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	Submission Date:
	




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

Subject: Submission of Protocol for Annual Renewal Ethics Review

Dear RNEC Chairperson,

On behalf of my research team, I am pleased to submit the following protocol for Annual Renewal 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:
	





Section B. Study Status Enrollment Information
	1. 
	Current Status of the Study 
(Tick as appropriate)
	☐ Enrolment Not yet started
☐ Actively enrolling participants (Ongoing recruitment)
☐ Enrolment completed (insert date): Participants on Treatment
☐ Enrolment completed (insert date): Participants in follow-up only 
☐ Data collection completed
☐ Data analysis ongoing
☐ Study completed (no further participant contact)
☐ Other (specify): 

	2. 
	Actual date of Start of Enrolment 
(dd/mm/yyyy)
	

	3. 
	Study Site(s)
	☐ Single site
☐ Multiple sites (list all):

	4. 
	Planned duration of the study
	

	5. 
	Planned total sample size
	

	6. 
	Number of enrolled participants
	Total:
	

	7. 
	
	Male:
	

	8. 
	
	Female:
	

	9. 
	
	Min age:
	

	10. 
	
	Max age:
	

	11. 
	Number of participants withdrawn 
(Record Zero if not applicable)
	Total:
	

	12. 
	
	By Investigator:
	

	13. 
	
	Voluntarily:
	

	14. 
	
	Due to SAE:
	

	15. 
	
	Lost-to-follow-up:
	

	16. 
	
	Death:
	

	17. 
	Have there been recruitment challenges or delays?
	☐ Yes
☐ No

	18. 
	Expected study completion date
	


Section C. Protocol Deviations, Adverse Events and Unanticipated Problems
	19. 
	Have there been any deviations or violations from the approved protocol?
	☐ No
☐ Yes (Insert total number of deviations)

	20. 
	Have all approved inclusion/ exclusion criteria been followed?
	☐ Yes
☐ No (Insert total number of deviations)

	21. 
	Have any adverse events or unanticipated problems occurred?
	☐ No
☐ Yes (Insert total number of SAEs)

	22. 
	Have these adverse events been notified to the committee?
	☐ No
☐ Yes (Insert total number of SAEs notified)

	23. 
	Have any unanticipated problems involving risks to participants or others occurred?
	☐ No
☐ Yes (Insert total number of problems)


Section D. Risk and Benefits Reassessment
	24. 
	Based on study experience to date, participant risk is:
	☐ Unchanged
☐ Reduced
☐ Increased (Details documented in the narrative report)

	25. 
	Have any preliminary results or benefits emerged?
	☐ No
☐ Yes (Details documented in the narrative report)

	26. 
	Have any findings altered the original risk–benefit balance?
	☐ No
☐ Yes (Details documented in the narrative report)



Section E. Informed Consent, Vulnerable Populations, Confidentiality and Data Protection
	27. 
	Is informed consent being obtained as approved?
	☐ Yes
☐ No (Detailed changes documented in the narrative report)

	28. 
	Have consent documents been revised since last approval?
	☐ No
☐ Yes (Details documented in the narrative report) 

	29. 
	Does the study involve vulnerable populations?
	☐ No (skip to 23)
☐ Yes

	30. 
	If Yes (specify and confirm safeguards remain in place)
	☐ Yes
☐ No (Details documented in the narrative report)

	31. 
	Have any complaints or concerns been raised by participants regarding consent or participation?
	☐ No
☐ Yes (Details documented in the narrative report) 

	32. 
	Have confidentiality and data protection measures been maintained as approved?
	☐ Yes
☐ No (Details documented in the narrative report)

	33. 
	Have there been any data breaches or loss of study data?
	☐ No
☐ Yes (Details documented in the narrative report) 

	34. 
	Confirm current data protection measures
(Tick as appropriate)
	☐ Secure storage
☐ Restricted access
☐ Coding/ anonymization
☐ Password protection
☐ Backup procedures


Section F. Amendments Since Last Approval
	35. 
	Have there been any amendments to the study since the last review?
	☐ No
☐ Yes (Details documented in the narrative report)

	36. 
	Have any amendments been approved since the last review?
	☐ No
☐ Yes (Detailed summary in the narrative report)





Section G. Publications and Dissemination
	37. 
	Have any results been published or disseminated?
	☐ No
☐ Yes (Detailed listing of publications in the narrative report)


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:
  ☐ Annual Progress Report (Narrative summary report)
  ☐ Current Approved protocol 
  ☐ Current informed consent forms
  ☐ Current Assent Forms (if any)
  ☐ Adverse event reports (if any)
  ☐ Protocol deviation reports (if any)
  ☐ Data Safety Monitoring Board (DSMB) Report (if applicable)
  ☐ Preliminary results/publications (if any)
  ☐ Other (specify):  
Section J. Principal Investigator Declaration
[bookmark: _Hlk228549364]I (Insert the name of PI), the undersigned, hereby certify that:
  ☐ I have submitted all required documentation and have disclosed all information which may influence the approval
  ☐ The study is being conducted in accordance with the approved protocol, RNEC requirements and guidelines.
  ☐ No changes will be implemented without prior RNEC approval, except where necessary to eliminate immediate hazards
  ☐ All information provided in this report is accurate and complete.


Sincerely,

[bookmark: _Hlk225961279]
Principal Investigator 

Name: ___________________________                                   Signature: __________________________
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