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

Exempt Ethical Review Determination

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]”, submitted on [submission date], for consideration under the Exempt Review category, in accordance with the RNEC’s Standard Operating Procedures and applicable national and international ethical guidelines.
Following review, the Committee has determined that the proposed study meets the criteria for EXEMPTION from full and expedited ethical review, as it involves no more than minimal risk to participants and falls within the category of research eligible for exemption.
The study is therefore granted ETHICAL EXEMPTION.

Applicable Exemption Category:
[Specify category according to national regulations or RNEC SOPs, e.g. Exempt Category 4 – Secondary use of anonymised data]

Please note that this ethical exemption does not replace any other required administrative, institutional, or regulatory permissions that may be necessary for implementation or publication.
We wish you success in the 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

Reviewed Documents
The exempt determination applies only to the following documents as submitted:
1. Study protocol (Version ___, dated ___)
2. Data source description
3. Data management and confidentiality plan
4. Any additional supporting documentation reviewed by the Committee

Conditions and Limitations
Although this study is exempt from full ethical review, the following conditions apply:
1. Scope of Exemption
This exemption applies only to the study as described in the approved protocol. Any modification to the study objectives, data sources, methodology, or scope may invalidate the exemption and must be submitted for re-review.
2. Ethical Conduct
The Principal Investigator remains responsible for ensuring that the study is conducted in accordance with accepted ethical principles, including respect for privacy, confidentiality, and data protection.
3. No Participant Interaction
This exemption does not permit direct interaction or recruitment of human participants. Any such activity will require prior ethical review and approval.
4. Data Protection
All data must be handled in accordance with applicable data protection laws and institutional policies.

Validity of Exemption
This exempt determination is valid for the duration of the study as described, unless:
· The study protocol is amended
· New data sources are introduced
· The level of risk changes
In such cases, the investigator must notify the Committee immediately for reassessment.


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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