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	Scientific Assessment - Reviewer 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. Scientific Merit and Methodological Quality
	Item #
	Assessment topics
	Assessment
(Yes, No, Partially)
	Comments why not Appropriate
(If No or Partially)

	1.
	Study title appropriately stated 
	Choose an item.	

	2.
	Study questions and rationale appropriate
	Choose an item.	

	3.
	Study objectives clear and achievable
	Choose an item.	

	4.
	Study endpoints defined and appropriate
	Choose an item.	

	5.
	Study design described and appropriate
	Choose an item.	

	6.
	Study participants defined and appropriate
	Choose an item.	

	7.
	Sample size determined and appropriate
	Choose an item.	

	8.
	Inclusion and exclusion criteria appropriate
	Choose an item.	

	9.
	Recruitment methods appropriate
	Choose an item.	

	10.
	Withdrawal criteria defined and appropriate
	Choose an item.	

	11.
	Procedures used in research appropriate
	Choose an item.	

	12.
	The use of a control group or a placebo appropriate
	Choose an item.	

	13.
	Investigational drug or medical devices clearly defined
	Choose an item.	

	14.
	Method of safety assessment appropriate
	Choose an item.	

	15.
	Monitoring of complications appropriate
	Choose an item.	

	16.
	Blood or specimens appropriate
	Choose an item.	

	17.
	Duration and number of follow-ups appropriate
	Choose an item.	

	18.
	Outcome measures (criteria) appropriate
	Choose an item.	

	19.
	Statistical and analytical plan appropriate
	Choose an item.	



Section G. Risk assessment of the protocol
	☐
	Research not involving more than minimal risk.

	☐
	Research involving greater than minimal risk but presenting the prospect of direct benefit to the participants

	☐
	Research involving greater than minimal risk and no prospect of direct benefit to the individual participant, but likely to yield generalizable knowledge about the participant’s disorder or condition


Section H. Duration of Progress Report (If approved)
	☐
	3 Months
	☐
	6 Months
	☐
	12 Months





Section I. Opinion of the Reviewer
	☐
	Approve as submitted

	☐
	Approve with Minor Modifications

	☐
	Require Major Revisions

	☐
	Defer (Missing Documents)

	☐
	Reject (Provide Reasons):


[bookmark: _Hlk227759833]Section J. Summary Assessment and Recommendations to Researchers
	1.
	Scientific assessment – Recommendations and Required modifications:

	
	


	2.
	Ethical assessment - Recommendations and Required modifications:

	
	


	3.
	Tools assessment - Recommendations and Required modifications:

	
	


	4.
	Investigators’ assessment - Recommendations and Required modifications:

	
	


	5.
	Other Recommendations and Required modifications:

	
	





Reviewer Signature: ________________

Date: 

Telephone: 0788 338 025		              P.O. Box. 84, Kigali, Rwanda
E-mail: info@rnec.rw 	                                                                                                                                                                                                        Web site: www.rnec.rw  
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