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Clinical Research Adoptions Committee Terms of Reference
1. Purpose

The Clinical Research Adoptions Committee (CRAC) is an internal peer review committee that reviews and ratifies clinical research taking place at Great Ormond Street Hospital (GOSH) with the overall goal of ensuring that clinical research at GOSH/ICH is of the highest quality. The committee will review ‘own account’ research projects (projects which have not attracted external funding or funded by an external body where an adequate peer review of the project proposal has not taken place).  This may include some GOSH Children’s Charity (GOSHCC) funded projects, industry sponsored projects, or studies funded internally (e.g. GOSH-NIHR BRC). 
Peer review is a process of assessing the quality of a research proposal or protocol.  The Research Governance Framework states that all proposals for health and social care research must be subjected to a review by experts in the relevant fields who are able to offer independent advice on its quality. GOSH NHS Trust will not indemnify or act as sponsor for own account research that has not been subject to appropriate peer review and approved. The CRAC will work in partnership with the GOSH/ICH R&D Office.

2. Meetings

The CRAC Committee shall meet monthly, eleven times a year except August for general meetings, with additional exceptional meetings as required.

3. Committee function

3.1
To review and approve ‘own account’ clinical research proposals that require the use of GOSH patients (including their samples and data), GOSH staff or GOSH resources. Proposals will be judged against the following criteria:

· The quality of the science and technology involved in the proposal, the stated scientific and technical objectives and whether the proposal is likely to achieve those objectives.

· The adequacy of the research site, including the supporting staff, available facilities, and emergency procedures.  
· The scientific return for investment and how well the project fits with the GOSH research strategy.

· The likely global and UK scientific impact of the project and at what level it is supported by its relevant scientific community; including plans for disseminating the project to the public.

· The timeliness of the project and any competition to the project.
· The resource implications, clinical risk issues, implications to cause harm, and the impact on service provision which may stem from the research. 

· Any milestones against which the project should be monitored (e.g. R&D to be informed of CTIMPs).The standing of the groups and collaborators who are involved in the project; including track record. 
· The justification of predictable risks and inconveniences weighed against the anticipated benefits for the research participants, other present and future patients, and the concerned communities.

Operation of the Committee will be governed by a Standard Operating Procedure arising from these Terms of Reference. 

3.2
To have oversight of externally funded, peer reviewed research projects, taking into consideration the resource implications, clinical risk and governance issues and the impact on service provision which may stem from the research.  In particular, to ensure GOSH service support costs will be covered and have been approved. In the case of clinical trials, studies will be referred to the Clinical Research Support Committee for consideration and advice and approval of project logistics, recruitment, and NHS resources.  

3.3
To review and approve proposals arising through schemes as requested (e.g. GOSH-NIHR-BRC, or GOSHCC).

3.4
To liaise with other internal committees such as the Clinical Research Support Committee and Sponsorship Committee. 

3.5
To promote transparent decision-making and the clear allocation of responsibility.

3.6
To foster an approach of individual and collective responsibility for the quality of research throughout the organisation. 

3.7
To work closely with the Joint ICH/GOSH Research and Development Office, which has the primary responsibility for the implementation of the Research Governance Framework (please see Annex A for further details).

3.8
To ensure compliance with national research recommendations from the Department of Health, the National Institute of Clinical Excellence, the Medical Research Council, the UK Central Council for Nursing, Midwifery and Health Visitors, the General Medical Council, the EU Clinical Trials Directive and the Royal Colleges. 

4. Membership
4.1
The Committee members will be chosen to cover as far as possible the various specialties represented in the research work of the joint institution.
After the first two years three members will retire from the committee each year.  Members retiring will not be eligible for immediate reappointment.  Names for retirement will be selected, as far as possible in the following order: (i) those expressing a wish to retire; (ii) those whose attendance at meetings has been poor; (iii) those whose service on the committee has been longest.

The membership of the committee will be reviewed each year with any changes being effective from 1 January the following year.

The following will also attend committee meetings as Associate Members: 

· The Committee Secretary

· Representative from GOSH R&D office (Senior Project Manager/Clinical Research Facilitator).

· Representative from GOSH Research Governance
· Representative from GOSH Finance

· Representative from GOSH ORCHID

· Lay Representatives
· Statistician

· The wider committee will ideally comprise several clinically active researchers, and non-clinical scientists, with appropriate and proportionate representation across both JM Barrie and West divisions (Surgery, Anaesthetics, Neurology, General medicine, Radiology, Pathology / laboratory medicine, Genetics, Cardiorespiratory, Haematology / Oncology). 

4.2
The committee will work as a multidisciplinary team to include individuals and groups as appropriate to the task at the time. Membership will be rotated with individuals co-opted as necessary.  Members who have a conflict of interest must abstain for that session.  By directly involving different individuals, the message of the research governance agenda can be disseminated throughout the organisation.  

4.3
The Chairperson will:

Be jointly appointed by GOSH/UCL GOS ICH.

Serve for three years 

Be eligible for re-election for one further term of three years.

5. Quorum

The minimum number of committee members who must be present in order for a meeting of the CRAC to proceed is 5 including the Chair. 
6. Reporting and Communication

6.1
Researchers will receive the committee’s response to their proposal within two weeks of the meeting at which it was considered. If further clarification is required the researcher will be able to submit this information to the committee for consideration at a future meeting. The committee will reach a decision for approval based on the criteria detailed in section 3.1.  The committee will offer assistance to those needing to improve their applications.

6.2
The CRAC will report to the Trust Management Board via the Research and Development Office

6.3
The CRAC will review its Terms of Reference every two years

Annex A

The Research and Development Office work to a number of standard operating procedures and there are systems in place to ensure that research projects do not start until all approvals are in place.

Own account projects:

A checklist is completed when a project is registered with the R&D which highlights the approvals which are required. The principal investigator is notified of these requirements. A research project is not given approval to start until all relevant approvals are in place. 

Funded projects:

In addition to above it should be noted that a principal investigator will not be allowed access to any funds until all approvals are in place. The R&D office notifies the research grants department once an account can be opened.
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