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SECTION 1: To be filled out by the Principal Investigator
	PELI-IRB Code:
	
	Submission Date:

	Study Protocol Title
	


	Study Protocol Number:
	
	Study Site:

	Principal Investigator:
	
	Sponsor:

	Sponsor:
	

	Reported by:
	
	Contact Number:




	No:
	Description of Amendment 
	Section in the protocol
	Reason / Justification for Amendment

	1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	5
	
	
	



	

	Printed Name and Signature of Principal Investigator



	

	Date


SECTION 2: Technical Review Assessment (as needed)
	No.
	Scientific / Technical Impact
	Comments

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	



	

	Printed Name and Signature of Technical Reviewer



	

	Date


SECTION 3: Assessment by Primary Reviewer
	Type of amendments

	☐Minor

	☐Major


	Does the amendment increase the risks to participants?

	☐Yes

	☐No


	Does the amendment increase the benefits to participants?

	☐Yes

	☐No


	Is there favourable benefit/ risk ratio?

	☐Yes

	☐No


	Is there a need to obtain informed consent of participants again?

	☐Yes

	☐No


	Comments: 
	






	Recommendation of Primary Reviewer:
☐ Approval 
☐Additional justification/information required
☐Clarification or Minor Modification subject to expedited review at the level of the Chair
☐Disapproval
	Type of Review:    ☐Expedited      ☐Full-Board 
	Date of Meeting:
	

	Date of Approval:
	








	

	Printed Name and Signature of Primary Reviewer



	

	Date




	

	Chair, PELI-IRB



	

	Date
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