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Site File
	
	
	Sections in grey text are not applicable for this trial and corresponding documents will thus not be filed in this binder.
	If filed at other location, 
state location

	
	A
	General Site Information

	
	1
	List of contact persons
	

	
	2
	Feasibility
	

	
	3
	Trial checklists (activation, initiation, close-out etc)
	

	
	
	Correspondence
	

	
	
	
	

	
	B
	Site Staff

	
	1
	Local signature and delegation of responsibilities log
	

	
	2
	Training records
	

	
	3
	CV local (sub) investigator
	

	
	4
	CV local independent physician
	

	
	
	Correspondence
	

	
	
	
	

	
	C
	Trial Subject Related Documents

	
	1
	Site specific PIF and ICF
	

	
	2
	Other site specific trial subject related information
	

	
	
	Correspondence
	

	
	
	
	

	
	D
	Contracts and Agreements

	
	1
	Local research declaration (onderzoeksverklaring)
	

	
	2
	Protocol signature page (LI)
	

	
	3
	Clinical trial agreements
	

	
	4
	Other agreements
	

	
	
	Correspondence
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	E
	Regulatory Documents

	
	1
	Central Ethics Committee approval, site specific

	

	
	2
	Board of directors approval
	

	
	3
	Additional applicable site specific approvals 

	

	
	
	Correspondence
	

	
	F
	Trial Medication

	
	1
	Confirmation of receipt of product information
	

	
	2
	Quality assurance
	

	
	3
	Licenses
	

	
	4
	Order and approval, receipt and shipping
	

	
	5
	Accountability, destruction and return
	

	
	6
	Incident reports
	

	
	7
	Other applicable site specific documents
	

	
	
	Correspondence
	

	
	
	
	

	
	G
	Laboratory, Assessments and Samples

	
	1
	Reference values
	

	
	2
	Accreditation 
	

	
	
	Correspondence
	

	
	
	
	

	
	H
	Safety

	
	1
	Blinding and unblinding information
	

	
	2
	SAE
	

	
	
	2.1 SAE reports
	

	
	
	2.2 SAE evaluation
	

	
	
	Correspondence
	

	
	
	
	

	
	I
	Monitoring
	

	
	1
	Initiation/activation
	

	
	2
	Follow up  letters and visit reports
	

	
	
	Correspondence
	

	
	
	
	

	
	J
	Insurance

	
	1
	Insurance certificates
	

	
	
	Correspondence
	

	
	
	
	

	
	Z
	General Correspondence and other relevant documentation
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