Higher Education Research Sci PC
2026, Vol. 11, No. 5, pp. 189-196 cience

https://doi.org/10.11648/j.her.20261105.16 Science Publishing Group

Research Article

Research Ethics Governance and Responsible Conduct of
Research at the Defence Services Medical Academy,
Myanmar: A Documentary Analysis

Ye Phyo Aung®™ @, Myo Zaw Thu? @, Aung Thu? ®, Thant Zin? @,
Zin Min Htike! ®, Zaw Myint® ©®, Mo Mo Than*

'Department of Medical Education, Defence Services Medical Academy, Yangon, Myanmar
2Department of Forensic Medicine, Defence Services Medical Academy, Yangon, Myanmar
3Department of Anatomy, Defence Services Medical Academy, Yangon, Myanmar
4Department of Biochemistry, Defence Services Medical Academy, Yangon, Myanmar

Abstract

Ethical Review Committees (ERCs) require both formal governance mechanisms and continuing capacity building to support
consistent ethical review and responsible research conduct. The Defence Services Medical Academy (DSMA), Myanmar, has
maintained institutional standard operating procedures (SOPs) for its Ethical Review Committee and has conducted recurring
workshops on responsible conduct of research (RCR). To describe the longitudinal evolution of research ethics governance and
RCR capacity building at DSMA using available institutional documentary sources. A retrospective descriptive documentary
analysis was undertaken using available DSMA ERC SOPs dated 2017 and 2022, a separate 2022 SOP for principal investigators,
the 2024 third-edition SOP, and RCR/research-ethics workshop programmes from 2018, 2022, 2023, 2024 and 2026. Documents
were reviewed using predefined domains: governance and committee structure; review procedures; participant protection;
informed consent; post-approval oversight; investigator guidance; data and material governance; documentation; and research-
ethics capacity building. Changes were interpreted as documentary evidence of formalization, differentiation or expansion; no
causal inference regarding research quality or participant outcomes was made. The documentary series demonstrated progressive
formalization of ERC governance and expansion of operational guidance. The 2017 SOP already addressed committee functions
and composition, vulnerable participants, review procedures, informed consent, expedited review, decision-making, monitoring
and archiving. By 2022, the institutional SOP incorporated specific guidance for medical education and genetic research and
additional operational forms, while a separate Pl-oriented SOP provided investigator-facing guidance and multiple consent
templates. The 2024 third edition reorganized the SOP into thematic chapters and expanded guidance for survey, records,
qualitative and genetic research; waiver of consent; material transfer; data ownership/transfer/use; conflict-of-interest
declaration; annual reporting; and final reporting. In parallel, RCR workshops documented from 2018 through 2026 repeatedly
addressed research integrity, informed consent, data ethics, research misconduct and investigator responsibility, frequently using
group work and discussion. Available documents indicate an evolution at DSMA from a broad institutional ethics-review
framework toward a more differentiated governance system combining committee procedures, investigator guidance, research-
specific ethical considerations, post-approval documentation and recurring RCR education. Future evaluation should assess
implementation, review performance, investigator competence, protocol quality and outcomes of post-approval oversight.
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1. Introduction

Ethical review is a core component of systems designed to
protect the dignity, rights, safety and well-being of people par-
ticipating in health-related research. International guidance
emphasizes that research ethics committees should operate
within a broader system that supports independence, transpar-
ent procedures, appropriate membership, continuing educa-
tion, written policies, record keeping and ongoing oversight
[1, 2]. The Council for International Organizations of Medical
Sciences (CIOMS) International Ethical Guidelines likewise
provide a widely used framework for evaluating the ethical
acceptability of health-related research involving humans [3].

Within an academic medical institution, the maturity of re-
search ethics governance cannot be represented by the existence
of a committee alone. Written SOPs, clearly defined review
pathways, protection of vulnerable participants, management of
conflicts of interest, post-approval monitoring, investigator re-
sponsibilities and continuing ethics education are all relevant
components of institutional capacity. Changes in these elements
over time can therefore provide a documentary record of how
an ethics-review system develops. A national assessment of re-
search ethics committees in Myanmar has similarly examined
organizational structure, membership and ethics training, re-
view procedures, continuing review, resources and institutional
commitment as important dimensions of REC functioning [4].

The Defence Services Medical Academy (DSMA) maintains
an Ethical Review Committee (ERC), institutional SOPs for
ethical review, and a continuing programme of responsible con-
duct of research (RCR) and research-ethics education. The 2024
third-edition SOP documents an institutional edition sequence
of first edition in 2017, second edition in 2022 and third edition
in 2024 [5]. An archived SOP 2017 was also available for de-
tailed content analysis [6]. This study aimed to describe the lon-
gitudinal evolution of research ethics governance and RCR ca-
pacity building at DSMA through systematic documentary
analysis of available SOPs and workshop programmes, with
particular attention to governance, review processes, participant
protection, investigator guidance, post-approval oversight, data
governance and research-integrity education.

2. Materials and Methods

2.1. Study Design

This study used a retrospective descriptive documentary-
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analysis design. Documentary analysis is suitable for recon-
structing institutional processes and changes over time when
primary administrative and educational records are available

[71.

2.2. Documentary Sources

Primary institutional sources comprised the DSMA ERC
SOP labelled 2017 [6]; the 2022 institutional ERC SOP [8];
the 2022 SOP for Principal Investigators [9]; the 2024 Third
Edition ERC SOP [5]; and available RCR/research-ethics
workshop programmes from 2018, 2022, 2023, 2024 and 2026
[10-14]. The documents were treated as evidence of stated in-
stitutional policy, procedure and educational activity. They
were not assumed to demonstrate implementation or effective-
ness unless the documents themselves provided such evidence.

2.3. Data Extraction and Analytical Domains

A structured comparison framework was used to extract:
edition/year; stated objective; ERC functions and composition;
membership and quorum; independent consultation; review
pathways; decision-making and communication; participant
protection; vulnerable populations; informed consent; proto-
col amendments; continuing review and monitoring; archiving;
investigator-facing guidance; research-type-specific guidance;
data/material governance; conflict-of-interest documentation;
annual/final reporting; and RCR workshop content. Docu-
mentary changes were categorized as continuity, clarification,
formalization, differentiation, or expansion.

2.4. Interpretation of Documentary Change

An addition to a later SOP was interpreted only as evidence
that the topic became explicitly documented in that edition.
Absence from an earlier document was not interpreted as evi-
dence that the practice did not occur. Similarly, repeated
workshops were treated as evidence of recurring capacity-
building activities, not as proof of improved knowledge, be-
havior, protocol quality or participant outcomes.

2.5. Ethical Considerations

The analysis uses institutional SOPs and workshop pro-
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grammes and contains no participant-level research data. In-
stitutional permission was obtained to access and analyze the
documents included in the study. Formal ethical review was
not required because the study was limited to documentary
analysis and involved no identifiable personal or participant-
level data.

3. Results

3.1. Documentary Chronology and SOP
Development

The documentary record demonstrates successive stages
of formal research-ethics governance. The 2024 third-edi-
tion SOP records the institutional edition sequence as 2017,
2022 and 2024 [5]. The archived 2017 SOP copy provides
detailed evidence of the early governance framework, in-
cluding ERC objectives and functions, committee compo-
sition and membership, quorum, protection of vulnerable
participants, application and documentation requirements,
review procedures, informed consent, expedited review,
decision-making, follow-up and monitoring, archiving and
member updating [6]. Together, these records support a
longitudinal analysis of increasing procedural differentia-
tion and formalization.

3.2. Governance and Committee Structure

The 2017 SOP described a multidisciplinary and multi-
sectoral committee, a three-year membership duration,
confidentiality obligations, declaration of conflicts of in-
terest and a minimum quorum of five [6]. The 2022 insti-
tutional SOP retained this overall structure and explicitly
included a second vice-chairperson identified as an inde-
pendent person [8]. In the 2024 third edition, the quorum
was more specifically articulated to include research-ethics
expertise, a clinician, a biomedical scientist, commu-
nity/non-governmental or legal representation, and a med-
ical statistician [5]. These changes indicate increasing
specificity in the documented composition of deliberative
expertise.

3.3. Review Procedures and Decision-Making

Across the SOP series, ethical review included advance cir-
culation of proposals, primary review, committee discussion,
access to independent consultants, recorded decisions and
written communication to investigators. The 2024 SOP re-
tained expedited review for specified minimal-risk activities
and described categories including use of existing clinical ma-
terials, recordings, surveys, interviews, focus groups, pro-
gramme evaluation and related methodologies, subject to
stated limitations [5]. Conflict-of-interest management was
operationalized by requiring an affected member to withdraw
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from the relevant decision procedure [5].

3.4. Participant Protection and Informed
Consent

Protection of research participants was a sustained feature
across the documentary series. The 2017 SOP addressed vul-
nerable participants, children and adolescents, students and
employees, medically vulnerable people, pregnant or nursing
women, confidentiality, informed consent and emergency
consent [6]. The 2022 Pl-oriented SOP preserved these pro-
tections while providing investigator-facing guidance and
templates for clinical studies, child research, health-system re-
search, biological samples, educational research and genetic
research [9]. The 2024 edition reorganized vulnerable-partic-
ipant guidance into a dedicated chapter and informed consent
into a separate chapter, including a specific procedure for re-
questing waiver of informed consent [5].

3.5. Differentiation of Research-Specific
Guidance

A notable documentary development was the increasing
differentiation of ethical guidance according to research de-
sign. The 2022 documents explicitly incorporated medical-ed-
ucation research and genetic research [8, 9]. The 2024 third
edition further identified considerations for survey-based re-
search, records-based research and genetic research and added
a qualitative-research consent form [5]. This suggests an ex-
pansion from predominantly biomedical and clinical framing
toward a broader range of research methodologies undertaken
within an academic health institution.

3.6. Data, Materials and Conflict-of-Interest
Governance

The 2024 appendices demonstrate further formalization of
governance beyond protocol approval. They include a Mate-
rial Transfer Agreement, a Data Ownership/Transfer/Use
Agreement and a Conflict of Interest Declaration Form [5].
These documents provide explicit mechanisms for issues that
extend across research conduct, data stewardship, material
sharing and transparency of investigator interests.

3.7. Post-Approval Oversight and Reporting

Follow-up and monitoring were already present in earlier
SOPs. The 2022 Pl SOP required periodic reports no less fre-
quently than annually, final reports, reporting of protocol de-
viations, renewed approval for amendments, communication
of new risk information, notification of premature termination
and changes of investigators or sites [9]. The 2024 edition re-
tained continuing oversight and included standardized annual
and final report forms, including fields for enrolment, adverse
or unanticipated events, complaints and data storage [5]. The
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documentary trajectory therefore shows increasing standardi-
zation of post-approval reporting.

3.8. Evolution of RCR and Research-Ethics
Capacity Building

The educational record complements the SOP trajectory.
The 2018 two-day RCR and research-ethics workshop cov-
ered research-ethics principles, integrity and misconduct,
good laboratory practice, data ownership and sharing, ERC
operational aspects, mentoring, conflict of interest, research
monitoring, authorship and plagiarism, with group work and
presentations [10]. In 2022, the RCR workshop addressed eth-
ical considerations in human research and researcher respon-
sibility with group work [12]. The 2023 programme included
informed consent, data ownership and sharing, researcher re-
sponsibility and facilitated group presentations [13].

The 2024 workshop explicitly stated objectives to
strengthen RCR and research-ethics capacity among DSMA
faculty, promote awareness of human-research ethics, culti-
vate a research culture emphasizing integrity and prevent re-
search misconduct [11]. Its sessions included human-research
ethics, informed consent, data ethics, plagiarism, research
misconduct and an overview of RCR, again incorporating
group work and discussion [11]. The 2026 programme contin-
ued this pattern with RCR, informed consent, data ethics, eth-
ical considerations in human research, research misconduct
and group work [14].

Taken together, the workshop records demonstrate recur-
ring institutional attention to both participant-protection ethics
and broader responsible research conduct. The repeated use of
discussion, group work and presentation suggest a sustained
participatory educational format, although learning outcomes
were not available for this documentary analysis.

Table 1. Selected milestones in the documentary evolution of DSMA research ethics governance.

Broad governance framework; vulnerable participants;
consent; expedited review; monitoring; archiving

Integrity, misconduct, GLP, data sharing, ERC opera-

Independent vice-chairperson; medical-education and
genetic-research guidance; operational forms

Investigator-facing procedures and multiple consent

Interpretive significance

Established comprehensive
written operational
framework in the available
archive

Early documented compre-
hensive RCR capacity build-

ing

Greater differentiation of
governance and research-
specific guidance

Separation of investigator
guidance from committee
governance

Human-research ethics, researcher responsibility, con-

Thematic chapters; survey/records/qualitative/genetic
research; consent waiver; MTA; data-use agreement;

Explicit objectives for integrity culture, misconduct

RCR, consent, data ethics, human-research ethics, mis-

2022 documents

Independent vice-chairperson

Year Documentary source Selected developments
2017 ERC SOP
RCR & research-ethics work-
2018 . o . L
shop tions, monitoring, authorship/plagiarism
2022 Institutional ERC SOP
2022 P1 SOP
templates
2022-2023 RCR workshops sent, data ownership/sharing
2024 Third-edition ERC SOP
COI form; annual/final reports
2024 RCR workshop prevention and faculty capacity
2026 RCR workshop conduct, group work
Table 2. Major domains of SOP evolution.
Domain 2017 available SOP
Committee functions, composition,
Governance

membership, quorum

explicitly identified
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Continuity of ERC-led ca-
pacity building

Broader and more formal-
ized governance architecture

Capacity building linked ex-
plicitly to institutional re-
search culture

Continued ethics and integ-
rity education

2024 third edition

Quorum expertise specified in
greater detail
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Domain 2017 available SOP

Broad biomedical/human-participant

Research types framework

Investigator guid-

Integrated within main SOP
ance

General, emergency and population-spe-

Consent i
cific guidance

Data/material gov-

Data/confidentiality provisions
ernance

Conflict of interest Member declaration

Post-approval over-

sight Follow-up, monitoring, archiving

4. Discussion

This documentary analysis suggests that research ethics
governance at DSMA evolved through two interconnected
processes: progressive formalization of written ERC proce-

dures and recurring institutional investment in RCR education.

The most important finding is not simply that later SOPs are
longer, but that the documentary architecture became more
differentiated. Governance provisions, investigator guidance,
research-design-specific considerations, consent procedures,
data/material agreements, conflict-of-interest documentation
and post-approval reporting became increasingly explicit.
The trajectory is broadly consistent with a systems ap-
proach to research ethics. WHO operational guidance empha-
sizes that effective ethics review depends not only on commit-
tee review but also on appropriate composition, independence,
training, transparent written procedures, record keeping and
researcher responsibilities [1]. The DSMA documents contain
elements across these domains, although this study was not

designed as a formal compliance audit against WHO standards.

The current Declaration of Helsinki also emphasizes ethical
principles for medical research involving human participants
and provides an important international reference point for in-
stitutional review systems [15].

A second important finding is the development of investi-
gator-facing support. The separate 2022 P1 SOP is noteworthy
because it translates committee expectations into practical
guidance for researchers. By 2024, the inclusion of specific
considerations for survey, records-based, qualitative and ge-

netic research further acknowledged methodological diversity.

This is relevant in an academic medical institution where re-
search may extend beyond clinical intervention studies into

2022 documents

Medical-education and genetic
research explicitly added

Separate Pl SOP

Multiple research-specific con-

sent templates

Data-related investigator con-
siderations

Retained
Annual/final reporting and

amendment/deviation require-
ments

2024 third edition

Survey, records-based, qualita-
tive and genetic considerations
explicitly organized

Expanded forms and agreements
within structured chapters/ap-
pendices

Dedicated consent chapter;
waiver request; assent and quali-
tative-research templates

MTA, data ownership/trans-
fer/use agreement

Specific investigator COI decla-
ration form

Standardized annual and final re-
port forms

education, health systems, behavioral inquiry and secondary
data analysis.

Third, the documentary record demonstrates increasing at-
tention to research governance after initial approval. Annual
reporting, final reporting, protocol amendments, deviations,
adverse or unanticipated events, data storage and continuing
review reflect a shift from ethics review as a single approval
event toward longitudinal oversight. International guidance
similarly conceptualizes ethics review as an ongoing respon-
sibility rather than a one-time administrative decision [1, 3].

The RCR workshop series adds an educational dimension
that cannot be inferred from SOPs alone. From 2018 through
2026, recurring programmes addressed integrity, misconduct,
informed consent, data ethics, authorship/plagiarism, re-
searcher responsibility and monitoring. The 2024 programme
is especially informative because it explicitly links training to
building RCR capacity, cultivating an integrity-oriented re-
search culture and preventing misconduct. The recurrence of
interactive group work suggests that capacity building was not
limited to passive information delivery.

These findings should nevertheless be interpreted conser-
vatively. Documentary expansion does not itself establish
improved ethical quality, faster review, better investigator
behavior or stronger participant protection. The next stage of
institutional evaluation should therefore connect written
governance with measurable implementation. Potential indi-
cators include annual protocol volume, review turnaround
time, proportions requiring major modification, frequency of
expedited review, protocol deviations, continuing-review
compliance, completeness of final reports, investigator train-
ing participation and pre/post-training knowledge or compe-
tency measures.
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4.1. A Proposed Developmental Model

Based on the available documents, the evolution can provi-
sionally be understood in four overlapping phases: (1) foun-
dational written governance, represented by the early SOP
framework; (2) differentiation and investigator orientation,
represented by the 2022 institutional and Pl documents; (3)
expanded governance and standardization, represented by the
2024 third edition; and (4) sustained capacity building, repre-
sented by recurring RCR workshops across 2018-2026. These
phases are analytical categories rather than formally desig-
nated institutional periods and should be revised if additional
historical records become available.

4.2. Strengths and Limitations

A major strength of this study is its use of primary institu-
tional documents spanning multiple years and representing
both governance and educational activity. Combining SOPs
with workshop programmes permits examination of the insti-
tutional ethics system through complementary operational and
capacity-building lenses, rather than relying on retrospective
recollection alone.

Several limitations should be considered. First, although the
2024 SOP documents the formal edition sequence as 2017,
2022 and 2024, the complete original 2017 and 2022 editions
were not separately available in the reviewed set; an archived
2017 SOP copy was used to characterize the early framework.
Second, SOP content represents stated institutional policy and
cannot by itself establish implementation fidelity or effective-
ness. Third, workshop programmes document intended edu-
cational content but do not provide complete attendance, com-
petency, behavior-change or research-quality outcomes.
Fourth, longitudinal protocol-review statistics were not avail-
able for the present analysis. Finally, undocumented interim
revisions or local operational practices may not be represented
in the documentary archive.

5. Conclusions

The available documentary record indicates that research
ethics governance at DSMA has developed from a broad writ-
ten framework for committee review into a more differenti-
ated system incorporating investigator-specific guidance, re-
search-design-specific considerations, structured consent pro-
cedures, data and material governance, conflict-of-interest
documentation and standardized post-approval reporting. In
parallel, recurring RCR workshops from 2018 through 2026
demonstrate sustained institutional attention to research ethics,
integrity and researcher responsibility.

The significance of this evolution lies not in the number of
SOP pages or workshops alone, but in the progressive articu-
lation of an institutional system linking ethical review, inves-
tigator responsibilities, continuing oversight and capacity
building. Future work should evaluate implementation and
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outcomes using prospective performance indicators and
should examine how documented governance translates into
the quality, timeliness and ethical conduct of research.
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