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	Meeting Minutes of the Rwanda National 
Research Ethics Committee
(RNEC)
1st Regular Meeting 2026
Kigali, Ministry of Health, Click or tap to enter a date., 9:00 - 12:45



ATTENDANCE
	Present
	Absent

	1. Dr Vedaste NDAHINDWA
2. Dr Kara NEIL
3. Dr Marie Françoise MUKANYANGEZI
4. Prof Leon MUTESA
5. Prof Stefan JANSEN
6. Prof. Jean Paul RWABIHAMA
7. Dr. Yvonne KAYITESHONGA
8. Dr. Brenda KATEERA
9. Mr. Jean NTAKARIMARA
10. Prof. Théogène TWAGIRUMUGABE
11. Dr. Julien NYOMBAYIRE
12. Prof. Jeannine CONDO
13. Dr. Daniel SEIFU
Others
1. Mrs. Valentine INGABIRE, RNEC Admin
2. Guest (If any)
	1. Member 1
2. Member 2


1. Call to Order
<Title, First Name, Surname>, Chair, called this meeting to order at <time>.
2. Determination of Quorum
Quorum was declared with the presence of <number> members, inclusive of the presence of <number> non-institutional, <number> non-medical/lay, and <number> female members, as confirmed by the Member Secretary, <Title, Name, Surname>.
3. Disclosure of Conflict of Interest
<Title, Surname of Chair>, called for disclosure of Conflict of Interest (COI) in the Protocols scheduled for deliberation in the meeting. The following member/s inhibited from participation in the deliberations during the full board meeting for the following reasons:
<Title, Name, Surname> as Principal Investigator for the study entitled, “TITLE” (PROTOCOL NUMBER)

4. Approval of the Agenda 
<Title, Surname of Chair> presided over the discussion of the agenda of the meeting for <dd/mm/yyyy> (Date of current meeting). The agenda was corrected during the discussion and approved as amended.
5. Approval of the Minutes of the Last Meeting
5.1. Corrections in the Meeting Minutes

5.2. Approval of the Meeting Minutes

5.3. Matters Arising from the Minutes of the Last Meeting requiring RNEC action

6. Protocol Review
6.1. Full Board Review of Protocols
6.1.1. Protocols for Initial Review (Full Board Review)
	Protocol Code
	

	Submission Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Scientific Issues
	1. Study title:
2. Study questions and rationale:
3. Study objectives:
4. Study endpoints:
5. Study design:
6. Study participants:
7. Sample size:
8. Inclusion and exclusion criteria:
9. Recruitment methods:
10. Withdrawal criteria:
11. Procedures used in research
12. The use of a control group or a placebo:
13. Investigational drug or devices:
14. Method of safety assessment:
15. Monitoring of complications:
16. Blood or specimens:
17. Duration and number of follow-ups:
18. Outcome measures (criteria):
19. Statistical and analytical plan:

	Assessment of Ethical Issues
	1. Informed consent process:
2. Time when to obtain consent:
3. Place where consent will be obtained:
4. Data storage secure
5. Anonymization and de-identification:
6. Data access control:
7. Data sharing:
8. Involvement of vulnerable participants:
9. Justification for vulnerable populations:
10. Additional safeguards:
11. Unjustified exclusion:
12. Risks to the participant’s health:
13. Risks to the research community:
14. Risk minimization:
15. Direct benefits to participants:
16. Benefits to the community:
17. Insurance details:
18. Management of Adverse Events:
19. Considerations for secondary use of data:
20. Considerations for digital or AI-Based tools:
21. Biological specimen management:
22. Dissemination of results:
1. The person obtaining consent:
2. Rationale and objectives of the research:
3. Voluntary participation:
4. Right to withdraw from the study:
5. Alternatives in case of non-participation:
6. Study procedure:
7. Participants’ responsibilities:
8. Risks or discomforts to the participants:
9. Benefits to the participants or others:
10. Medical care during the study:
11. Payment, reimbursement or compensation:
12. Privacy and confidentiality:
13. Details on how the results will be utilized:
14. Contact address of the investigator:
15. Contact address of RNEC:
16. Certificate of informed consent:
17. Language used in ICF:
18. Translation of ICF:

	Assessment of Study Tools, Budget, Timelines and Qualification of Investigators
	1. Study tools (Questionnaires, CRF):
2. Translations of study tools:
3. Study budget:
4. Study timelines:
1. All Investigator CVs:
2. Investigators' qualification
3. Valid ethical training:
4. Conflict of interest:

	Conclusion and Recommendations
	1. Recommendations from scientific assessment
· 
2. Recommendations from ethical assessment issues
· 
3. Recommendations from study tools and investigators' assessment
· 

	Action Taken
	Decision: 
  ☐  Approve <date of continuing review> 
  ☐  Minor Modification, which can be expedited at the level of the Member Secretary 
  ☐  Major Modification, which requires resubmission and full board review 
  ☐  Disapprove

	Approval Expiration Date (if applicable)
	

	Frequency of Continuing Review (in case of approval)
	

	Other Comments (if applicable) 
	



6.1.2. Protocols for Modification or Resubmissions (Full Board Review)
	Protocol Code
	

	Resubmission Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of PI Response to Initial Review
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  Approve - Date of continuing review: Click or tap to enter a date.
  ☐  Minor Modification (which can be expedited at the level of the Member Secretary)
  ☐  Major Modification (which requires resubmission and full board review)
  ☐  Disapprove

	Approval Expiration Date (if applicable)
	

	Frequency of Continuing Review (in case of approval)
	

	Other Comments (if applicable) 
	


6.1.3. Amendments (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Amendment Submission Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Amendment
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  Approve
  ☐  Minor modification to the amendment, citing reasons for action, subject to expedited review at the level of the Member Secretary
  ☐  Major modification to the amendment, stating reasons for action, subject to full board review
  ☐  Disapprove)

	Other Comments (if applicable)
	


6.1.4. Protocol Non-Compliance (Deviation or Violation) Reports (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Report Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Protocol Non-Compliance Report
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action

	Other Comments (if applicable)
	


6.1.5. SAE Reports (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Report Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of SAE Report
	

	SAE Details
	Submission Date
	Click or tap to enter a date.
	
	Date of SAE
	Click or tap to enter a date.
	
	Onsite or offsite
	

	
	Country (if offsite)
	

	
	SUSAR or Non-SUSAR
	

	
	Related or Non-Related to the Study 
	

	
	Nature of SAE
	

	
	Status
	

	Conclusion and Recommendations
	

	Action Taken
	Decision (No further action required; Request information; Recommend further action)

	Other Comments (if applicable)
	


6.1.6. Requests, Queries, and Complaints (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Application Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Request, Query or Complaint
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action

	Other Comments (if applicable)
	


6.1.7. Site Visit Reports (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Site Visit Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Site Visit Report
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action

	Other Comments (if applicable)
	


6.1.8. Study Termination (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Application Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Risks from Study Termination
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  Approve
  ☐  Request information
  ☐  Recommend further action

	Other Comments (if applicable)
	


6.1.9. Continuing and Progress Reports (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Application Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of  Continuing and Progress Report
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  Approve
  ☐  Request information
  ☐  Recommend further action

	Other Comments (if applicable) 
	


6.1.10. Final Reports (Full Board Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Report Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Quorum Status
	

	Conflict of Interest
	

	Assessment of Final Report
	

	Conclusion and Recommendations
	

	Action Taken
	Decision:
  ☐  Approve
  ☐  Request information
  ☐  Recommend further action

	Other Comments (if applicable)
	


6.2. REPORT OF PROTOCOLS EXEMPT FROM REVIEW AND EXPEDITED REVIEW PROTOCOLS, REVISED PROTOCOLS, AND POST-APPROVAL REPORTS SUBMITTED FOR EXPEDITED REVIEW
6.2.1. Protocols Exempt from Review
	Protocol Code
	

	Protocol Submission Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Protocol Approval Date
	Click or tap to enter a date.

6.2.2. Protocols for Initial Review (Expedited Review)
	Protocol Code
	

	Protocol Submission Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision:
  ☐  Approve - Date of continuing review: Click or tap to enter a date.
  ☐  Minor Modification, which can be expedited at the level of the Member Secretary
  ☐  Major Modification, which requires resubmission and full board review
  ☐  Disapprove


6.2.3. Protocols for Modification or Resubmissions (Expedited Review)
	Protocol Code
	

	Protocol Submission Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision:
  ☐  Approve - Date of continuing review: Click or tap to enter a date.
  ☐  Minor Modification, which can be expedited at the level of the Member Secretary
  ☐  Major Modification, which requires resubmission and full board review
  ☐  Disapprove)


6.2.4. Amendments (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Date of Amendment Submission
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision: 
  ☐  Approve
  ☐  Minor modification to the amendment, citing reasons for action, subject to expedited review at the level of the Member Secretary
  ☐  Major modification to the amendment, stating reasons for action, subject to full board review
  ☐  Disapprove


6.2.5. Protocol Non-Compliance (Deviation or Violation) Reports (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Report Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision:
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action


6.2.6. SAE Reports (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Report Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision:
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action


6.2.7. Requests, Queries, and Complaints (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Application Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision:
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action


6.2.8. Site Visit Reports (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Site Visit Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision: 
  ☐  No further action required
  ☐  Request information
  ☐  Recommend further action


6.2.9. Study Termination (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Application Date
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision
  ☐  Approve
  ☐  Request information
  ☐  Recommend further action


6.2.10. Continuing and Progress Reports (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Date of Report
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision:
  ☐  Approve
  ☐  Request information
  ☐  Recommend further action


6.2.11.  Final Reports (Expedited Review)
	Protocol Code
	

	Protocol Approval Date
	Click or tap to enter a date.
	Date of Report
	Click or tap to enter a date.
	Protocol Title
	

	Principal Investigator
	

	Primary Reviewers
	

	Sponsor/CRO
	

	Action Taken
	Decision: 
  ☐  Approve
  ☐  Request information
  ☐  Recommend further action


7. Other Matters

8. Adjournment
This meeting was adjourned at <time>.

	Prepared by:
	Signature over <Title, Name, Surname>
	

	Date: Click or tap to enter a date.
	Secretariat Staff
	

	Checked by:
	Signature over <Title, Name, Surname>
	

	Date: Click or tap to enter a date.
	Member Secretary
	

	Approved by:
	Signature over <Title, Name, Surname>
	

	Date: Click or tap to enter a date.
	Chair (on behalf of the RNEC)
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