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(For submission of new research protocols to RNEC)


This form must be completed and submitted by the PI when submitting a research protocol for initial review to the RNEC.


Submission Date: Click or tap to enter a date.


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

Subject: Submission of Protocol for Ethics Initial Review

Dear RNEC Chairperson,

On behalf of my research team, I am pleased to submit the following protocol for initial ethics review by the Rwanda National Ethics Committee (RNEC).
Section A. Administrative Information
Principal Investigator Information
	· Full Name
	Click or tap here to enter text.

	· Institution
	Click or tap here to enter text.

	· E-mail
	Click or tap here to enter text.

	· Telephone
	 Click or tap to enter a date.


Sponsor Information
	· Name
	Click or tap here to enter text.

	· E-mail
	Click or tap here to enter text.

	· Telephone
	 Click or tap to enter a date.



Study Identification
	· Protocol Title
	Click or tap here to enter text.

	· Protocol Version & Date
	Click or tap here to enter text.


Section B. Study Details
	· Study Category
	Choose an item.
	· Name of Comparator Product (where applicable)
	Click or tap here to enter text.

	· Study Objectives:
	Click or tap here to enter text.

	· Study Population
	Click or tap here to enter text. 

	· Number of Participants
	Click or tap here to enter text. 

	· Vulnerable Populations:
	Choose an item.
	· Study Duration
	Click or tap here to enter text. 

	· Study Sites
	Click or tap here to enter text. 

	· Risk–Benefit Assessment Summary:
	Click or tap here to enter text. 


[bookmark: _Toc210070712]Section C. Research Team
	· Principal Investigators:
	1. Click or tap here to enter text.
2. Click or tap here to enter text.

	· Co-Principal Investigators:
	1. Click or tap here to enter text.
3. Click or tap here to enter text.

	· Co-Investigators:
	1. Click or tap here to enter text.
2. Click or tap here to enter text.

	· Research Staff:
	1. Click or tap here to enter text.
2. Click or tap here to enter text.


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
  ☐ 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,


PI Name: Click or tap here to enter text.				Signature________________________     
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