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

Certificate of 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 at its <type of review> review meeting held on [meeting date], your research protocol entitled “[Study Title]”, submitted to RNEC on [submission date], together with all supporting documents.
Following scientific and ethical review, the Committee is satisfied that the proposed study complies with national and international ethical standards for research involving human participants. The study is therefore APPROVED to proceed under the conditions outlined on the next page.

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 the Committee.
· Approval Start Date: [DD Month YYYY]
· Approval Expiry Date: [DD Month YYYY]

Please note that ethical approval does not replace any other required administrative, regulatory, or institutional authorisations that may be necessary to conduct the study.
On behalf of the Committee, we wish you success in the conduct of your research and trust that the study will be carried out with the highest ethical and scientific standards.

Sincerely,

[Signature and RNEC Stamp]

_________________________
[Full Name of Chairperson]
Chairperson, RNEC

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

Approved Documents
This approval applies only to the following documents, as reviewed and approved by the Committee:
1. Final study protocol (Version ___, dated ___)
2. Participant Information Sheet(s)
3. Informed Consent Form(s)
4. Data collection tools/ questionnaires
5. Recruitment materials (if applicable)
6. Investigator CVs (as submitted)
7. Any additional supporting documents reviewed by the Committee

Conditions of Approval
The approval is granted subject to the following conditions:
1. Adherence to the approved protocol
The study must be conducted strictly in accordance with the approved protocol. Any protocol amendments, including changes to study design, consent procedures, study population, or data collection tools, must receive prior written approval from RNEC.
2. Informed Consent
Informed consent must be obtained from all participants (or their legally authorised representatives) before any study procedures are undertaken. Only approved and stamped consent forms are to be used for all participants.
3. Participant Safety and Confidentiality
The rights, safety, dignity, and well-being of participants must be protected at all times, including strict measures to ensure confidentiality and data protection.
4. Reporting Requirements
· Any serious adverse events (SAEs) or unanticipated problems involving risk to participants must be reported to RNEC promptly.
· Annual (or periodic) progress reports must be submitted as required. A continuing review application must be submitted to RNEC in a timely manner before the expiry date of this approval.
· A final study report must be submitted to RNEC upon completion or termination of the study.
5. Monitoring and Audits
RNEC reserves the right to monitor or audit the study at any time to ensure ongoing ethical compliance.

Statement of Ethical Compliance
This 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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