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	Submission Date:
	




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

Subject: Submission of New 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 Research Ethics Committee (RNEC).

Section A. Administrative Information
Student’s Information
	Full Name:
	

	Institution:
	

	E-mail:
	

	Telephone:
	


[bookmark: _Hlk227748596]Main Supervisor’s Information
	Name:
	

	Address:
	

	E-mail:
	


Study Identification
	Title of Protocol:
	

	Version N° and (Date):
	





Section B. Study Details
	Study Category:
	☐ Impact Evaluation
☐ Epidemiology or similar research
☐ Biomedical Research
☐ Social or Behavioural research
☐ Population health
☐ Health Systems Research
☐ Record review and analysis
☐ Medical Registry
	☐ Economics, Financing and Costing
☐ Information Technology
☐ Education and Learning
☐ Agriculture and Plant Science
☐ Animal Health Research
☐ Environmental Health
☐ Other (specify):

	Type of study (design): 
(tick all that apply)
	☐ Cohort
☐ Cross-sectional
☐ Case-control
☐ Observational
☐ Interventional
☐ Qualitative
	☐ Mixed methods
☐ Secondary data analysis
☐ Program evaluation
☐ Implementation research
☐ Other (specify):

	Name of Comparator 
(where applicable)
	

	Study Objectives:
	

	Study Population:
	

	Age range:
	

	Planned sample size:
	

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

	If Included, specify vulnerable population
	☐ Children
☐ Pregnant women
☐ Prisoners/detainees
☐ Refugees
☐ Cognitively impaired persons
☐ Economically or socially vulnerable groups
☐ Other

	Expected Study Duration:
	

	Risk-Benefit Assessment Summary:
	 


[bookmark: _Toc210070712]Section C. Informed Consent Process
	Type of consent:
	☐ Written informed consent
☐ Not applicable (secondary data)
☐ Verbal consent
☐ Waiver of consent requested

	If waiver requested, provide justification:
	

	Who will obtain consent?
	

	Where and how will consent be obtained?
	

	Language(s) of consent documents:
	


Section D. Participant Compensation/ Reimbursement
	Will participants be covered by any insurance during the implementation?
	☐ No
☐ Yes

	Will participants receive compensation or reimbursement?
	☐ No
☐ Yes


Section E. Privacy, Confidentiality, And Data Protection
	Data handling:
	☐ Paper records
☐ Electronic database
☐ Audio or Voice Recorder

	Data protection measures:
(tick all that apply)
	☐ Coding/ anonymization
☐ Password protection
☐ Restricted access
☐ Secure storage
☐ Encrypted devices
☐ Backup procedures

	Location of data storage:
	

	Duration of data retention:
	

	Will data be shared or transferred internationally?
	☐ No
☐ Yes

	If Yes, describe safeguards and agreements:
	


Section F. Dissemination of Results
	How will study results be shared?
(tick all that apply)
	☐ Scientific publications
☐ Reports to stakeholders
☐ Community feedback
☐ Other (specify):

	Will participants receive compensation or reimbursement?
	☐ No
☐ Yes


Section G. Research Team
	Principal Investigator(s):
	

	Co-Investigators:
	


Section H. Checklist of Submitted Documents
This submission contains the following documents:
  ☐ 1. Completed and signed RNEC Submission Form
  ☐ 2. Full Study Protocol (version-controlled, dated and signed)
  ☐ 3. English Informed Consent/Assent Forms 
  ☐ 4. Kinyarwanda Informed Consent/Assent Forms
  ☐ 5. English Data Collection Instruments (CRFs, Questionnaires, Interview Guides, etc.)
  ☐ 6. Kinyarwanda Data Collection Instruments (CRFs, Questionnaires, Interview Guides, etc.)
  ☐ 7. CV(s) CVs of all Investigators and study team
  ☐ 8. Valid certificates of Ethics/Human-subjects protection training (PI and all research team)
  ☐ 9. Conflict of Interest Disclosure
  ☐ 10. Proof-of-payment of review fees according to review type
  ☐ 11. Recommendation letter from the student's academic institution
  ☐ 12. Copy of student's identification card from academic institution
  ☐ 13. Local supervisor/mentor covering letter and CV (if applicable)

Section I. Principal Investigator Declarations
I (Insert the name of PI), the undersigned, hereby certify that:
  ☐ I have submitted all required documentation and have disclosed all information
  ☐ 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.
  ☐ The information provided is complete and accurate.

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

Sincerely,



Student


Name: ___________________________                                Signature: __________________________




Main Supervisor


Name: ___________________________                                Signature: __________________________
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