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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 the list of documents.
We strongly recommend applicants to keep the list of documents provided at the initial 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)

	PART I

	A. INTRODUCTION

	…
	
	
	

	
	
	
	

	
	
	
	

	B. COVER LETTER

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

	…
	
	
	

	C. EU APPLICATION FORM

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

	…
	
	
	

	D. PROTOCOL

	Ex:Pilot222_2019-111111-22_Protocol_v1.1.pdf
	V1.1
	
	

	Ex:Pilot222_2019-111111-22_Protocol_v1.2.pdf
	V1.2
	
	

	…
	
	
	

	E. INVESTIGATOR'S BROCHURE

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

	Ex:Pilot222_2019-111111-22_IB_v1.3_20190930.pdf
	V1.3. /30/09/2019
	
	

	…
	
	
	

	F. DOCUMENTATION RELATING TO COMPLIANCE WITH GOOD MANUFACTURING PRACTICE (GMP) FOR THE INVESTIGATIONAL MEDICINAL PRODUCT

	…
	
	NA
	NA

	G. INVESTIGATIONAL MEDICINAL PRODUCT DOSSIER (IMPD)

	…
	
	NA
	NA

	H. AUXILIARY MEDICINAL PRODUCT DOSSIER

	…
	
	NA
	NA

	I. SCIENTIFIC ADVICE AND PIP

	…
	
	
	

	
	
	
	

	J.  LABELLING OF THE IMP

	…
	
	
	

	
	
	
	





	Documents
	Version and/or date
	Assessed
(completed by Ethics Committees)
	Approved
(completed by Ethics Committees)

	PART II

	K. RECRUITMENT ARRANGEMENTS

	…
	
	
	

	
	
	
	

	
	
	
	

	L. SUBJECT INFO, ICF AND ICF PROCEDURE

	Ex:Pilot222_2019-111111-22_Patient Card-NL.pdf
	V1.0
	
	

	…
	
	
	

	M. SUITABILITY OF THE INVESTIGATOR

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

	…
	
	
	

	N. SUITABILITY OF THE FACILITIES

	Ex: Pilot222_2019-111111-22_CV-Janssens_20160223.pdf
	23/02/2016
	
	

	…
	
	
	

	
	
	
	

	O. PROOF OF INSURANCE

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

	Ex:Pilot222_2019-111111-22_IB_v1.3_20190930.pdf
	V1.3 /30/09/2019
	
	

	…
	
	
	

	P. FINANCIAL AND OTHER ARRANGEMENTS

	…
	
	
	

	R. STATEMENT DATA PROTECTION

	…
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