Commercial costings

Types of Research & Development Contracts

Material Transfer Agreements - Seldom used in practice, but cover the donation of reagents or other materials for use in research studies. Their primary use is in a situation where a researching organization (like the Trust or Medical School) cannot find suitable materials to complete their research and ask companies to provide free stocks, for use solely on the project. Companies seldom give anything for nothing and will often want the results of the project passed to them or they will reserve Intellectual Property Rights on any developments. In effect they get a lot of work out of the Trust or College for very small capital investment. 

Donations - Donations are normally given to Trusts and College’s for specific purposes and can be used as directed by the donor. Large sums can be made available for investment, the interest on which pays for a range of research activities. These funds are normally managed by the Special Trustees who have the ability to accrue interest on base capital and either add it to investment funds or distribute the interest to researchers in the form of project grants. Other donations of equipment, drugs and so on can be given for specific research projects, but like MTA's companies giving these donations seldom provide something for no return.

Sponsored posts - Are normally fairly broadly based arrangements funded by a variety of sponsors. They normally involve a program of work set out in a project specification drawn up by the Principal Investigator. Normally these projects are not fully funded by the sponsor. They do provide valuable resources in terms of full time researchers who can contribute significantly to a department's research program.

Government grants - The government fund a comprehensive range of research programs either directly from the various departments’ funds or through the Research Councils. These grants are awarded by letters of grant, which should be really viewed as contractual arrangements. They come with a lot of procedural and regulatory baggage and the rules differ widely between funding bodies. No negotiations are permitted on the terms and conditions of grant.

Major charity grants – These are very similar to Research Council grants. Major sponsors are The Wellcome Foundation, British Heart Foundation, Institute for Cancer Research etc. Each charity again has its own specific rules and historically have been reasonably relaxed as to the use to which funds are put. Lately, however, there have been significant changes to the law relating to the governance of charitable organisations and they now have much stricter rules in place to control projects that they fund. 

Research contracts - Mainly relate to work commissioned by industrial or commercial research sponsors. Research protocols are produced by the sponsors who then approach the Trust or the College to carry out the work. They are obliged to pay the "Full Cost" of the work. In return they will expect a quality product with all the results with ownership of any Intellectual Property rights arising from the project vesting in the company. Many of these contracts are for Clinical trials of drugs or medical devices. These projects are strictly controlled by various regulatory and advisory bodies, so contracting can be extremely complex and a something of a minefield for the research administrator. 



What we will look for when negotiating contracts

The starting point is always to consider carefully the principal contracting objectives. On key issues one has to be firm, but we can afford to be flexible as long as the sponsor is "reasonable" in its approach. 

Contracts must be between the Organization and the Sponsor 

Historically many commercial contracts were signed off by individual members of staff. This prevented the relevant organization from vetting contracts although it was legally bound (vicariously) to them. It also opened the Investigator to potential civil actions for breach of contract. Now of course Investigator's are subject to disciplinary action if they sign off contracts without an ultimate authorising signatory.

One Contract for all services

Including direct costs and service support costs e.g.: Pathology, Imaging, Pharmacy etc. Historically companies would often conclude contracts with each of the services individually, often with conflicting terms and conditions. This is no longer the case, whereby now every aspect of the contract is negotiated between the Research & Development Office and the sponsor.

All contracts conform to Legal, Ethical and Regulatory requirements

No project that involves our patients, the use of their personal details, their blood or tissue samples etc can proceed without Ethics Committee approval. The Ethics committee's primary role is to protect the interests of our patients. They are independent of the Trust and College and conform to nationally agreed guidelines.

Contracts will not be signed until suitable financial arrangements are in place

· That all the direct staff and non-staff costs are included 

· That indirect costs are included: pharmacy, imaging, pathology etc 

· That reasonable payment terms are negotiated i.e. payment includes a reasonable non-returnable advance 

· Phased payments are included. 

· VAT is included for commercial research. 

· Late payment penalties are considered. 

Contracts should include the following key sections:

· Project details: Title, definitions, key personnel. 

· Reference to pertinent legislation and guidelines 

· References to key support documents in appendices. 

· Indemnities (Negligence, Breach of contract, Statutory duties, Product liability) 

· Confidentiality section 

· Publication Clause 

· Intellectual Property ownership 

· Financial schedule 

· Term and termination clauses 

· Signatory page 



A word on Intellectual Property

The product of research has value to the Trust/College and the sponsor. Commercial research in particular is not an altruistic activity. Companies expect a return on their investment and will exploit the product of the research project. The Trust and the College must seek to protect its interests in any IP it develops.

IP is: Any ideas, inventions, know how, knowledge, discovery, trade marks, patents, designs, copyright etc.

Background IP = That which a party brings to the project.

Foreground IP = That which is generated during the course of the project, i.e. the product of the research.

The contract must protect our rights to own and exploit the results of the project and to use the results in further research.



What is expected of the Trust and the College

If the Trust or College is to expect to negotiate a reasonable contract for its services it must understand it has duties and responsibilities under the contract. It must aim to:

· Deliver a quality product. 

· Give value for money to the client 

· Provide first class research facilities 

· Give quality in project management 

· Ensure that its personnel can deliver the goods 

We must always remember that there are penalties as well as rewards in contracting for research and a breach of contract can be an exceptionally expensive act.

