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Site File Note

	File note number:

(please add this to the file note log if using)
	

	Study Title: 


	

	Date of Issue:


	

	Details of Issue:


	

	Participant(s) affected: 
(if relevant)


	

	Impact on patient safety and the integrity of the study and its data: 


	

	Action(s) taken to correct issue:


	

	Action(s) taken to prevent the issue recurring:


	


Site File Note Prepared by:

	Name: 
	

	Role: 
	

	Signature: 
	

	Date:  
	


Principal Investigator Approval of Site File Note:

	Name:
	

	Signature:
	

	Date:
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