[image: image1.png]Barts and The London [i'/A]

NS Trust



                            



	R&D submission checklist for

Commercial Companies




Please send both electronic and signed hard copies to:
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School of Medicine and Dentistry



Joint R&D Office

Queen Mary Innovations Centre

5 Walden St 

Whitechapel

London

E1 2EF

	
	Documents
	N/A
	No
	Yes

	1. 
	Signed copy of IRAS R&D Form & SSI

	
	
	

	2. 
	Ethics approval letter (if already obtained)


	
	
	

	3. 
	Protocol (signed & dated by PI) 

(do not send another copy if you have already sent it to the person dealing with the contract here)

	
	
	

	4. 
	PI’s short CV (signed & dated) (

	
	
	

	5. 
	Patient information sheet ( 

	
	
	

	6. 
	Consent form ( 


	
	
	

	7. 
	GP Letter, questionnaires, patient diaries, advertisements


	
	
	

	8. 
	Evidence of Internal CAU Peer review 

	
	
	

	9. 
	Data Protection form sent by e-mail from the PI’s BLT/QMUL e-mail account.

	
	
	

	Trials of Medicinal Products

	9.
	Clinical Trial Authorisation application 


	
	
	

	10.
	“Notice of acceptance” from the MHRA

	
	
	

	11.
	Letter from the CI answering the remarks (if applicable)


	
	
	

	12.
	Letter from the MHRA approving the remarks


	
	
	

	13.


	Have you informed Head of Pharmacy – Alex Farrell   (email:alxfarrell@yahoo.com)

	
	
	

	14.
	Have you informed other departments that are heavily involved eg.  Pathology labs or radiotherapy (CT scans, X-rays etc)? 


	
	
	


· Template available on internet via link above
	Important! The study cannot start until the following are in place:

· Contracts have been signed.
· Final R&D approval letter has been issued from R&D.



Direct link to Joint R&D internet site for advice and forms


� HYPERLINK "http://www.bartsandthelondon.nhs.uk/research/the_approval_process.asp" ��http://www.bartsandthelondon.nhs.uk/research/the_approval_process.asp� 
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