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	Form No.
	

	
	Version No.
	

	
	Date of Effectivity:
	

	
Form No. 11.1 – Non-Compliance, Deviation & Violation Report Form




	REC CODE:

	STUDY PROTOCOL TITLE:






	APPROVAL DATE:

	PRINCIPAL INVESTIGATOR:





	Email:
	Telephone:
	Mobile:

	STUDY SITE NAME:

	STUDY SITE ADDRESS:

	Email:
	Telephone:
	Mobile:

	REPORT SUBMISSION DATE: <dd/mm/yyyy>

	1. NATURE
⬜ MINOR PROTOCOL DEVIATION (non-systematic protocol noncompliance with minor consequences, in terms of its effect on the participant’s/subject’s rights, safety or welfare, or the integrity of study data; includes deviations that are administrative) 
⬜ MAJOR PROTOCOL DEVIATION OR VIOLATION (persistent protocol noncompliance with potentially serious consequences that could critically affect data analysis or put patients’ safety at risk)

	0. DESCRIPTION OF REPORTED DEVIATION/VIOLATION:





	0. STATE THE POTENTIAL RISK OR HAZARD OF THE DEVIATION/VIOLATION TO THE STUDY PARTICIPANT/S:






	0. DESCRIPTION OF INVESTIGATOR CORRECTIVE ACTION:







	DATE OF DEVIATION/VIOLATION: <dd/mm/yyyy>

	REPORTED BY:

	DATE OF REPORT: <dd/mm/yyyy>

	PRINCIPAL INVESTIGATOR SIGNATURE:



RECOMMENDATIONS (for REC use only)

	Comments of Primary Reviewer






	RECOMMENDED ACTION:
· Continue but with strict monitoring of compliance
· Submit further information. Specify____________________________________
· For site visit
· Suspend the study until compliant
· Terminate the study
· submission of corrective action
· invitation to a clarificatory interview
· Requirement for an amendment
· suspension of recruitment, and 

	PRIMARY REVIEWER
	
	


Signature 
	




	Name
<Title, Name, Surname>
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