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Section A: Administrative Information
Protocol Number: Click or tap here to enter text.
Protocol Title: Click or tap here to enter text. 
Principal Investigator: Click or tap here to enter text. 
Sponsor: Click or tap here to enter text. 
Initial Approval Date: Click or tap to enter a date.
Last Renewal Date: Click or tap to enter a date.
Current Approval Expiry Date: Click or tap to enter a date.
Protocol version & Date Under Review: Click or tap here to enter text.
Type of Review:  Choose an item.

Reviewer name: Choose an item.

Conflict of Interest Declaration:
    ☐  None
    ☐  Yes (specify): Click or tap here to enter text. 

Section B. Study Progress and Status
	1. Recruitment Status
☐ Not started
☐ Ongoing
☐ Completed
	

	2. Planned sample size
	Click or tap here to enter text. 

	3. Enrolled to date:
	Click or tap here to enter text. 

	4. Have study procedures proceeded according to the approved protocol?
	☐  Yes
☐  Minor deviations
☐  Major deviations


	Comment:
	Click or tap here to enter text. 

	5. Have amendments been submitted and approved?
	☐  Yes		☐  No		☐  NA

	     Comment:
	Click or tap here to enter text. 




Section C. Safety Monitoring and Adverse Events
	6. Have any adverse events occurred?
	☐  No		☐  Yes

	     Comment:
	Click or tap here to enter text. 

	7. Based on accumulated data, the current risk level is?
	☐  Minimal		 ☐ More than minimal

	Comment:
	Click or tap here to enter text. 

	8. Are monitoring procedures adequate?
	☐  Yes		☐  Partially		☐  No

	Comment:
	Click or tap here to enter text. 





Section D. Protocol Compliance and Participant Protection
	9. Is informed consent being obtained as approved?
	☐  Yes		☐  No		☐  NA

	  Comment:
	Click or tap here to enter text. 

	10. Are confidentiality safeguards being maintained?
	☐  Yes		☐  Partially		☐  No

	 Comment:
	Click or tap here to enter text. 

	11. Are vulnerable participants involved?
	☐  Yes		☐  Partially		☐  No

	If yes, are additional protections implemented?
	☐  Yes		☐  Partially		☐  No

	Comment:
	Click or tap here to enter text. 




Section E. Scientific Progress
	12. Is the study still scientifically sound and relevant??
	☐  Yes		☐  Partially		☐  No

	   Comment:
	Click or tap here to enter text. 

	13. Have preliminary findings been reported?
	☐  Yes		☐  No		☐  NA

	Comment:
	Click or tap here to enter text. 




Conditions / Required Actions (if any):
	1.
	Required Modifications (If Any)

	
	· 
· 




Opinion of the Reviewer
☐ Approve amendment
☐ Approve with minor conditions
☐ Require modification and resubmission
☐ Defer (missing documents)
☐ Refer to full committee
☐ Reject (unsafe or unscientific), please provide reasons: Click or tap here to enter text.


Reviewer signature: ________________

Date: Click or tap to enter a date.
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