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AF/02-014/08:  Protocol Amendment Application and Review Form
	Protocol No:                                                                                         Version No:                           	Dated: DD/MM/YY

	Protocol Title:

	Principal Investigator’s Name:                                                                   PI’s Contact No:                             PI’s	Email:

	Name of Co-Investigators
	Email of Co-Investigators

	1. 
	

	2. 
	

	3. 
	

	Sponsor of the study:



	Amendments (list all the amendments)
Mention page number after each point where changes are made in the main document. Highlight the changes in the main document.
(NB: This Column is to be used by PI)
	Justification/Reasons for amendment including any untoward effects with original protocol and expected untoward effects because of the amendment
(NB: This Column is to be used by PI)
	Comments of the reviewer
(NB: This Column is to be used by Reviewers)

	1.  	 
	 
	

	2.  	 
	 
	

	Signature of the Principal Investigator
Date:                                	

	Risk/Benefit assessment:

Is the risk/benefit ratio favourable? ▢ Yes ▢ No ▢ NA
Reviewer’s Comments, if any:

Reviewer’s Decision:
□ Approve
□ Minor Modification
□ Major Modification and suspend the study
□ Major Modification but not suspend the study
□ Disapprove amendment request, but allow study to continue as previously approved.
□ Disapprove amendment request, and not allow the study to continue as previously approved.  


Name and signature of the reviewer
Date:
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