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	Protocol Amendment - Reviewer Assessment Form



Section A. Administrative Information
	Protocol Number:
	

	Protocol Title:
	

	Version N° and (Date):
	

	Principal Investigator:
	

	Name of Sponsor:
	

	Reviewer’s Name:
	



Conflict of Interest Declaration:
    ☐ None
    ☐ Yes (specify): 
Section B. Nature of Amendment
	1. 
	Type of Amendment (tick all that apply)

	2. 
	☐ Administrative (e.g., staff change, contact details)
☐ Study procedures
☐ Eligibility criteria
☐ Sample size
☐ Study sites
☐ Recruitment strategy
	☐ Data collection tools
☐ Statistical analysis plan
☐ Informed consent documents
☐ Risk/benefit profile
☐ Study timeline
☐ Other (specify): 

	3. 
	Listing of Proposed Changes
· 
· 

	4. 
	Reason for Amendment (as stated by PI)
	☐ Operational/ logistical
☐ Safety-related
☐ Scientific refinement
☐ Regulatory requirement
☐ Other (specify):


Section C. Scientific Assessment
	5.     
	Do changes alter original objectives?
	☐ No		☐ Minor		 ☐ Major

	
	If Minor or Major (explain):
	

	6. 
	Are revised methods scientifically valid?
	☐ Yes		 ☐ Partially	 ☐ No

	
	If No (comments):
	

	7. 
	Is justification provided and adequate?
	☐ Yes		☐ Needs clarification	 ☐ Not applicable

	8. 
	Do amendments improve feasibility?
	☐ Yes		☐ Neutral	☐ No

	
	If No (comments):
	




Section D. Risk Assessment
	9.    
	Does the amendment change the risk level?
	☐ Not change risk          ☐ Reduced risk	 ☐ Increased risk

	
	If increased (explain):
	

	10. 
	New Risks Introduced?
	☐ Yes		 ☐ No	

	
	If Yes (specify):
	

	11. 
	Are additional safeguards adequate?
	☐ Yes		☐ Partially		☐ No

	
	If Partially or No (comments):
	



Section E. Participant Impact
	12. 
	Does the amendment affect:
	☐ Procedures
☐ Burden or time
☐ Privacy or confidentiality
☐ Compensation
☐ Eligibility
☐ None

	
	If any (describe):
	

	13. 
	Are vulnerable groups newly included?
	☐ Yes		☐ No

	
	If Yes (specify):
	

	14. 
	If yes, are protections adequate?
	☐ Yes		☐ No

	
	If Partially or No (comments):
	



Section F. Informed Consent and Data Protection
	15. 
	Consent Update Required?
	☐ No		
☐ Yes (re-consent required)
☐ Yes (information update only)

	
	If any (describe):
	

	16. 
	Do revised forms reflect amendments?
	☐ Yes		☐ Partially	      ☐ No

	
	If No or Partially (specify):
	

	17. 
	Do amendments affect data handling?
	☐ Yes		☐ No

	
	If Yes (comments):
	


Section G. Opinion of the Reviewer
	☐
	Approve Amendment

	☐
	Approve with Minor Modifications

	☐
	Require Major Revisions

	☐
	Defer (Missing Documents)

	☐
	Reject (Provide Reasons):


[bookmark: _Hlk227765004]Section H. Summary of Conditions / Required Actions
	[bookmark: _Hlk227765079]List all Required Actions and Recommendations to the Researcher (if any)

	· 




Reviewer’s signature: ________________

Date: 
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