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FLOW CHARTS FOR SINGLE- AND MULTI-CENTRE STUDIES

Purpose

These flow charts bring together the Ethics and R&D approval processes for all types of research conducted within the NHS, and will be of use to Researchers, R&D Managers, R&D Administrators and Ethics Committee Administrators. They were originally published some time ago by the NHS R&D Forum Ethics Working Group, and have now been updated to include the Standard NHS R&D Application Form. They take account of the direction of the Department of Health strategy, “Best Research for Best Health” and will be updated as required during the implementation of the strategy.
Process

The NHS R&D Forum strongly recommends that the Chief Investigator contacts the host NHS R&D office prior to submitting an application for ethical review. 

This will enable the R&D office to 

· provide any necessary advice and support to researchers, 

· check that the scientific quality of the study has been assured through peer review, 

· ensure that an organisation(s) has agreed, in principle, to sponsor the study. 

· initiate financial and indemnity arrangements. 

For multi-centre research, it is recommended that the Chief Investigator contacts the R&D office of an appropriate “lead” NHS host (e.g. the NHS organisation where the Chief Investigator has substantive or honorary employment) so that the above processes can be carried out.
Generally, the remaining activities involving NHS R&D offices take place in parallel to the ethical review process. These include: arranging honorary contracts, where required; arranging and signing agreements or contracts; and making practical arrangements for the conduct of the study within the NHS organisation.  

When both host and REC requirements have been fulfilled R&D approval will be given.

Note

Currently the permission by an NHS organisation to conduct a research study may be described as R&D approval, research governance approval, NHS management approval, research management and governance (RM&G) approval or NHS permission. Some R&D offices provide an interim permission or approval when their review processes are complete, with full approval being conditional on favourable ethical opinion being given. The NHS R&D Forum recommends that where this process is used it is described as conditional approval.
Single Site Studies












Version numbers and dates to be included on all documentation and approval letters

Multi-centre Studies
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Version numbers and dates to be included on all documentation and approval letters

Chief Investigator (C.I.) submits documentation to R&D office


� HYPERLINK "http://www.corecform.org.uk" ��http://www.corecform.org.uk� 


� HYPERLINK "http://www.rdform.org.uk" ��http://www.rdform.org.uk� 





R&D office provides interim permission to proceed with application





R&D office finalises contracts, agreements and internal arrangements 





C.I. submits to REC





OR





REC validates and reviews submission





Chief Investigator responds to REC (after discussion with R&D where appropriate) and provides R&D office with updated versions of documentation if any changes have been made





REC asks Chief Investigator one set of questions





Study may start





Formal Full R&D 


Approval 





REC gives favourable opinion





R&D Approval





Chief Investigator (C.I.) submits documentation to local R&D Office at lead site


� HYPERLINK "http://www.corecform.org.uk" ��http://www.corecform.org.uk� 


� HYPERLINK "http://www.rdform.org.uk" ��http://www.rdform.org.uk� 





R&D office provides interim permission to proceed with application





AT THE SAME TIME





P.I. makes early contact with R&D office when they expect to participate in a multi-centre study. PI submits 


documentation to R&D office


� HYPERLINK "http://www.corecform.org.uk" ��http://www.corecform.org.uk� 


� HYPERLINK "http://www.rdform.org.uk" ��http://www.rdform.org.uk� 





C.I. submits forms A + B to REC for single Ethics opinion








REC validates submission, C.I. tells Principal Investigators (P.I.) to submit Form C and the PI’s CV for site specific assessment (SSA)


� HYPERLINK "http://www.corec.org.uk" ��http://www.corec.org.uk� 





REC informs C.I. that study has a favourable Ethics opinion & lists local approved sites. (Subsequent letters + annexes will be sent to C.I. as additional local sites are approved)





C.I. sends REC approval letter & REC correspondence & final approved documentation to P.I. (when their local site is approved)





R&D office finalises contracts, agreements and internal arrangements 





P.I. submits REC approval letter naming local site with all REC correspondence & final approved documentation to R&D office





Full R & D approval





Study may start
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