
Protocol Deviation / Violation / Non-Compliance Reporting Form (Version 1.0)

To be completed in typescript and submitted by the Principal Investigator (PI).  

1. Details of PI
	Name:
	

	Address:
	

	Telephone:
	

	E-mail:
	



2. Details of study

	Full title of study:
	


	Protocol number:
	

	Date of ERC approval:
	

	Type of Report
	
[bookmark: Check1]Minor Protocol Deviation	|_|

[bookmark: Check2]Major Protocol Violation		|_|

[bookmark: Check3]Non-Compliance		|_|





3. Description of the Event

	Date of Occurrence:
	


	Date of Detection: 
	

	Detailed description of the deviation/violation/non-compliance::
	






	
Underlying reason(s) identified: 
(e.g. Human error, System/process issue, Training gap, etc.)

	




4. Impact Assessment

	Impact on Participant Safety

	

	Impact on Rights/Welfare of Participants

	

	Impact on Study Integrity/Data Quality

	

	Any other Impact

	




5. Corrective and Preventive Actions

	Immediate Actions Taken

	

	Other Corrective Actions Taken

	

	Preventive Actions

	


	

Was the event reported to other authorities (if applicable)?
	
Yes	|_| 		

No	|_|

If Yes, Which Authority: 


	
Require Protocol Amendment
	
Yes	|_| (If Yes, please submit relevant amendment)

No	|_|




6. Declaration: I confirm that the above information is accurate and complete

	Signature of Principal Investigator:
	

	Print name:
	

	Date of submission:
	



__________________________________________________________________________________________

---Office Use Only—

	Date of Receipt:
	


	Date Discussed at ERC Meeting:
	

	Classification:
	
Major Protocol Deviation	|_|

Minor Protocol Deviation	|_|

Non-Compliance		|_|



	Action Required
	








