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The research proposal must be submitted for
consideration, comment, guidance and approval
to the concerned REC before the study begins

Declaration of Helsinki – section 23

The researcher must provide monitoring
information to the committee, especially
information about any serious adverse
events (SAE)

The committee must have the right to
monitor ongoing studies



IRB Composition

• The Ministry of Health and Sports, Myanmar
has reformed and reorganized the
structure of ERC (DMR) as the ‘Institutional
Review Board’ (DMR) in 2019

• 15 members with diverse expertise in
biomedical, clinical, public health and social
science.

•Affiliated Member – 7

•Non-affiliated member – 8

• Community member – 2



IRB Process of Review



• Proposals will be registered when the
complete application package is checked by
the secretariat/secretary, and the required
copies and processing fees (if applicable) is
received.

• A registration number will be assigned and it
should be quoted in all the correspondences.

• Investigators can expect the full committee
review of their proposals within 6-8 weeks of
submission.

• IRB office will correspond (by email) with the
principal investigator 2 weeks before the
meeting.



• The ethical review is done through formal
meetings and the committee do not resort

to decision through circulation of proposal.

• All members review the proposals, and one
primary reviewer is assigned for each

proposal to review in detail.

• In case of studies that entails minimal risk
(criteria will be set by the IRB), minimal risk

review may be carried out instead of formal

meetings. Chair, secretary & 1-2 scientific
members may review the minimal risk study

and arrive at decisions.



• The principal investigator is required to
present at the meeting to present the study.

• Decision is made through consensus, where

possible, when it appears unlikely, ERC voting
is recommended.

• Most of the studies require clarifications,

minor amendments, scientific justifications, or
major amendments.

• IRB’s suggestions/comments has to be

incorporated into the revised version which is
to be sent within 2 weeks after the meeting.



• A conditional decision on applications will
be re-reviewed following revision.

• A negative decision on an application will

be supported by clearly stated reasons.

• The IRB may decide to reverse its

positive decision on a study in the event

of receiving information that may
adversely affect the risk/benefit ratio.



• The discontinuation of a trial may be
recommended if the IRB finds that the

goals of the trial have already been

achieved midway or unequivocal results
are obtained.

• Subject experts may be invited to offer

their views but should not take part in the
decision making process. However, her/his

opinion must be recorded.



Documents to be submitted to IRB 
(DMR)



• Signed and dated Checklist of Ethics Review
Proposal form

• A statement of agreement to comply with ethical
principles set out in relevant guidelines

• All significant previous decision made by other
ethical committee if applicable

• Proposal summary not more than two pages

• The protocol of the proposed research together
with supporting documents and annexes

• Grant amount with estimated budget breakdown

• Informed consent forms, Assent forms, Permission
forms if applicable

• Information to be provided to participant
concerning research samples if applicable



• Consent/Assent document for taking/keeping
biological samples if applicable

• Forms and questionnaires intended for research
participants if applicable

• Materials for recruitment of participants if
applicable

• Relevant documents and tools/products for the
study if applicable

• Material Transfer Agreement if applicable

• Data Transfer Agreement if applicable

• Copy of MOU/LOA if applicable

• Investigators’ curriculum vitae (updated, signed
and dated) with recent passport size photo



• All of the above should be submitted in
one continuous document with

consecutive page numbers and a

contents page.

• 18 complete hard copies should be

submitted.
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Myanmar Health Research Registry 
(MHRR)



https://www.mhrr-mohs.com

Myanmar Health Research Registry

• Publicly –available database of formally–approved health

researches originated in Myanmar from year 2000 onwards

• Launched in 8th January 2018 (46th Myanmar Health

Research Congress)
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Guideline Diagram of MHRR

Preliminary Health Research Registry Clinical Trial Registry

Update Progress Report

After Completion of Research

Postgraduate Research Registry Health Research Registry

Registration status  of 15th august 2019 Total –(380) research 
studies

Preliminary Research – 182

Health Research  - 196 Clinical Trial Registry – 2 
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Contact to Admin : 

mhrr-mohs.admin@mhrr-mohs.com

Dr Moh Moh Htun

mohmoh.htunn@gmail.com

O9-5136708
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