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TEMPLATE: NOTIFICATION REGARDING CRITICAL/MAJOR DEVIATIONS/VIOLATIONS

	PART 1: ADMINISTRATIVE 

(Blocks will expand to contain the information required, no extra references or pages should be added)


	Ethics Reference Number:
	

	Study Title:


	

	Phase of study:


	

	Protocol/Project/Study Number: 
	

	Approved Version/No. and Date:
	

	Health product being studied (if applicable):
	

	Funder/Donor:
	

	Sponsor:


	

	Applicant:
	

	Contact Person:
	

	Address:
	

	Cell No.:
	

	E-mail address:
	

	Date of Notification: 
	


	PART 2 

	DETAILS OF DEVIATION/VIOLATION

	1. Department/Research Entity:
	

	2. Site:
	

	3. Investigator(s): (PIs Co-Is and/or Sub-Is
	

	4. Date:
	

	5. Description:
	

	6. Classification (Critical/Major):
	

	7. Root Cause:
	

	8. CAPA: 
	

	9. Implementation Date: 
	

	10. Effective date of resolution: 
	

	11. Evaluation/Follow-up:
	

	12. Comments:
	


	I, the undersigned, agree to conduct/manage the above-mentioned study under the conditions as stated in this application

	Applicant/Principal Investigator:

Signature: 

…………………………………………………
	Date

…………………………………….
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