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Protocol Amendment Request Form
(To be completed by the Principal Investigator for any change to an RNEC-approved Study)



Submission Date: Click or tap to enter a 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 Ethics Committee (RNEC).
Section A. Administrative Information
Principal Investigator
	· Full Name
	Click or tap here to enter text.

	· Institution
	Click or tap here to enter text.

	· Email
	Click or tap here to enter text.

	· Phone
	Click or tap here to enter text.


Sponsor / Funding Source
	· Name
	Click or tap here to enter text.

	· Email
	Click or tap here to enter text.

	· Address
	Click or tap here to enter text.


Study Identification
	· RNEC Reference Number:
	Click or tap here to enter text.

	· Protocol Title:
	Click or tap here to enter text.

	· Original Approval Date:
	Click or tap to enter a date.

	· Current Approval Expiry Date:
	Click or tap to enter a date.

	· Amendment Version Number:
	Click or tap here to enter text.

	· Amendment Date:
	Click or tap to enter a date.



Section B. 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): Click or tap here to enter text. 
Section C. Description of Changes
	Please provide a concise description of all proposed changes. For each change, describe: (1) what is changing, (2) where it appears in the protocol (line number, section and page), (3) the previous version, and (4) the revised version

	Click or tap here to enter text. 

	· Change 1:
	Click or tap here to enter text. 

	· Change 2:
	Click or tap here to enter text. 

	· Change 3:
	Click or tap here to enter text. 

	· Change 4:
	Click or tap here to enter text. 

	· Change 5:
	Click or tap here to enter text. 


Section C. Justification for Amendment
	· Explain why this amendment is necessary:
	☐  Scientific refinement
☐  Safety considerations
☐  Operational / logistical reasons
☐  Regulatory requirement
☐  Recruitment challenges
☐  Other (specify): Click or tap here to enter text.

	· Detailed justification:
	Click or tap here to enter text. 


[bookmark: _Toc210070712]Section D. Impact of the Study Amendment
	· Does this amendment alter the original study objectives?
	Choose an item.
	· If Yes (explain):
	Click or tap here to enter text. 

	· Does this amendment substantially change study design or methods?
	Choose an item.
	· If Yes (explain):
	Click or tap here to enter text. 

	· 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):
	Click or tap here to enter text. 


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):
	Click or tap here to enter text. 

	· Does this amendment newly include or further involve vulnerable populations?
	Choose an item.
	· If Yes (specify group and escribe additional protections):
	Click or tap here to enter text. 


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 plan and attach the updated consent:
	Click or tap here to enter text. 

	· Does this amendment affect data handling, storage, or sharing?
	Choose an item.
	· If Yes (describe changes and safeguards):
	Click or tap here to enter text. 


Section G. Implementation Status
	· Has any part of this amendment already been implemented?
	Choose an item.
	· If Yes (describe and justify):
	Click or tap here to enter text. 

	· If implemented for safety reasons, provide date and explanation:
	Click or tap here to enter text. 


Section H. Plans for the Next Approval Period
	Briefly describe planned activities for the coming year:

	Click or tap here to enter text. 


Section I. 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.
2. 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 J. Documents Submitted with the Application
This submission contains the following documents (Tick all that apply):
  ☐ Amendment summary
  ☐ 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): Click or tap here to enter text.
Section K. Principal Investigator Declaration
I certify that:
  ☐  The information provided is complete and accurate.
  ☐  No amendment will be implemented before REC approval, except where necessary to eliminate 
 immediate hazards to participants.
  ☐  Participants will be informed of relevant changes as approved by 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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