


NON-COMPLIANCE REPORT FORM

	Section A: Basic Information

	1) AIC IRB Reference No.:
	

	2) Protocol Title:
	

	3) Principal Investigator:
	

	4) Institution Name:
	

	5) Date of Non-Compliance Event:
	(DD/MM/YYYY) 



	Section B: Details of Non-Compliance event

	1) Please describe in detail the nature of the Non-Compliance event including the date of the occurrence.
(Attach supporting documentation to this form where applicable.)



	2) Explain why or how the Non-Compliance event occurred. Describe the outcome of the Non-Compliance event.



	3) In your judgement, did the Non-Compliance event affect the rights or welfare of the Research Participant and/or others? 



	4) In your judgement, did the Non-Compliance event increase the potential risk to the Research Participant and/or others? 



	5) Describe any follow up action taken to prevent this Non-Compliance event from occurring in the future.



	6) Do you have any other comments?



	7) Has this Non-Compliance event been reported to the Study Sponsor or Grant Body?
☐ Not applicable as there is no Study Sponsor or Grant Body.
☐ No. Please provide rationale for not reporting:
☐ Yes. Please describe what the Sponsor or Grant Body’s response is:





	Section C: Submission Declaration

	I confirm that the information submitted above is true and accurate at the date of submission of this report.

	____________________
	___________

	Investigator’s Signature
	Date

	
	

	Full Name:
	
	Study Role:
	

	Institution:
	
	Department:
	

	Contact Person:
	
	Tel:
Email:
Fax:
	






	FOR OFFICIAL USE ONLY

	Non-Compliance Report No.: 

	Category of Non-Compliance Event:
	☐ Serious NC ☐ Continuing NC
☐ Neither Serious nor Continuing NC

	Category of Review:

	☐ Full Board Review
☐ Expedited Review:
☐ Table summary at next Full Board meeting
☐ Table for discussion at next Full Board meeting
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