
[image: image1.png]NHS

Research and Development Forum




SPONSORSHIP PRINCIPLES

Introduction

The Department of Health’s Research Governance Framework
 requires that all health-related research has a formal sponsor.  The sponsorship responsibilities for the sub-set of studies involving trials of Investigational Medicinal Products (IMPs) are governed by the EU Clinical Trials Directive 2001/20/EC as transposed into UK law by the Medicines for Human Use (Clinical Trials) Regulations 2004
,
. Under the Clinical Trials Regulations, it is an offence to conduct a clinical trial without a sponsor and the Medicines & Healthcare products Regulatory Agency requires evidence that a sponsor has accepted the role before a Clinical Trials Authorisation can be issued.

Basic Principles

This section outlines the principles underpinning the sponsorship of studies involving one or more institutions.

1. The sponsor is the individual or institution that takes responsibility for the initiation, management and financing (or arranging the financing) of the study. The sponsor satisfies itself that the study meets the relevant standards and ensures that arrangements are put and kept in place for management, monitoring and reporting.

2. Sponsors can formally delegate one or more of the elements of sponsorship, e.g. to the Chief Investigator, but the sponsor remains accountable for all aspects of sponsorship, whether delegated or not.

3. The factors which determine sponsorship are the nature of the funding body, the employer of the chief investigator and the duty of care to patients as outlined below.

a) Where an industrial organisation (company) funds a study for which it retains ownership of the intellectual property rights, the company invariably acts as the sponsor.

b) Where a study is funded by a research council, medical charity or other non-commercial body, the funder may be willing to act as the sponsor, particularly where it also employs members of the research team or retains an interest in any intellectual property that is generated.

c) Where an investigator undertakes a study on behalf of his/her employing institution and the funding body is unwilling to act as the sponsor, the employing institution may act as a sponsor. 

d) Where an investigator undertakes a study in which the participants are owed a duty of care by the host rather than the investigator’s employing institution, the host institution may act as a sponsor. However, the duty of care remains the responsibility of the host institution, irrespective of whether they are a sponsor.

e) Under the Clinical Trials Regulations, it is possible for an individual investigator to take on the role of sponsor. However, many institutions prohibit their employees from doing so, in view of the potential risks this might involve.

f) Where no other sponsor can be found to take on the role, the NHS care organisation concerned may act as the sponsor. If no one is willing to take on the sponsor role, the study may not proceed.

4. Where two or more organisations share a significant interest in a study, e.g. one as employer of the Chief Investigator and another as the principal host institution, they may elect to act as co-sponsors and divide the responsibilities of sponsorship between them. The allocation of the responsibilities of sponsorship will be determined by the expertise and capacity of the individual or institution to discharge them in relation to the risk posed by the study.

5. For clinical trials of medicines, the UK Clinical Trials Regulations require insurance or indemnity for liabilities of the sponsor and of the investigator to be specified. The Regulations also require the sponsor to ensure that the trial conforms to GCP as set out in Schedule 1 of the Statutory Instrument. The Regulations do not change existing liabilities.
 

Bob Lobley

Brenda Zinober

Chris Counsell

NHS R&D Forum

July 2005
� Research Governance Framework for Health and Social Care. DH, September 2001.


� Medicines for Human Use (Clinical Trials) Regulations 2004. HMSO: SI 1031.


� EU Clinical Trials Directive: Sponsorship responsibilities in publicly funded trials. DH 5 April 2004.


�	Responsibilities, liabilities and risk management in clinical trials of medicines. Universities UK & DH joint statement, May 2004.





PAGE  
1
NHS R&D Forum 28/07/05

