individual will be known as the Project Manager and will work closely with the Principal Investigator. 
Company applicants may be exempt from the requirement for a Research Steering Group if they can demonstrate the project will be subject to similar oversight within the company.

The Wellcome Trust Site Visit Group 

This will comprise a small team of experts, convened by the Wellcome Trust and accompanied by one or more observers from Technology Transfer, that will periodically visit each project and report to the Trust on progress, performance and key issues. Typically, this will occur annually.  The results of these reviews will be made available to the Research Steering Group at the Wellcome Trust’s discretion. The purpose of the Site Visit Group will be to provide independent advice to help maximise the probability a project will achieve its objectives.  The Group will also make recommendations to the Wellcome Trust regarding the attainment of funding-dependent milestones and the continuing feasibility of the project.
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