BRIEFING NOTE ON THE UPDATING OF THE PCT RM&G TOOL-KIT

1. Research Governance Arrangements in Primary Care Trusts – Key Messages

· The implementation of Research Governance is a core duty for all NHS organisations, in order to ensure safe systems of care when research is being undertaken. 

· The NHS is expected to manage risk, minimise bureaucratic process and facilitate research.

· The purpose of establishing a shared governance model is to reduce the duplication, bureaucracy and potential delays associated with gaining R&D management approval. The aim of any shared arrangement should be to allow PCTs to share expertise, mechanisms and procedures.

· It is not considered necessary to establish a specific committee to review and approve individual projects.  This authority should be delegated. A delegated officer within the RM&G office should take responsibility for ensuring that each research project has appropriate research governance arrangements in place, and the PCT R&D lead takes responsibility for checking for any local issues that may affect whether or not permission can be given.
· Where information for approval and registration of projects already exists in an acceptable format (eg in COREC forms), researchers should not be required to duplicate this information in additional forms.
· It is expected that  PCT will accept and rely on the checks undertaken by others, in particular ethics committees, the sponsor and funder(s).  PCTs should only consider withholding permission for a research project if: 

· there is no identified sponsor and the PCT does not have the expertise to be the sponsor

· there is no evidence of ethical approval

· appropriate arrangements for allocation of responsibilities and indemnity have not be made

· the NHS has evidence of local issues that make the research unsafe to conduct at the proposed sites within its area

· the study would have a significant adverse effect on local service delivery

· It is important that PCTs adopt clear performance standards for reviewing evidence and confirming research approval.  These should include targets for processing fully completed applications (i.e. those with all the required documentation) and targets for issuing honorary contracts.
2. UPDATING OF the NHS R&D FORUM’S PCT RM&G TOOL-KIT: Summary of key changes made

Contents page – has been updated and the contents list on the web site have been labelled

Section 1 – Shared Arrangements.  There is a new emphasis on the fact that management of Research Governance is a core duty for all NHS organisations.  PCTs are unique in receiving new recurrent funding specifically to establish models for shared research governance arrangements to facilitate research in primary care.  It is PCTs’ specific responsibility to establish shared arrangements that reduce bureaucracy and duplication and provide timely support and research permission, for researchers to proceed with projects with the full protection of the PCT.

Section 1.1. – Research Management and Governance Responsibilities.  This section has been updated 

Section 1.2 – the Service Level Agreement. There is a new addition highlighting the need for PCTs to establish systems to check on local issues that may affect research.

There is a new emphasis that RM&G office and research leads need to be empowered to check research documentation and provide research approval in their individual officer roles, and that research approval should not be contingent on a committee meeting.

References to Controls Assurance have been replaced with Health Care Standards for Research Governance

Section 2 – Notification, approval and registration of research.  The toolkit guidelines have been strengthened throughout to address the concerns expressed by the research community nationally that research approval procedures within PCTs are overly bureaucratic and cause significant delay to the progress of research.  

There is an emphasis that the guidelines set out in the PCT RM&G Tool-kit are cited in DH guidance notes as examples of good practice and there is cross-referencing throughout to the Department of Health’s Permission note on NHS R&D. 

Recommendations on the role of PCTs’ RM&G manager are strengthened, so that they can be given delegated powers to approve projects on the basis that RG arrangements have been checked against a checklist and satisfactory evidence produced, on behalf of any member PCT that belongs to the RM&G shared arrangement.  Local R&D leads should be given delegated powers to check for any local issues that may lead to permission for research to proceed to be withheld.  Review committees should not be used as a routine mechanism for issuing PCT permission or approval for research.

Documentation for approval – need include only the COREC forms and approval letters, MHRA approval, letter from the sponsor and the standard R&D application form (the Forum’s replacement to COREC’s Form D).  A new data checklist given.  

There is a new emphasis on the fact that there is no justification for PCTs to require that new or additional forms be completed. No additional reviews should be undertaken by the PCT.  The role of PCT is to ensure that there is evidence of the appropriate funding, peer review and ethics approvals in place and that sponsor responsibilities are agreed.

Local, PCT-based R&D leads need to check if there are any local issues that would have a significant adverse effect on the research about which Ethics Committees could not have been aware of, and grant approval accordingly.  Local R&D leads should liaise closely with the shared RM&G officer, to facilitate prompt processing of R&D applications.

New information on PCT’s being the sponsor – explanation of the role and provision of checklists and a sponsor agreement template.

Approval procedures – should be delegated to RM&G manager and PCT research leads, not a committee.  New performance standards and time targets for approval are specified.

Cost of approving commercial research and guidelines for what you can and can’t charge for are outlined.

Appendix 2.1 – Example flow diagrams which reflect updates.

Appendix 2.2 – new checklist of documentation which PCTs require to provide research permission/approval, based on COREC documentation and the new electronic R&D management application form.  Principal Investigator agreement deleted as this is replaced by the new standard R&D Application form, which includes all authorisations and declarations needed by a PCT to issue permission for research.

Appendix 2.3 – draft PCT position statement on sponsorship provided and template for a sponsor checklist 
Appendix 2.4 -  agreement on distribution of responsibilities

Appendix 2.5 – new performance targets for research approval

PCT designed R&D application forms deleted.  New reference to standard R&D  Application form (based on the old COREC form D) and instructions on where to find it.

Section 3 – Peer Review

Minimal updating to clarify the sponsor’s role, the link between PCTs’ responsibilities and sponsor responsibilities and more clarification on what needs peer reviewing and that PCTs can rely on others’ peer reviews.

Section 4 – Honorary Contracts

Updated to clarify that “Researchers not employed by any NHS organisation who interact with individuals in a way that has direct bearing on the quality of their care should hold a NHS honorary contract” (para 3.10.3. of the draft second edition of the Research Governance Framework.   Honorary contracts therefore do not normally need to be issued where researchers needed access to NHS facilities, staff, samples or data, particularly in the case of the latter two where such data or samples have been anonymised. 

Where research involves access to identifiable patient data, trusts must check that the patient has given express consent for the researcher to access their record, and trusts may wish to consider whether or not an Honorary Contract is required, to ensure that they remain responsible for such arrangements and that the appropriate safeguards are in place. 

Further clarification is offered on when CRB checks can or need to be undertaken as part of the process of issuing honorary contracts.

Independent contractors and their staff are NHS staff according to new GMS contract, therefore do not require additional honorary contracts, but PCT may wish to check that their R&D permission/approval procedures binds people to comply with Research Governance

Arrangements required for student research is clarified.

Only one example honorary contract provided.

Section 5 – new – Position statement on indemnity arrangements in primary care

A summary of what the arrangements are vis a vis Trust arrangements, Independent Contractors’ personal professional indemnities, the role of the Sponsor and the role of Universities, indemnity for negligent and non-negligent harm, what is and what is not covered and examples of specific arrangements that can be made to address any gaps, and future action that the Department of Health is planning to address specific problems.

Section 6 – new – Research Misconduct and Fraud

Section 7 – new – Adverse Events Reporting in Research.

Section 8 – Monitoring and Auditing – not changed

Section 9 – Examples of good practice -  updated

Section 10 – new – Documentation and Information Guide for PCTs

