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Research Governance Working Group

Examples of Good Practice

Peer Review
Background

1. The current Department of Health Research Governance Framework states that: ‘All proposals for health and social care research must be subjected to review by experts in the relevant fields able to offer independent advice on its quality.  Arrangements for peer review must be commensurate with the scale of the research.  For example, many organisations allow established research teams to determine details of the elements of an overall programme of research, which has been reviewed externally.  For many student research projects the university supervisor may provide an adequate level of review.    
2. In 2002, the Department of Health published a document based on the reviews of NHS Organisations’ Research Governance Implementation plans.  Regarding review it stated: Indicator 14 (Independent Review) states that: ‘A system of review for research which has not already undergone external scientific peer review.  This review is a) independent – ie no conflicts of interest  b) expert, in terms of understanding of the clinical and research methodologies and outcomes and  c) recorded.  This is a NHS organisation responsibility not a REC responsibility.’.  

3. As part of the exercise to identify examples of NHS organisation policies, a number of examples were submitted: 
· Central Manchester and Manchester Children’s University Hospitals (North West Peer Review System)

· South London and Maudsely NHS Trust (and Institute of Psychiatry) 

· Queen’s Medical Centre Nottingham University Hospital NHS Trust

· Avon and Wiltshire Mental Health Partnership NHS Trust 

· West London Mental Health R&D Consortium

· Centre for Health Services Studies, University of Kent

· Northern Primary Care Research Network

4. What research should be reviewed? 

4.1 What requires review?:

· In general it appears that it is mainly NHS ‘own-account’ research that organisations need to review. 

· Externally-funded research from sources where award of funding does not include sufficient independent review of methodology.  This can include research funded by small charities or non-research statutory bodies (including sources such as some Primary Care Trusts, workforce development confederations, drug action teams, social services) and the NHS organisation needs to make a decision as to whether there has been independent review of the methodology.  

4.2
What does NOT require review?:

· Research funded by major non-commercial funders (e.g. Medical Research Council or Wellcome Trust) does not require internal scientific or methodological review. 

· In general, most organisations do not see review of commercially-funded clinical trials as essential.

· Student Research.  Although some NHS organisations review some student work, many organisations have set up agreements with partner universities to formalise the responsibility of the universities themselves to ensure scientific and methodological quality.

5. Who should undertake the Independent Review? 
· The Central Manchester and Manchester Children’s University Hospitals’ Peer Review System has been designed around a register of volunteer reviewers and provides the mechanism by which proposals can be submitted for peer review. The Reviewers are normally research active and have agreed to perform a number of reviews a year.

· In most cases, the review appears to be conducted ‘in-house’ either by a separate R&D or peer review group, or in some cases within Departmental Structures.  

· In many cases NHS Organisations have set up arrangements with specialist units such as NHS Funded Regional R&D Support Units to contribute to the review process.  

· A centralised review process appears to have a number of advantages, including, for  example, the ability to overview and monitor consistency for review, equal fairness for all Trust staff.

· In case of reviewers being recruited from outside the immediate NHS Organisation,  it may be necessary to consider whether some form of confidentiality agreement or statement is adopted.

6.
Criteria to include in the methodological review
· Most review systems are based on use of a proforma.  Many use a combination of tick boxes and additional room for free text comments.

· Most base the brief review on a protocol submitted by the researcher.

· Common areas to be considered as part of the review include:

· Does the research have a stated hypothesis or research question?

· Are the stated objectives clear?

· Is there a clear methodology?

· Has a case been made for the clinical, service significance?

· Is there justification for sample size?  There should be justification for sample size in both qualitative and quantitative research, and in the case of quantitative research this should be backed up with a statistical calculation with stated power and P value, and/or named expert statistical advice.

· Is the proposed data analysis described?

· What are the arrangements for project management, including the forming of a project steering group?

· Is the sample representative of the target population?

· Are the outcomes of the study stated and appropriate?

· Is the time scale realistic and will the project’s objectives likely to be met?

7. Other factors that need considering as part of the project review and project approval:

· Many Trusts aim to make a judgment about whether the research represents ‘value for money’, including all related research, treatment and service support costs, although judgement of this can be difficult.

· A judgement on whether the extent to which the research will benefit the NHS organisation, services, patients/service users, wider NHS, or the wider community might usefully be made.

· It can be beneficial to review the proposed plans for dissemination, including to patients/service users, carers, staff, the research participants, and other key stakeholders.
· A judgement may need to be taken on how the project aligns with the strategic objectives of the NHS organisation and agreed programmes of research.
· There should ideally be some indication that the relevant literature has been examined and incorporated into the study design.

· Is the researcher appropriately trained to undertake the proposed research, and/or is training built into the research timetable?

· Have the project costings been broken down and are they realistic?

· Will the research be likely to generate any commercially-exploitable intellectual property?

· If the project is externally-funded or being led by another organisation, has agreement been reached about who will fulfil the responsibilities currently associated with the ‘Research Sponsor’?  

8. Scale of the Peer Review

Research Governance indicated that the level of review should be commensurate with the scale of the activity.  For example, for student research the supervisor overseeing the quality of the student project will in most cases probably be sufficient.  Some organisations set transparent criteria for the scale of review and this may be related to overall cost of the project or to an assessment of risk.  For example some Trusts set a financial limit up to which the requirement is that a project is peer reviewed by two internal independent assessors.  After the limit then there is a requirement for at least one assessor from outside the organisation.  

9. Liaison with Research Ethics Review

It is clear that close working with Local Research Ethics Committees (LREC) has many advantages, and it appears that NHS organisations and LRECs have varying degrees of collaboration and joint working practices.  In some cases, the LREC helpfully provides lists of the LREC applications shortly after closing dates so that the NHS organisation can ensure that the projects have already been ‘approved by the organisation’ and been subject to appropriate peer review. 

10. Consumer Involvement (Patients, Service Users and Carers)
One of the important areas of development in research governance is consumer involvement in research.  There are at least elements of user involvement that are relevant to the review of research projects:

· The degree to which consumers have been and are planned to be involved in the research process including the design, representation on the steering group, data collection, data analysis and interpretation of results, and in dissemination. 

· Ideally, consumers should be involved in the reviewing of research, and this might take the form of representation on an R&D Committee, peer review group, or specific user research advisory group.  
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