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NOTE TO FILE FORM

	Site name
	
	Trial name
	REMAP-CAP

	Site code (ABC-XYZ) 
	
	Protocol ID
	NCT02735707

	Local PI
	
	Sponsor
	UMC Utrecht



	What is the scope of the issue?
	Reviewer sign-off 

	☐	A single participant
Participant number:
	Local PI

	☐	Multiple participants or general conduct at a single site
Participant numbers and/or site code:
	Local PI

	☐	Multiple sites
Site codes:
	Central PI / Sponsor delegate

	☐	Trial management
	Central PI / Sponsor delegate

	☐	Other
Specify:
	As applicable



	Description of the issue

	Date discovered (ddMmmyyyy)
	
	Date / timeframe occurred (dd-Mmm-yyyy)
	

	[Provide an objective, clear and concise description of the deviation.  Be complete and try to answer the questions Who, What, When, Where, Why, How, How many. Describe how issue was detected (by site, Sponsor (remotely), CRA).]



	Corrective and Preventive Actions

	[Describe here each corrective action(s) taken, preventive actions if applicable, and the responsible person(s) involved. In case a corrective/ preventive action is ongoing, please add an actual or anticipated due date for each. Describe status if not yet resolved or if issue cannot be resolved what the consequences are.]



	Role / function
	Full name
	Date (dd- Mmm-yyyy)
	Signature

	Author Note to File
	
	
	

	Local PI (Reviewer)
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