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	Title:  

016. Intervention  in  Protocol Deviation / Non-compliance / Violation 
	



Annex 1

Form AF/AS/01-016/2022/01.2
Deviation / Non-Compliance / Violation Record 

	Protocol Number :      



	Study Title:


	

	Investigator


	Contact No.:

	Institution:


	Contact No.:

	Sponsor:


	Contact No.:

	1
	Description of Reported Deviation / Violation (identify who committed the deviation and described the reported deviation)

	
	1.1
	· Animals : ……………………..

	
	1.2
	·   Investigator : ………………………….

	
	1.3
	· Sponsor : ………………………….

	2
	Nature of Report

	
	2.1
	·  Minor Protocol Deviation (Non systematic protocol non compliance with minor consequences in terms of its effect on the Animal welfare and safety or the integrity of study data : includes deviation that are administrative in nature)

	3
	DESCRIPTION OF INVESTIGATOR PREVENTIVE ACTION :

	4
	DESCRIPTION OF INVESTIGATOR CORRECTIVE ACTION :


	5. SPONSOR ASSESSMENT OF SEVERITY :

	
	5.1
	· MAJOR 

	
	5.2
	·   MINOR 

	6
	DESCRIPTION OF SPONSOR CORRECTIVE ACTION : 

	77
	DATE OF DEVIATION / VIOLATION : (dd/mm/yyyy)

	78
	REPORTED BY : 

	9
	DATE OF REPORT : (dd/mm/yyyy)

	10
	PI Signature : 
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