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Institutional Review Board, Department of Medical Research, Ministry of Health and

Sports approves to conduct the proposed research project as it is in full compliance

with the Declaration of Helsinki, Council for International Organizations of Medical

Sciences guidelines and International Conference on Harmonisation in Good Clinical

Practice guidelines.



Principal Investigator should be aware that there might be site monitoring visits at any
time from IRB team during project implementation and should provide full cooperation

to the team.

Dr. Myo Khin
Chairperson

Institutional Review Board-1

Ministry of Health and Sports

CC: Director General, Department of Medical Research
Assistant Permanent Secretary, International Relations Division, Ministry of

Health and Sports



Annex to the Certificate of Approval

Approval is subject to following conditions:

e The principal investigator is required to ‘notify the Secretary of the Ethics

Committee, via amendment or progress report, of

1) Any significant change (such as study area) to the project and the reason for that
change, including an indication of ethical implications (if any);

2) Serious adverse effects on participants and the action taken to address those
effects;

3) Any other unforeseen events or unexpected developments that merit notification;

4) The inability of the Principal Investigator to continue in that role, or any other
change in research personnel involved in the project;

5) Termination or closure of the project

e The principal investigator for submitting the progress report at least 6 weeks prior
to the expiry of the approved date to allow adequate time for the ERC for
substantive and meaningful review and for assuring that the research is not
conducted beyond the approved date.

e 6 months report should be submitted.

e Final report is to be provided to ERC at the end of the study.

Back page- informed consent, Clinic report form (for clinical/ if any)

Material Transfer Agreement and Data Transfer Agreement (if any)



