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	[bookmark: _Hlk227748384]Submission Date:
	




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

Subject: Submission of Protocol for Amendment Ethics Review

Dear RNEC Chairperson,

On behalf of my research team, I am pleased to submit the following Protocol for Amendment Ethics Review by the Rwanda National Research Ethics Committee (RNEC).
Section A. Administrative Information
Principal Investigator
	Full Name:
	

	Institution:
	

	Email:
	

	Phone:
	


Sponsor Information (If applicable)
	Name:
	   

	Address:
	

	Email:
	


Study Identification
	RNEC Protocol N°:
	

	Title of Protocol:
	

	Version N° and (Date):
	

	Initial approval date:
	

	Approval expiry date:
	






[image: coatarms]Republic of Rwanda							
		Ministry of Health						
Rwanda National Research Ethics Committee (RNEC)



[bookmark: _Hlk225959835]Telephone: 0788 338 025		P.O. Box. 84, Kigali, Rwanda
E-mail: info@rnec.rw 	                                                                                                                                                                                   Web site: www.rnec@rw   
Section B. Detailed Description of Changes (Add/delete rows as necessary)
	#
	Section
Specify in which protocol section and line number, where the change is located)
	Change Summary
Provide a concise description of all proposed modifications. Specify whether it is an added item, a removal or a change. If you changed the text, specify the text before and the text after modification
	Rationale
Provide justification for the proposed changes.
	Amendment type
(Specify whether the major or minor modification) 

	(1) 
	Example 1: 
Study title
(front page)
	The study title was initially stated as “Prevalence and Associated Factors of Malaria”. The new title will be “Prevalence and Associated Factors of Malaria in the Northern Province of Rwanda”.

	The rationale for this change was to delimit the study and align it with the research aims and methods. 
	Minor

	(2) 
	Example 2: 
Study Team
(Page 12, Line 56 of the protocol).
	Two study investigators have been added: Dr. Kerin Joe and Mr. John Manzi. Their CVs are attached.

	The two investigators will strengthen the team, and their experience and expertise will cover the gap in statistical analysis and risk monitoring.
	Minor

	(3) 
	Example 3: 
Study objectives
(Page 32, Line 86 of the protocol)
	One study objective was removed, and two more research objectives were added. Objective 3 (insert the objective) was removed.
The added objectives are the following: ….
	The rationale of these additions is to further investigate the relationship between Malaria and Environmental change. These objectives may change the risk to participants (or will not affect the risk)
	Majors

	(4) 
	Informed Consent Forms
(Page 3, Line 116 of the participant’s ICF)
	
	
	

	(5) 
	Questionnaires
	
	
	

	(6) 
	
	
	
	



Section C. Type of Amendment (Tick all that apply)
	  ☐  Administrative (e.g., staff change, contact details)
  ☐  Study procedures
  ☐  Eligibility criteria
  ☐  Sample size
  ☐  Study sites
  ☐  Recruitment strategy/materials
  ☐  Data collection tools
	  ☐ Statistical analysis plan
  ☐ Informed consent documents
  ☐ Risk/ benefit profile
  ☐ Study timeline
  ☐ Addition/ removal of investigators
  ☐ Other (specify):  

	The overall reasons for the amendments:
(Tick all that apply)
	☐ Scientific refinement
☐ Safety considerations
☐ Operational/logistical reasons
☐ Regulatory requirement
☐ Recruitment challenges
☐ Other (specify): 

	Amendment N°:
	Example: 1st amendment, or 2nd amendment


[bookmark: _Toc210070712]Section D. Impact of the Study Amendment
	Does this amendment alter the original study objectives?
	Choose an item.
	If Yes (explain):
	 

	Does this amendment substantially change the study design or methods?
	Choose an item.
	If Yes (explain):
	 

	Does this amendment affect any of the following?
(Tick all that apply)
	☐ Study procedures
☐ Participant burden or time
☐ Risks or discomfort
☐ Benefits
☐ Privacy or confidentiality
☐ Compensation/reimbursement
☐ Eligibility criteria

	If Yes to any (explain):
	 


Section E. Risk Assessment and Vulnerable Populations
	Does this amendment change the risk?
	☐ Unchanged risk
☐ Reduced risk
☐ Increased risk

	If Increased (describe nature of risk and mitigation measures):
	 

	Does this amendment newly include or further involve vulnerable populations?
	Choose an item.
	If Yes (specify group and escribe additional protections):
	 





Section F. Informed Consent, Data Protection and Confidentiality
	Does this amendment require changes to informed consent documents?
	Choose an item.
	If yes, participants will be re-consented
	Choose an item.
	Describe the plan and attach the updated consent:
	 

	Does this amendment affect data handling, storage, or sharing?
	Choose an item.
	If Yes (describe changes and safeguards):
	 


Section G. Implementation Status
	Has any part of this amendment already been implemented?
	Choose an item.
	If Yes (describe and justify):
	 

	If implemented for safety reasons, provide date and explanation:
	 


Section H. Research Team
	Principal Investigator(s):
	

	Co-Principal Investigator(s):
	

	Co-Investigator(s):
	

	Study coordinator:
	


Section I. Documents Submitted with the Application
This submission contains the following documents:
  ☐ Approved protocol 
  ☐ Revised protocol (tracked changes)
  ☐ Clean revised protocol
  ☐ Updated informed consent forms
  ☐ Revised recruitment materials
  ☐ Revised data collection tools
  ☐ Updated investigator CVs (if staff changed)
  ☐ Other (specify): 
Section J. Principal Investigator Declaration
I (Insert the Sponsor or PI), the undersigned, hereby certify that:
  ☐ I have submitted all required documentation and have disclosed all information which may influence the approval
  ☐ No changes will be implemented without prior RNEC approval, except where necessary to eliminate immediate hazards
  ☐ No amendment will be implemented before REC approval, except where necessary to eliminate immediate hazards.
  ☐ Participants will be informed of relevant changes as approved by the RNEC.
  ☐ All information provided in this report is accurate and complete.

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’s 
Name: ________________________ 			Signature____________________
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