[bookmark: _Toc209627364][bookmark: _Toc209627583][bookmark: _Toc209627597][bookmark: _Toc209627692][bookmark: _Toc209627699][image: coatarms]Republic of Rwanda					FWA Assurance No. 00001973
		Ministry of Health					IRB 00001497 of IORG0001100
[bookmark: _Toc209627365]Rwanda National Research Ethics Committee (RNEC)
[bookmark: _Toc210070618]Kigali, 27 August 2025 
Ref. No: RNEC###/YYYY.


To: 
<Principal Investigator’s Title & Full Name>
<Affiliation Institution>
<Address>



Conditional Ethical Approval

Study Title: “[Full official title of the study as submitted]”
Protocol ID: <Assigned ID>


Dear [Title and Name of Principal Investigator],

The Rwanda National Research Ethics Committee (RNEC) has reviewed the research protocol entitled <Study Title>, received on <Submission Date>, at its meeting held on [meeting date].
The Committee finds that the study is ethically acceptable in principle but cannot grant final approval at this stage due to specific issues that require clarification or revision. The study is therefore granted CONDITIONAL APPROVAL, subject to the satisfactory resolution of the conditions listed below.

The revised documents must be resubmitted within 60 days from the date of this letter.

Restrictions
· No recruitment or data collection may commence until written final approval is issued by the Committee.
· This conditional approval does not authorise any interaction with study participants

We appreciate your cooperation in addressing the Committee’s comments and look forward to receiving the revised documentation.

Sincerely,

[Signature and RNEC Stamp]

_________________________
[Full Name of Chairperson]
Chairperson, RNEC




Conditions to Be Fulfilled Prior to Final Approval
Final ethical approval will be granted only after the Committee has reviewed and approved the following:
1. Revision of Participant Information Sheet and/or Consent Form
(e.g. clarification of risks, benefits, data use, or confidentiality)
2. Clarification of Study Procedures
(e.g. recruitment process, inclusion/exclusion criteria, sample size)
3. Data Protection and Confidentiality Measures
(e.g. storage, access control, anonymisation procedures)
4. Any additional documentation or clarification as specified by the Committee


Statement of Ethical Compliance
This conditional approval is granted in accordance with:
· National laws and regulations governing research ethics
· The principles of the Declaration of Helsinki
· CIOMS International Ethical Guidelines
· ICH-Good Clinical Practice (GCP) guidelines
· Applicable institutional research policies
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