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BACKGROUND

Ethical approval of Clinical Trials is addressed by a number of agreements, good practice guidelines and more recently by legislation. These include the Declaration of Helsinki, ICH/GCP and the Research Governance Framework.

A common principle is that Clinical Trials must be conducted in compliance with a protocol that has been reviewed by an independent ethics committee.

The Central Office for Research Ethics Committees (COREC) is responsible for coordinating all REC’s within the United Kingdom.  COREC issues procedures for obtaining REC approval that concur with international guidelines such as the Declaration of Helsinki and the EU Directive. COREC is also responsible for the dissemination and maintenance of a standard application form to be used in all ethical applications.

From 1st May 2004, new standard operating procedures for Research Ethics Committees (REC’s) came into force. These define the statutory obligations laid down by the European Union Directive 2001/20/EC, which must be complied with by law.  

The EU directive only applies to trials of medicinal products, while the new procedures for Research Ethics Committees cover all applications for ethical review of health related research in the UK. A key requirement is that the Chief Investigator of a multi-centre trial must obtain ethical approval from a Main Research and Ethics Committee (MREC), while each research site responsible for hosting the research must apply for a Site Specific Assessment (SSA) by a REC.

PURPOSE

The purpose of this SOP is to describe the procedure for completing and submitting an ethics application for Site Specific Assessment (SSA).

PROCEDURE

1.     WHO?

Prior to study initiation/start-up, all trials to be conducted within the NHS require approval from a Research Ethics Committee.  All multi-site studies will have a Chief Investigator who has overall responsibility for the trial. The Chief Investigator is required to obtain ethical approval from a Main Research Ethics Committee (MREC), which will assess all the ethical aspects of the proposed research project.  Each site that will participate in the study must obtain site-specific approval from their local REC to run the trial. Site-specific assessment covers issues such as the credentials of the Principal Investigator (PI) and the suitability of the local facilities. It is the responsibility of the PI to obtain this approval, although responsibility may be delegated e.g. to NCRN staff. Each site-specific assessor will notify the main REC undertaking the ethical reviews whether or not there is any objection to the study on site specific grounds. Approval for each site will be given by the Main REC as part of a single ethical opinion for the study. 

2.
WHEN?

Ethical approval for each research site must be obtained prior to a trial starting the recruitment process. Information about research should not be given to patients before approval has been given. 

3.       HOW?

The following outlines the procedure for obtaining ethics approval when undertaken by NCRN staff.

· Identify potential for new trial at a hospital and a Principal Investigator.

· Request a copy of the protocol from the trials unit and obtain the COREC form Part C, this will be made available on-line

· For multi-site research, where a trial is centrally coordinated, the trials unit should have completed Part A and B of the form as part of the application to MREC.  Relevant sections of Part C are self-populated with information from PART A and B.

· The person responsible for the coordinating the application for Site Specific Assessment should obtain the necessary signatures. 

· Once signed, a copy should be posted to the main REC along with a 2-page CV of the PI.

· The above documents should also be submitted to the REC electronically.

· The REC has 20 calendar days to review the Site-Specific Assessment and notify the Main REC of their decision.

· The Main REC will subsequently issue a letter of no objection to the clinical trial centre.

· The Main REC will forward a copy of the letter of no objection to the PI. It is at this point that ethical approval becomes active.

· Any substantial amendments are now reviewed by one REC only- the Main REC which undertook the initial ethical review of the research proposal.

· It is the responsibility of the Main REC to notify other REC’s of amendments to the study.

· A change of PI at a local centre requires a new application to the REC to be made.  However, the trial may still continue to recruit patients as per normal whilst this change is going through application. 

4.
OTHER RELATED PROCEDURES


SOP
Study Team: Definition of Responsibilities


SOP
Study Files and Filing


SOP 
Archiving

5.
APPENDICES

Question Specific Advice on completing the Part C Site Specific Assessment is available on the COREC website at www.corec.org.uk
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