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


Annual Renewal 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 conducted a continuing ethical review of your research protocol entitled “[Study Title]”, following receipt and evaluation of the annual progress report submitted on [date].
Based on the information provided, including study progress, compliance with the approved protocol, and the absence (or appropriate management) of adverse events, the Committee is satisfied that the study continues to meet ethical and regulatory requirements.
The study is therefore APPROVED for continued implementation.

Approval Period
This approval is valid only for the period of one (1) year. Any continuation of the study beyond this date requires prior renewal approval from RNEC.
· Approval Start Date: [DD Month YYYY]
· Approval Expiry Date: [DD Month YYYY]

Please note that ethical approval for continuation does not replace any other required regulatory or institutional authorisations.
We thank you for your continued compliance with ethical standards and wish you success in the ongoing conduct of your research.

Sincerely,

[Signature and RNEC Stamp]

_________________________
[Full Name of Chairperson]
Chairperson, RNEC

CC.
· Hon. Minister of Health.
· The Permanent Secretary, Ministry of Health

Scope of Renewal Approval
This renewal applies to the continuation of the study as previously approved, including:
· Ongoing participant recruitment (if applicable)
· Continued data collection and follow-up
· Data analysis and monitoring activities
This approval remains valid only if the study continues to be conducted in accordance with the currently approved protocol and documents

Reviewed Documents
The continuing review was based on the following:
1. Annual/ periodic progress report
2. Summary of enrolment and study activities
3. Report of adverse events (if applicable)
4. Approved protocol and consent documents
5. Any additional documents submitted for review

Conditions of Continued Approval
1. Protocol Adherence
The study must continue to be conducted strictly in accordance with the approved protocol.
2. Amendments
Any proposed changes to the study protocol, consent forms, study population, or procedures must receive prior ethical approval.
3. Safety Reporting
Any serious adverse events or unanticipated problems involving risks to participants must be reported to the Committee promptly.
4. Progress Reporting
The Principal Investigator must submit the next annual (or periodic) progress report as required.
5. Study Completion or Termination
A final report must be submitted upon study completion, suspension, or early termination.

Statement of Ethical Compliance
This approval is granted in accordance with:
· National laws governing research ethics
· The principles of the Declaration of Helsinki
· CIOMS International Ethical Guidelines
· ICH-Good Clinical Practice (GCP) guidelines
· WHO Standards for Ethics Review of Health-Related Research
· National research ethics regulations and RNEC SOPs
· Applicable institutional research policies
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