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	Submission Date:
	




To:	The Chairperson
Rwanda National Research Ethics Committee (RNEC)
Kigali

Subject: Submission of New Clinical Trial Protocol for Ethics Review

Dear RNEC Chairperson,

On behalf of my Research Team, I am pleased to submit the following Clinical Trial Protocol for Initial Ethics Review by the Rwanda National Research Ethics Committee (RNEC).

Section A. Administrative Information
Principal Investigator
	Full Name:
	

	Institution:
	

	Email:
	

	Phone:
	


Sponsor Information
	Name:
	

	Address:
	

	Email:
	


Study Identification
	Protocol Title:
	

	Version N° (Date):
	





Section B. Study Details
	Type of Product:
	☐ Drugs
☐ Vaccine
☐ Biologics
	☐ Medical device
☐ Traditional medicine
☐ Other, (specify):

	Trial Phase:
	

	Name of Investigational Product(s):
	

	Dosage Form(s) and Strength(s):
	

	Route(s) of Administration:
	

	Name of Comparator (s):
	

	Trial Objectives:
	

	Targeted Study Population:
	 

	Number of Participants:
	 

	Vulnerable Populations:
(i.e. children, pregnant women, refugees, prisoners, elderly persons, orphans)
	☐ Included
☐ Not included

	Expected Study Duration:
	

	Study Sites (list all):
	 

	Risk–Benefit Assessment Summary:
	 


[bookmark: _Toc210070712]Section C. Research Team
	Principal Investigators:
	

	Co-Principal Investigators:
	

	Co-Investigators:
	

	Study coordinator:
	


Section D. Checklist of Submitted Documents
This submission contains the following documents (select all that apply):
  ☐ Full Study Protocol
  ☐ English Informed Consent Forms 
  ☐ Kinyarwanda Informed Consent Forms
  ☐ Investigators’ CV(s) 
  ☐ Investigators’ GCP/Ethics Training Certificates
  ☐ English Data Collection Instruments (CRFs, Questionnaires, etc.)
  ☐ Kinyarwanda Data Collection Instruments (CRFs, Questionnaires, etc.)
  ☐ Budget and Funding Statement
  ☐ Insurance/Indemnity Certificate (if applicable)
  ☐ Recruitment Materials (ads, posters, scripts, social media messages)
  ☐ Safety Monitoring Plan

Section E. Principal Investigator Declarations
I certify that:
  ☐ The information provided is complete and accurate.
  ☐ The study will be conducted in compliance with RNEC SOPs, policies, and international standards.
  ☐ No research activities will continue if approval lapses.
  ☐ Any significant new information affecting participant safety will be promptly reported to the RNEC.

We kindly request that this submission be considered for review at the next scheduled meeting of the Committee. Thank you for your consideration.

Sincerely,



Principal Investigator 


Name: ___________________________                        Signature: ________________________
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