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Joint R&D Office Document Checklist

	Principal Investigator (Local) 


	

	Study Title
	

	Sponsorship
	INTERNAL: requested from          QMUL            BLT            ELFT

	
	EXTERNAL:

	Local Site(s)
	


	Essential Documents; all studies
	RECEIVED
	N/A

	
	Costings and Contracts
{CSP studies only; require an e-mail from PI/study coordinator stating that no subcontractors to be used. If they are provide contract.}
	
	

	
	IRAS R&D or REC Form 
	
	

	
	IRAS SSI form 
	
	

	
	Research Protocol 
	
	

	
	CVs: Non-CSP studies; PI/Local Investigator’s CV 

CSP studies; PI + all research team members’ CVs (signed & dated)
Student studies; student + supervisor’s CVs
	
	

	
	Participant Information Sheet
	
	

	
	Consent Form 
	
	

	
	All other patient-related documents - invitation letters, GP Letter, questionnaires, patient diaries, advertisements, interview guides etc.
	
	

	
	CAU Peer Review form (BLT/QMUL) 
or Service Review application form (ELFT)
	
	

	
	Have you attended Research Governance Framework and/or GCP training? (It is a requirement for CTIMPs to attend GCP training/refresher course within last two years)
	
	

	
	Informing other departments and service support 

e.g. Manuela Antoniu (ionising radiation), Medical Physics (devices); if applicable
	
	

	
	
	

	Internally sponsored studies (BLT/QMUL)
	RECEIVED
	N/A

	
	Conditions of sponsorship letter (signed & dated) BLT or QMUL
	
	

	

	Externally sponsored studies (including commercial companies)
	RECEIVED
	N/A

	
	Letter from sponsor (or signed IRAS D2 declaration)
	
	

	
	REC correspondence including Favourable opinion letter
	
	

	
	Evidence of indemnity/insurance (only applicable if non-NHS sponsor)
	
	

	

	CTIMPs and Medical Device Studies
	RECEIVED
	N/A

	
	Clinical Trial Authorisation (CTA) application
	
	

	
	“Notice of acceptance/No Objection” from the MHRA
	
	

	
	Letter from the CI answering MHRA remarks (if applicable)
	
	

	
	Letter from MHRA approving the remarks
	
	

	
	CTIMPs; Head of Pharmacy – Alex Farrell informed?
	
	


	Tissue studies
	RECEIVED
	N/A

	
	Material Transfer Agreement
	
	

	
	Register with Human Tissue Resource Centre 
	
	

	
	Gene Therapy Advisory Committee (if applicable)
	
	

	
	
	


	Other
	RECEIVED

	
	

	
	

	
	

	
	

	
	


If you have any questions about the above please contact the Research Support Unit advisors:

Michelle Ikumi; tel no. 020 7882 5997; e-mail address michelle.ikumi@bartsandthelondon.nhs.uk
Katherine Ouseley; tel no. 020 7882 5998; e-mail address katherine.ouseley@bartsandthelondon.nhs.uk
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