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IRB Protocol No: _____________   					Submission Date:  ____________________
Study Protocol Title:  _____________________________________________________________________________
Protocol Number: ________________________                   Initial Approval Date: ______________________________ 
Principal Investigator: _____________________
Sponsor: ________________________________                  Study Site: ______________________________________
	1. Study Arms:
	

	2. Summary of Recruitment:
	

	Accrual ceiling set by IRB
	

	New participants accrued since last review
	

	Total number of participants accrued since protocol began
	

	No. of participants who are lost to follow up
	

	No. of participants withdrawn from the study
	

	No. of participants who experienced SAEs/SUSARs
	

	Number of participants who completed the study
	

	Amendments to the original protocol (including dates of approval):
	

	3. Summary of onsite SAEs reported
	

	4. Summary of participants’ complaints or grievances documented regarding conduct of study
	

	5. Continuing Review submitted (with dates of approval
	

	6.  Duration of the study
	

	7. Informed consent form used (with version no./date) and attach the most recent version
	

	8. Study Objective


	9. Summary of Results by Objective
	Study Objective
	Key Findings/Result
	Outcome Achieve

	
	
	|_| Yes  |_| No |_| Partially

	
	
	|_| Yes  |_| No |_| Partially

	
	
	|_| Yes  |_| No |_| Partially

	
	
	




	10. Dissemination of Study Results / Dissemination Plan



		
 Principal Investigator Name and Signature                                                 Date 

To be filled up by Primary Reviewer
	Comments of Primary Reviewer (i.e. compliance with the terms of the approved protocol including post- approval review requirements, and overall assessment of risks against benefits in the conduct of study).

















		
 Principal Investigator Name and Signature                                                     Date 


	Recommendations:
____Approved 
____Request further action
____Request further information.
____Other Comments
	Type of review:
_____ Expedite Review
______Full board Review
Date of Meeting: _____________________
Date of Approval: ____________________





Certified By:

___________________
Name and Signature
PELI IRB Chair
Date: _______________________
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