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In order to facilitate the delivering of the approval letter within the CTR pilot project, Applicants of CTR pilot dossiers are kindly requested to provide a WORD file with their list of documents.
We strongly recommend applicants to keep the list of documents provided at the SM submission and to submit it at each change (validation question, response to RFI, etc.) with a clear indication of which documents have been updated/added.
We recommend the sponsor to use the following table template:
	Documents
	Version and/or date
	Assessed
(completed by Ethics Committees)
	Approved
(completed by Ethics Committees)

	A. INTRODUCTION AND GENERAL PRINCIPLES

	…
	
	
	

	
	
	
	

	
	
	
	

	B. COVER LETTER

	Ex:Pilot222_2019-111111-22_SM002_Cover-Letter_20190910.pdf
	10/09/2019
	
	

	…
	
	
	

	C. MODIFICATION APPLICATION FORM

	Ex:Pilot222_2019-111111-22_SM002_Modification_Application-Form_20190910.pdf
	10/09/2019
	
	

	…
	
	
	

	D. DESCRIPTION OF THE MODIFICATION

	Ex:Pilot222_2019-111111-22_SM002_ICF_French_v1.2.pdf
	V1.2
	
	

	Ex:Pilot222_2019-111111-22_SM002_Protocol_v1.2.pdf
	V1.2
	
	

	
	
	
	

	E. SUPPORTING INFORMATION

	Ex:Pilot222_2019-111111-22_IB_v1.2_20190901.pdf
	V1.2 / 01/09/2019
	
	

	
	
	
	

	
	
	
	

	F. UPDATE OF EU APPLICATION FORM

	Ex:Pilot222_2019-111111-22_Application-Form_20190910.pdf
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