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R&D





Review of any confidentiality agreements





Proposed Project/ feasibility





Other support services





Principal Investigator





Project considered feasible





Pre-register projects (full title, confirm PI & site).  Where NUTH is asked to be Sponsor, confirm if acceptable





R&D issues ‘Fee letter’ (for commercially sponsored projects only) – details R&D fee & pharmacy deposit.





Negotiate draft agreements





Pharmacy (& other req’d support services) review input required for project, providing costings, etc





Work up project in detail





Finalise all relevant documentation





Submit CTA request to MHRA 





Submitted documents circulated by R&D to relevant support services for review prior to meeting (primarily: pharmacy, lab. medicine, radiology, finance, info. governance, etc.)





Submit ethics form to REC





Submission to R&D, inc:


R&D form/costs


Protocol


Agreements


Full copy of submission to REC


R&D write to PIs to confirm valid application and inform them of Honorary Research Contract and Caldicott requirements.


(Submission deadline is 2 weeks before R&D Approval meeting.)





R&D Approval committee, membership includes:


R&D Director, Research Operations Manager & Research Governance Manager


Pharmacy


Finance


Director of the Clinical trials unit


Plus input from lab. medicine, info. governance, radiology, etc. as required





(Input can be made in writing if unavailable for the meeting – R&D Director or Research Operations Manager *must* be present.  An appeal process, involving the Medical Director, is available to PIs although has never been called upon.)





R&D notifies PI of outcome of meeting (within 2 weeks as per Terms of Reference).  Outcome as follows:


Full Approval (project is sent to Trust CEO for final sign-off)


Approval subject to evidence of other approvals, eg CTA, REC favourable opinion, other outstanding materials, etc. 


Hold – insufficient info provided


Not approved





Consideration of CTA request by the MHRA





Ethical review undertaken by the relevant MREC/LRECs





Submit other approval requests 





CTA and favourable opinion from RECs and other approvals made available at any point in the process – full approval will *not* be granted until they are available 





Consideration by other regulatory bodies as required








Amanda Tortice

Research Operations Manager 

(As at April 2008)
Additions Lesley Hall

Research Governance Manager

(As at April 2008)

