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Disclaimer
JooInNanAIUSURNQBDU

This document contains content presented in two
languages: English and Thai. Though efforts have been made to
ensure accuracy and clarity in both languages, the Thai language
version shall take precedence as the authoritative text. Should
any discrepancy or ambiguity arise, please refer to the Thai
language version as the primary reference for understanding and

interpreting the content of this document.
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Preface
AUSISN

Research involving humans is an important step in
developing knowledge to understand the nature of diseases or
health conditions, as well as human behaviors and phenomena.
While it is crucial for improving the quality of human life, research
involving humans must adhere to ethical principles in order to
gain international acceptance.
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It is essential to cultivate knowledge and understanding
of human research ethics and its applications among personnel
and agencies engaged in research involving humans. This can be
done through various formats and activities, such as organizing
training courses on human research ethics and good clinical
research practices. Furthermore, defining the key roles and
responsibilities of stakeholders in alignment with the context of

Thailand will facilitate harmonization among the involved parties.
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The Handbook of the National Policy on Ethics Oversight
and Ethical Guidelines for Research Involving Humans is therefore
developed for stakeholders to apply and implement. Hopefully,
this will help promote and support the country’s research to
meet international standards, ensuring the appropriate protection

of the rights, safety, and well-being of participants.
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This handbook is designed to cover various types of

research involving humans, aligning with international ethical

AleulsvswiRdrisnsmiuguanuasesssu way
wIMeRsEsTINdMIUMTITeReIteaiunywed



guidelines and relevant regulations, while also considering the
laws and regulations of Thailand. It sets minimum standards and
takes into account the research settings of Thailand. Therefore, it
is hoped that this handbook will facilitate stakeholders involved,
whether they are researchers, research ethics committees,
institutions, and sponsors, in conducting or overseeing research
studies ethically, relying on a unified standard in a concrete

manner.
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Preparation of the Handbook of the National Policy on Ethics
Oversight and Ethical Guidelines for Research Involving Humans
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The preparation of this handbook commences with the
appointment of a working group composed of experts possessing
experience and knowledge in the field of human research ethics.
The policy and guidelines were prepared with consideration of
well-accepted or widely recognized international and national
ethical guidelines and regulations, applicable laws, as well as
the context of research involving humans in Thailand.
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The working group has gathered documents for preparation, including:

AMLYNULATIUTIUDNANTAMTUNITINYIN TIUTENBUNIEY

(1) Ethical principles and international ethical guidelines, such
as the Belmont Report by the National Commission for
the Protection of Human Subjects of Biomedical and
Behavioral Research (1978), Handbook for Good Clinical
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Practice (GCP): Guidance of Implementation (World Health
Organization (WHO) 2005), Universal Declaration on
Bioethics and Human Rights (United Nations Educational,
Scientific, and Cultural Organization (UNESCO) 2005),
Standards and Operational Guidelines for Ethical Review
of Health-related Research with Human Participants
(WHO 2011), Declaration of Helsinki, Ethical Principles
for Medical Research Involving Human Subjects (World
Medical Association (WMA) 2013), International Ethical
Guidelines for Health-related Research Involving Humans
(Council for International Organizations of Medical Science
(CIOMS) 2016), and ICH Harmonised Guideline, Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical
Practice E6(R2) (International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human
Use (ICH) 2016);

NANATYTITULALLUININATFTIIUAING 11U Belmont Report
1m8 National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research (A.f.
1978), @jﬁaé’m%’umsﬂﬁﬁ’ﬁmﬁ%’ammﬁﬁﬂﬁﬁ: AU
TunslUuR (esdniseundielan a.e. 2005) Universal
Declaration on Bioethics and Human Rights (89An15115
ANw NLIPERNS LAz TRIUSTINLUIENUTE TR A.A. 2005)
Standards and Operational Guidelines for Ethical Review

of Health-related Research with Human Participants
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(@sAn1saundelan a.e. 2011) Declaration of Helsinki, Ethical
Principles for Medical Research Involving Human Subjects
(wwveauaulan A.A. 2013) International Ethical Guidelines
for Health-related Research Involving Humans (Council
for International Organizations of Medical Science (CIOMS)
A.A. 2016) wag ICH Harmonised Guideline, Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical
Practice E6(R2) (International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human
Use (ICH) A.#. 2016)

Policies, guidelines, and regulations of research involving
humans in the United States and other countries, such
as U.S. Code of Federal Regulations: Title 45 Public
Welfare Department of Health and Human Services Part
46 Protection of Human Subjects, Tri-Council Policy
Statement, Ethical Conduct for Research Involving
Humans of the Canadian Institutes of Health Research
Natural Sciences and Engineering Research Council of
Canada Social Sciences and Humanities Research Council
(2018), and National Statement on Ethical Conduct in
Human Research of the National Health and Medical
Research Council Australian Research Council Universities
Australia (2018);

uleune s wagngszdevveamAdeiifatestuuywd
TuﬂM%JgaLaﬁmLLaxmzmﬂﬁlu 9 Wy U.S. Code of Federal
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(3)

(@)

Regulations: Title 45 Public Welfare Department of Health
and Human Services Part 46 Protection of Human Subjects
AuoatauEnT3e Ethical Conduct for Research Involving
Humans of the Canadian Institutes of Health Research
Natural Sciences and Engineering Research Council of
Canada Social Sciences and Humanities Research Council
(A.f. 2018) LaTAIL0aITIRIEee Ethical Conduct in
Human Research of the National Health and Medical
Research Council Australian Research Council Universities
Australia (A.#. 2018)

Ethical guidelines, laws, and regulations in Thailand,
such as Ethical Guidelines for Research on Human Subject
in Thailand (Forum for Ethical Review Committees in
Thailand (FERCIT) 2007), Ethical Guidelines for Research
in Children (FERCIT 2015), and applicable laws and
regulations; and

WUINNDTUTITH NYUUNE LLazﬂgizLﬁ*&JUiuﬂizLVIﬂlwa L]
wueasesssuNsinveluaululssnelne (vusuasusssy
msIveluaululseinalng w.e. 2550) WUIN9T3UEITUAS
Weoludn (vusuasesssunmsideluaululsemdlneg w.e.
2558) uagngneuazngsxilouiveduly uay

Other relevant documents, including WHO Tool for
Benchmarking Ethics Oversight of Health-related Research
Involving Human Participants (WHO 2023).
wnansiiieadodu 9 53103 WHO Tool for Benchmarking
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Ethics Oversight of Health-related Research Involving

Human Participants (83An15aunsialan a.e. 2023)

The working group conducted an analysis of several
ethical guidelines and regulations, considering both their writing
style and content, and used them as a source of inspiration
when drafting the handbook. The working group has structured
a writing format by specifying the issues and organizing them
based on ethical principles and considerations, resulting in a
total of 22 chapters. For each chapter, the working group drafted
key statements emphasizing the roles and responsibilities of
stakeholders involved, including researchers, research ethics
committees, institutions, and sponsors. This enables them
to apply the statements within their respective contexts and
establish a comprehensive policy suitable for research involving
humans in Thailand. The contents of each chapter, drafted by
the working group member, were presented at working group
meetings for discussion and correction to ensure their correctness
and alignment with international guidelines and the local Thai
context. The content framework of the policy and ethical
guidelines focuses on classic activities of research involving
humans. As a result, some specific topics, such as research on
herbal products or medical device research, were not included
in this handbook due to the presence of distinct regulations and

highly detailed requirements.
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In drafting the content in each chapter, the working group
also used other ethical guideline documents related to that
chapter as a reference to assist in their writing, such as Ethical and
Policy Issues in Research Involving Human Participants, Volume |
(Report and Recommendations of the National Bioethics Advisory
Commission 2001) for the content in chapter 12, vulnerable

individuals and groups requiring additional safeguards. The

14 Handbook of the National Policy on Ethics Oversight

and Ethical Guidelines for Research Involving Humans



working group also reviewed the content of new or recently
revised guidelines, such as Clinical Research in Resource-Limited
Settings, A Consensus by a CIOMS Working Group (CIOMS 2021),
and ICH E6(R3) Guideline on Good Clinical Practice (GCP) Step
2b (ICH 2023), taking them into consideration during the writing
process to ensure that the content in the handbook remains up-

to-date and consistent with internationally accepted guidelines.

Tunssademluudazun angyhauldendaenansuuams
Wusauiiisdosiuudazun ietheatvayunisdoudom wy
Ethical and Policy Issues in Research Involving Human Participants,
Volume | (s18971ulkazdalduelugued National Bioethics Advisory
Commission a.f. 2001) sfinstunlddmsuienluunit 12 31
Meyanataznguzusfisududeddiunsunlosdunseaiiv
By wenanl aavheudtldnumuiemainuuanisdntnie
wMeifielF3unTUSUUSe WU Clinical Research in Resource-
Limited Settings, A Consensus by a CIOMS Working Group (CIOMS
A.A. 2021) wag ICH E6(R3) Guideline on Good Clinical Practice
(GCP) Step 2b (ICH a.¢. 2023) Ingtuiarsauazyusuldsening
NITUIUNITTEU LﬁaiﬁﬁwﬂuejﬁaﬁmmﬁuaﬂﬂLLazaamé’mﬁ’U
wuaiiduiisensuluseduaina

The drafted version of this handbook underwent a review
process, wherein specific feedback was sought from 37 experts

representing roles in five sectors:

AleulsvswiRdrisnsmiuguanuasesssu way
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HoaUuselanIunTEUINNITNUNIY Iﬂmammﬁmﬁuﬁmwwmﬂ
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Fenwey 37 au dadudiunuvesunumens 9 lu 5 nediu fedl

e D

(1) Representatives from universities or institutions;

AILNUINUMINYIR YV ANIUU

(2) Representatives from research ethics committees that
have received quality certification according to the
Strategic Initiative for Developing Capacity in Ethical Review
(SIDCER) or National Ethics Committee Accreditation
System of Thailand (NECAST) standards, including FERCIT
representatives;
FIuMuAINANENTTIN1TA3 5NN T TeRldTunTSuTes
AMAINAINUINGFIU Strategic Initiative for Developing
Capacity in Ethical Review (SIDCER) %391175§74
FPUUTUTDIAUNINANENTIUNITITETITUNTITE UL
(NECAST) 92au9funuainsusuasesssunisideluaulu
Uszinelng (FERCIT)

(3) Representatives from agencies that act as sponsors;
funuanmhenuiimihidudaiuayunside

(4) Representatives from the Thai Food and Drug Administration
(FDA) or regulatory agencies at the national level
responsible for overseeing research involving humans; and
FILUINEITNIUANZNTIUNITOMITUAZEN (99.) WIDNUY
nuirfuguasTiuATSURnTeUiAUguanTIdeTiAaTeq
funyed; uag
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(5) Representatives from communities or participants.
AIUNUIINYUYUNTBRANTINNTIY
Subsequently, the working group refined the draft of the
handbook and presented it to various stakeholders during public
hearings. The draft was also made available for public comment
on the National Research Council of Thailand (NRCT) website.
The working group gathered the comments and made further
revisions to produce the final version, which is being published.
AouAuynulauTulTalieatuiaaviauesianidiuy
Tadudesng q Tusswinenisuszeiiansal Tneenaisatusnled
nswewnsuuulsdvasdtinmnunTowiand (1) e suilinin
AnTIuaINas ST AevaulasIUTIANNARTIuLAYYNSUSU
uiludsndsifiethlugatugavhelssunsafiusimeuns

Note that In October 2024, the World Medical Association
published the 2024 version of the Declaration of Helsinki. This
handbook of the National Policy on Ethics Oversight and Ethical
Guidelines for Research Involving Humans remains applicable and
aligns with the revised principles outlined in the 2024 version of

the Declaration of Helsinki.

e : luseunaian a.A. 2024 unneauiaulanisiue
U3 Declaration of Helsinki atui A.f. 2024 ¥4l gilouluieuvia
YIFIINILNTANUALAAIUITETITURALUUINNATEFTTUAMTUNIS
WefiArtostuuywdatull Sssmmnsathluuaraonadesiundn
ms7lsFunsUSulssluailu Declaration of Helsinki atiudl a.a. 2024

AleulsvswiRdrisnsmiuguanuasesssu way
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Chapter 1
unn

Purpose, Scope & Application
SaqUs:avA Yduwa ta:mMsus:gnals

Introduction
unin

Research involving humans is essential for advancing
knowledge and enhancing our understanding of diseases, health
conditions, human behaviors, and related phenomena. It refers
to any activities defined as research that either (a) involve
individuals directly to obtain, use, study, and/or analyze their
data and/or biological materials, or (b) involve the acquisition,
use, study, analysis, and/or generation of identifiable private
information and/or identifiable biological materials for research
purposes. To gain both national and international acceptance,
this research must be grounded in a robust ethical framework
rooted in the fundamental principles of respect for persons,
beneficence, and justice. Such a framework not only protects
the rights, safety, and well-being of participants but also fosters
public trust in research. In 2023, the World Health Organization
disseminated key indicators for benchmarking ethics oversight
of research involving humans. Among these, legal provisions in

the form of regulations or guidelines are indicated. Therefore,
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there is a need to establish a national policy to oversee research
involving humans in Thailand.
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1.1

Purpose

gUIzeeA

The purposes of this handbook are:

= o Aao ¢
ANDAVUULINGUIZAIALIND

1.

To facilitate the progress of research involving
humans while ensuring that the rights, safety, and

well-being of participants are adequately protected;
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To provide a unified standard for the ethical conduct

of research involving humans in Thailand; and

JAENIR IR NUlUNTATUNTAUATESITUVD
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To foster public trust in the research process within

the research community.

d9@30A2130 1719199998151 UTURBNTEUIUNITIVY
Aelulsznuive

AleulsvswiRdrisnsmiuguanuasesssu way
wIMeRsEsTINdMIUMTITeReIteaiunywed

25



1.2 Scope & Application
‘uauwmtazmiﬂszqnﬂ%’

The content in this handbook applies to all research
involving humans in Thailand to the extent reasonably possible.
The ethical principles and considerations of research involving
humans are the primary focus of the handbook, which covers
the design, review, conduct, and other activities related to such
research. In each chapter, multiple articles are formulated to
provide a principle or guidance or, in some cases, to set out specific
requirements that stakeholders can apply to ensure the ethical
conduct of research involving humans in Thailand. This handbook
does not encompass all aspects of ethical considerations related
to research involving humans, nor does it always offer definitive
guidance. Its use requires interpretation and application to specific
circumstances, as appropriate. When necessary, stakeholders may
need to draw on other ethical guidelines and/or regulations, or
local cultural norms to clarify ethical obligations in specific contexts.
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The glossary section is intended to provide definitions
of terms used solely for the purpose of this handbook. Specific
provisions are categorized according to their level of obligation or
recommendation using the terms “must,” “should,” and “may.”
The term “must” indicates a mandatory provision that needs to
be followed and complied with. The term “should” indicates a
recommended or desirable practice that is generally considered the
best or preferable one when followed. The term “may” indicates
an optional provision that may be permitted but not required,
allowing for flexibility in decision-making and implementation.
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Compliance with the policy and ethical guidelines provides
assurance to the public that the rights, safety, and well-being of
participants are protected, and that the research data are credible.
The Handbook of the National Policy on Ethics Oversight and
Ethical Guidelines for Research Involving Humans can be adopted
or referenced by stakeholders conducting, supporting, and/or
regulating research involving humans in Thailand. It should be
noted that compliance with legal obligations, whether statutory
or otherwise, is beyond the scope of this policy and ethical
guidelines and constitutes a separate aspect of the governance
of research. Stakeholders are responsible for ascertaining and
complying with all applicable laws and regulatory requirements

which may vary by jurisdiction and funding source.
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2.1

2.2

Chapter 2
unn

Glossary
DASUFAWN

Assent
ANSANadla

The affirmative agreement of a child or a cognitively
impaired adult who is determined to have some limited
decision-making capacity

mMsBuuruBugenveadinuiellngifianuunnsomad
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Audit
N15M5238U

A systematic and independent examination of research-
related activities and documents, either by internal or
external bodies, to assess the overall quality and integrity

of a research study
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2.3

2.4

30

Benefit
Uszlyud

A favorable consequence arising from the research study

NadNsAATIANIINNSANEITY

Note: In the context of health-related research, the term
“benefit” refers to something of positive value related to
health or well-being. Direct benefits to participants can
be considered an immediate benefit resulting from their

participation or the intervention in the research study.
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Biobank
SUNATTININ

A repository that collects and stores human biological

materials and related data for use in research
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2.5

2.6

Broad consent

AUBULBULUUANINS

Consent given for either a range of specified future
research or a broader scope of future research involving

stored biological materials and/or related data

Anuduganililidmiunisidelusuianiiieadesivian
Fanmadanuly war/miedeyaninestes lnsenvegnield
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Note that broad consent is less specific than consent
for specific uses, but more restrictive than unrestricted,
open-ended permission without any limitations (which

is referred to as “blanket consent”).
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JugBLLUUATAUARU”)

Children

th

Individuals who have not yet attained the legal age of
consent in the jurisdiction where the research study is

conducted
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2.7

2.8

32

Note that, in Thailand, children are generally defined
as individuals under the age of 18 years in accordance
with the Child Protection Act, excluding those who have
attained legal adulthood through marriage under other

applicable laws.

I =2 o o i
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Clinical equipoise

ARENINNeATN

A state of genuine uncertainty among the expert
community about which intervention is better for a
given health condition, when comparing two or more

interventions

1 ¥
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Clinical trial

A5NAARINIAALN

A research study that is designed to evaluate the safety,
efficacy, and/or other biomedical or behavioral health-

related outcomes of drugs, medical devices, or other
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2.9

2.10

interventions (which may include placebo or other

controls) in humans

nsAnwITeNeanwuUULaUssiuANUAensE Useantna
= v ea A B o v =~ L
LAE/NTBNATNTNALITITUAVAINAIUTINITUNNENTD
WOANIIUDU ) VBIYT LATDILBUNNE UIDNITUNINULIDY 9|
(@019 maen visemnIuANdY ) Tunyed

Coercion

n13UuTeAY

The use of threats of harm, punishment, or other forms
of intimidation to compel individuals to participate or
continue participating in a research study against their

will or appropriate judgment

n1sldnsTuYinasiindunsig nsadlny visen1svuylugy
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Community advisory board

AENTIUNTNUIN YU TY

A group of individuals, including community members
and/or organization representatives, who advocate
for and embody the interests and perspectives of the
community, while also providing community insights,

information, and support to a particular research project
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2.11
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Community engagement

N13HdIUTIMVDIYUVY

A process that establishes a collaborative and interactive
partnership between researchers and communities at
various stages of the research process, ranging from the
design and planning phase to implementation, data

collection, analysis, and dissemination of research results

nsrUIuMsiaienudaniionasmsudusiussenineg
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Note that the extent of community engagement can vary,
encompassing activities from information sharing and/or
consultation to active participation and collaboration.
On the other hand, communities may choose not to
actively engage in a research project, opting instead to

acknowledge it and register no objection.

VUBLIF) : VBUWAVDINTSHEIUT VDI TUD AN
IngasouaquianssuRusnsiusludeyauas/miansuinw

Handbook of the National Policy on Ethics Oversight
and Ethical Guidelines for Research Involving Humans



2.12

2.13
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Confidentiality
N155NYIAINAU

The obligation to maintain the privacy of participants
by ensuring that their private information and personal
data, which are expected not to be disclosed, will not
be disclosed or shared with unauthorized individuals
or entities unless the disclosure has been properly
authorized by participants or, in exceptional cases, by

the appropriate authorities
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Conflict of interest

(% ¥ ¢
AMuTALd1sausele vl

The incompatibility of two or more financial, personal, or
professional interests of an individual, body, or institution

such that fulfilling one may compromise another
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2.14

36

ANUTANUNINaUsElevIsE I Edsaeada Ul Tusunisidu
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NANTLID19EINALFUMNDDNNANLY

Note that a conflict of interest in research arises when
an individual, body, or institution’s interests may
compromise or appear to compromise the integrity or
validity of the research study or the rights, safety, or
well-being of participants.
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HLlN9UNTIY

Continuing review

ANSNUNIUGBLLDY

The review process by which a research ethics committee
periodically assesses an ongoing research study to ensure

that it continues to be ethically acceptable
ASEUIUMINUTUIAEAMLNTIUANTTS 85U ITET NS
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2.15

2.16

2.17

Data repository

GLNRHT

A storage space or database that is designed to store,
manage, and/or share research data in a standardized and
secure manner for a certain period of time in compliance
with applicable regulations governing the storage, use,

and sharing of data
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Debriefing
AFZUIUNISEUALNEAIINDTS

The process of disclosing information to participants who
have been partially concealed or deliberately deceived

upon completion of participation in the research study

nszvumslamedoyaidliowdivdunsnsunsiinyideun
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Deception

N13INaINAIN

The deliberate act of providing inaccurate or false

information to participants with the aim of manipulating
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2.18

38

participants’ behavior or responses for the purpose of
the research study
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Note that deception is generally unethical unless it has
been approved by a research ethics committee under

specific circumstances (see Article 9.9.6).

wuEwn - n1sasnallaeniluieilunisnsevinfia
9385550 uwaliTUaRliRaINAmENITNNITITEETIUNTINY
Tuanunisaldunng (9de 9.9.6)

Emancipated minor

v T T
qtt‘n’mLﬂuaaizmnmsﬂnmm@LLa

An individual who, despite being under the legal age of
consent, has acquired legal status as an adult through

specific circumstances, such as marriage or a court order

yArauivziianganInnaeinisussaiinnlunisiinny
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Note that emancipated minors are considered capable
of giving informed consent and are no longer under the

legal authority of their parents.
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Exemption from review

A5INLIUIINAITNUNIY

A type of determination made by a research ethics
committee in accordance with institutional regulations
that a particular study is not subject to regulatory

requirements for ethical review and approval

UIZLANURINITNITAULAEANENTTUNITITETITUNITIFY
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Note that exemption from review may be applied to
research studies that pose negligible risk to participants
or those solely involving publicly available information.
In some cases, it may also be used for studies that do

not constitute research involving humans.
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2.20

2.21

40

Expedited review
NSNUNIULUUIS?

A type of review other than a full board review which
is used by a research ethics committee to review and
approve research studies that involve no more than

minimal risk to participants

Usziamvaamsviumuitliilgmsmumulasaaznssunisuuy
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Note that “expedited review” may sometimes be referred
to as “accelerated review” or “delegated review” in some

other ethical guidelines and/or regulations.

WUIER © “NITNUNIURUUESY” UNASIDIF8AT “N13
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Ethical standards
UIATFIUNIIIDTTTU

The set of internationally and nationally recognized
ethical principles and guidelines to ensure that research

involving humans is conducted in an ethical manner
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2.23
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Good Clinical Practice

nsUfTRANT IS endiindia

A standard for the design, conduct, recording, analysis,
and reporting of research involving humans that provides
assurance that the rights, safety, and well-being of
participants are protected and that the data and reported

results are credible

WNIgIUdmTUNITEDNLUY MIATUNTT N1sTudin 113
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Harm

UATIY
Any negative consequences or adverse events that may
result from participating in a research study

HansEVuAUaUVsaIANsallaielsyasdla o Neralinau
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42

Note that harm can take many forms, including physical
harm, psychological harm, social harm, legal harm, and

economic harm.

MEWE) © JURTIEETaRlAAeTULUL Be5IuRdunse
N9579N18 N9T01 N9FIAN NNYYIY LaENIBATEFNA

Human biological materials

FATINNVRIUYBE

Human-derived materials (e.g., blood, urine, organs,
tissues, cells, DNA, or other bodily fluids or materials) that
may be collected either for specific research purposes
or for any purposes with or without the expectation at

the time that they will be used in research
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Note that the term “human biological materials” in
this handbook does not include biological materials
that are obtained from commercial sources (e.g.,
commercially available cell lines), which do not allow
for the identification of the individuals from whom the

materials originated.
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2.26
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Impartial witness

weuglididulddaude

An individual who is independent of the research study
but serves as a witness during the informed consent
process, attesting that the information in the informed
consent form was accurately explained to and apparently
understood, and that the participant or his/her legally
acceptable representative voluntarily provides informed

consent

yanaliifidnifgtosiumsfnuide uidunumidunemiu
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Incomplete disclosure

msiakenliinsudiu

A situation where researchers withhold some essential

and relevant information during the informed consent
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2.28

44

process, thus not fully informing potential participants
about the research study
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Informed consent

AsvaANBUYRNTABUBNNETD

A process by which individuals are informed of all
aspects of the research study that are relevant to their
decision-making and voluntarily agree to participate in

that research study
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Informed consent form

ena1sdeyauazvenuBuay

A written document that outlines the information
provided to potential participants during the informed
consent process and documents a participant’s consent

for participation in a research study
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Note that an informed consent form, whether in a hard
copy or electronic format, consists of an information
section and a consent section. It may be prepared either
as a single integrated document or as separate information

and consent sections.

Mnewe @ enansteyakazvenudusey iiareglugy
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Informed opt-out procedure

N52UIUNISLABNBANLAYUBNNETD

A mechanism or process in which individuals are
automatically included in a research study unless they
actively decline participation, ensuring they receive
adequate information to make an informed decision

about opting out
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Note that an informed opt-out procedure differs from
the more common opt-in approach, in which individuals

must actively choose to participate in a research study.

VUEWR © NITUIUNISIRBNEDNLABUBNNATILANAINRINTG
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Institution

#n10u

A public or private organization or agency, whose
employees or agents conduct research involving humans

and that provides support for research-related activities
psAnTMToMtneunafuIolensuiininaundefiuny
Fudunideiiadesiuuyd Tnsflesdnsniomieay
Tnsatfuayufanssuiifeatestunside

Note that an “institution” can be either an educational
institute, research institute, or hospital.
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2.32

Intervention

NN INLYN

A manipulation or deliberate modification of the
participant or the participant’s environment performed

for research purposes
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Note that the term “intervention” may include any
activities undertaken to improve human health, as well
as any physical procedures used for collecting information
and/or biological materials for research purposes, which

fall under the above-mentioned definition.
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Legally acceptable representative

Hunulagyausssu

An individual who is authorized under applicable laws

or recognized by institutional regulations as acceptable
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for providing surrogate consent or making decisions on
behalf of another individual who is incapable of giving

informed consent
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Note that, in certain circumstances, a legally acceptable
representative may be a court-appointed individual, a
spouse, a parent, a descendant, a curator, a protector,
an immediate family member, a person taking care of

the person, or a representative who is socially accepted.
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Minimal risk

AULHYIAN

The level of risk implied by participation in the research
study that is not greater in magnitude and probability
of envisioned harm than what the general population
ordinarily encounters in their daily lives or during routine

physical examinations or psychological tests

Handbook of the National Policy on Ethics Oversight
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Minor increase over minimal risk

4 Ada @ w = 3
AULAYINLNAULANUDYITNAITULEYINT

The level of risk that exceeds minimal risk but does not
pose a significant threat to the participant’s health and
well-being
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Monitoring

NSAANIYN

The act of overseeing and evaluating the progress of
a research study to ensure that it is being conducted,
recorded, and reported in compliance with the protocol,
standard operating procedures, and applicable regulatory

requirements
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Noncompliance

n1slivgiRnung seidsuvasaantu

A situation where researchers or other stakeholders fail
to adhere to institutional regulations governing research

involving humans
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Parents

KUnAT09

Mother and/or father of a child or persons who are

responsible for the care and well-being of a child
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Note that the term “parents” generally refers to
biological parents or adoptive parents. However, in
certain circumstances, for the purpose of obtaining
parental permission/consent, it may also refer to parents
as defined under the Civil and Commercial Code,
stepparents, welfare guardians, and other persons who
have accepted the child into their care or with whom

the child resides.
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Participant

Hin9Iun1539Y

An individual whose data, biological materials, or
responses to an intervention, stimulus, or question by a
researcher are used, studied, and/or analyzed for research

purposes
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Note that “participant” may sometimes be referred to as

“volunteer” or “human subject” in some other ethical

guidelines and/or regulations.
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Personal data
Jayadiuynna

Any data relating to an identified or identifiable individual

v
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Note that personal data is a subset of private information;
it focuses specifically on data related to an individual’s

identity.

Post-approval activities

NINTTUNEINTOYIR

The ongoing activities required by researchers and
research ethics committees to ensure compliance with
ethical standards after the research study has been
initially approved by a research ethics committee
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Note that post-approval activities encompass reporting
and reviewing the progress of research studies, as well as
reporting, monitoring, and reviewing any safety concerns

or instances of protocol deviation and/or noncompliance.
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Potential participant
fieradhsaunisise
An individual who has been identified as a potential

candidate for enrollment in a research study
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Privacy
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A domain or state within which an individual has the
right to privacy, free from public attention, intrusion, or

interference by others
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Private information

Yayaduea

Information about an individual that occurs in the context
where the individual can reasonably anticipate that no

observation or recording is transpiring
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Note that private information also includes information
provided for specific purposes by an individual, with a
reasonable expectation that it will not be disclosed to
the public or used for other purposes.
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Protocol

LBNEI5IATINISIVY

A document that describes the background, rationale,
objectives, design, methods, ethical and statistical
considerations, and organization of a research study
to ensure that the research study is conducted in a

systematic, standardized, and ethical manner

Handbook of the National Policy on Ethics Oversight
and Ethical Guidelines for Research Involving Humans



2.45

nasTiosutsAuLdiuan WRNA 9 UsEaA N1598Nk UL 33
FoRNTUNAUIS IS ITULAZ AR WazNSTANSANYIRY Lile
TilarinsAneideazdniuniseshadussuu Inesgu
WazilasusTIY

Note that the details of some of the above-mentioned
information and/or considerations may be provided in

separate documents referenced in the protocol.
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Protocol deviation

N5, UEILUUANNLBNEITIATINISIRY

Any change or deviation from the research design or
procedures defined in the protocol that received prior

approval from a research ethics committee
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Note that “protocol deviation” may sometimes be
referred to as “protocol violation” in some other ethical

guidelines and/or regulations.
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Quality assurance

n1sUsEAuRunm

A systematic process used to ensure that the quality

control system is effective
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Quality control
NSAUANAMATN

Specific measures or steps taken to verify that the
requirements for the quality of research-related activities
have been fulfilled
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Recruitment
N138559EWN5IUNTITY

The process of searching for individuals who may be
interested in participating in a research study or identifying

potential participants

nsyuIUNMsAUYARanonaulansulunsinu vy e
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Recruitment materials

Fagildassmgidniouniside

Any written documents or audiovisual materials, whether
in a hard copy or electronic format, used as part of the
recruitment process
nansfiiluanednualdnusniedelandiedla q luiee
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Regulatory authorities

miguniugua

Governmental or institutional bodies that have the power
to regulate, set, and enforce ethical or legal standards

for research involving humans
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Research

N15998

A study, analysis, or experimentation in a systematic
manner that will bring about the facts, new knowledge,
or principles to be used in establishing rules, theories,
or practice guidelines that serve as the foundation for
the development of science, technology, social sciences,
humanities, and arts, as well as for the creation of

innovations that can be of benefit when being utilized
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Note that the term “research” also refers to a systematic
investigation or activity that is designed to develop or
contribute to generalizable knowledge or understanding
of a particular topic or phenomenon. It does not include
routine or mandated public health activities and the use
of unapproved investigational products outside of clinical

trials (which is referred to as “compassionate use”).
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Research ethics commmittee

AMIZNIIUNITASYSITUNISIRY

An independent body whose responsibility is to ensure
the protection of the rights, safety, and well-being of
participants, and to provide public assurance of that
protection by reviewing and approving the protocols
and related documents that meet ethical standards,
including continuing reviews of research studies until
their completion
nguyanadasyiisniifuinveulunisilviulalunis
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Note that “research ethics committee” may sometimes be
referred to as “institutional review board”, “independent

ethics committee”, “ethics committee”, “human
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research ethics committee”, or “ethics review board” in

some other ethical guidelines and/or regulations.
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Research involving humans
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Any activities defined as research that (a) is performed
on individuals to obtain, use, study, and/or analyze their
data and/or biological materials, or (b) obtains, uses,
studies, analyzes, and/or generates identifiable private
information and/or identifiable biological materials for
research purposes
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Note that “research involving humans” encompasses
various disciplines, including medicine, health sciences,

social sciences, humanities, education, and technology.
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Research study

N13ANEI3TY

A systematic and structured investigation or activity
that is designed to answer a specific research question
or to test a specific hypothesis by following a protocol
that outlines specific methods and procedures for data

collection and analysis
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Note that the term “research study” refers to a
particular type of research that is organized around a
specific research question or hypothesis, while the term
“research” is a more general term that encompasses

various types of investigations or activities.

o 1

MNEWe A1 “MIfneIde” vl sidedseanie
UsznvmitlafdadumumadideviseauuigiunsIvedning
o 1 « Qv < o o a =
TurauegiAndn “Meide” Wudmilunaseuaguiien1snga
AOUNTONAINTINUTLLANAN 9 NINI9NIT

AleulsvswiRdrisnsmiuguanuasesssu way

61

wIMeRsEsTINdMIUMTITeReIteaiunywed



2.55

2.56

62

Researcher
K338
An individual who is responsible for the conduct of

research involving humans

4 %
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Note that the term “researcher” also refers to the leader
of the team (sometimes called “principal investigator”)
who has overall responsibilities for conducting and
overseeing the research study at a study site.
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Risk
ﬂ’J’llIL?iIEN
The probability of the occurrence of harm and the

magnitude or severity of that harm
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Note that the risks associated with a research study
can encompass various aspects, including physical,

psychological, social, legal, and economic risks. In certain

Handbook of the National Policy on Ethics Oversight
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circumstances, these risks may involve the invasion of
privacy and/or breach of confidentiality, which can have

significant consequences.
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Scientific validity
AUYNABINIINYAEAS

The quality of a research study’s design, methodology,
and analysis, ensuring that the results obtained are valid

and reliable
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Scientific value

AMANININGIANENS
The contribution of a research study to the body of
scientific knowledge in a particular field
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Serious adverse event

12 3
LWG!ﬂ']iﬂﬁilW\'iUi%ﬁﬁﬂ'i']ﬂ bb3I

Any untoward medical occurrence that (a) results in
death, (b) is life-threatening, (c) requires hospitalization
or prolongation of existing hospitalization, (d) results in
persistent or significant disability or incapacity, or (e) is a

congenital anomaly or birth defect
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Social value

AMAMINT AN

The practical benefits for society that might be gained

from important information generated by a research study
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Sponsor

Hetuayuniside

An individual, company, institution, or organization that
takes responsibility for the initiation, management, and/
or financing of a research study
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Note that some researchers may take some or all
responsibilities of the sponsor and may be called

“sponsor-researcher”.

Y

WA : I38UNALDREIMIINTISURAveUYRaTiuAYUNNS

a v ] 2 & a 1 < «¥Ya v A g £
Weluvsdmvsenmun wagenalenindy “gIdenduy
atuayunIeenie”

Stakeholders
falduladiude
Individuals, groups, or parties with an interest or concern

in research involving humans
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Note that although stakeholders in research may
include several individuals, groups, and/or parties, the
term “stakeholders” in this handbook primarily refers
to four key stakeholders: researchers, research ethics

committees, institutions, and sponsors.
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Surrogate consent

AUBUYDNINNAILNY

Consent obtained from a legally acceptable representative

of an adult incapable of giving informed consent
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Therapeutic misconception

v a 1 < [
s laradndunissnen

A situation in which participants fail to comprehend the
distinction between participating in a research study and

receiving a standard of care for their illness
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Unanticipated problem

Jaymitliaadn

Any incident, experience, or outcome that is unexpected,
possibly related to research participation, and places

participants or others at greater risk of harm
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Undue influence

ANSWALNUAS

The use of an unequal power relationship or other means
to exert unjustified pressure or influence on individuals
to participate in or continue participating in a research
study that they might not otherwise do
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Note that undue influence may include circumstances
where excessive or inappropriate compensation is
offered to obtain a participant’s consent to participate
in a research study against his/her appropriate judgment,

which is sometimes referred to as “undue inducement”.
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Unsolicited finding

deidunulaglalgaela

Afinding that is discovered unexpectedly or unintentionally
during the research study and may predispose to a disease
or condition unrelated to the main research question or

purpose of the research study

'
a

dengnAunulaeldanfanielilanslasenitanisdnuidy
Feoraiulendlunisilulsarsenizilidinestosiudniy
NI NaNUIO INQUILAATDINISAN I

Vulnerable individuals and groups

YAAALAZNAUIUTIZUNS

A group of individuals who are relatively or absolutely
unable to protect their own interests due to their

vulnerability
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Note that vulnerable individuals and groups may be
unable to make decisions, choose, or express themselves
freely, or they may be unable to fully protect themselves
or give voluntary consent.
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3.3

Chapter 3
unn

Policy Statements
ALnavulygue

Institutions must establish a policy stating that ethical review
and approval by a research ethics committee is mandatory
prior to initiating any research study involving humans and/
or recruiting participants.
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Institutions must establish a policy to ensure that the
research ethics committee receives adequate resources

and support to operate effectively and efficiently.
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Institutions must establish a policy that requires all
researchers affiliated with the institution to be trained in
human research ethics and conduct research involving
humans in accordance with ethical standards and

applicable regulations.
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Institutions must establish a policy that requires researchers
and research ethics committee members to disclose any
conflicts of interest related to their involvement in or review
of research studies and ensure that adequate measures are

in place for managing these conflicts.
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Research ethics committees, whose primary responsibility
is to ensure the protection of the rights, safety, and
well-being of participants, must operate in accordance
with relevant standards, as well as applicable laws and

regulations.
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3.6

3.7

3.8

Research ethics committees are responsible for reviewing
the protocols and related documents of research studies
to ensure their alignment with ethical standards. This
responsibility includes the conduct of continuing review
of research studies at intervals appropriate to the level of

risk of research studies.
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Research ethics committees must have the authority to
operate independently. Their decision to disapprove of
any research studies must not be overruled by institutions

unless there is evidence of an abuse of authority.
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Research ethics committees are required to maintain
transparency in their establishment and operation by
making their composition and procedures publicly
accessible, ensuring accountability and fostering public

trust within the research community.
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3.10

72
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Research involving humans should be conducted by
researchers and teams qualified by education, training,
and/or experience in their scientific disciplines, as well as
in the ethical conduct of research.
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Researchers have an ethical obligation to conduct their
research study in compliance with the protocol that has
been approved by a research ethics committee, while also
adhering to institutional regulations governing research
involving humans, as well as relevant ethical guidelines

and applicable regulations.
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4.1

4.2

Chapter 4
unn

Ethical Principles
KanDSuSSSU

Research involving humans should be ethically justified
based on three fundamental ethical principles outlined
in the Belmont Report, namely respect for persons,
beneficence, and justice, as well as relevant ethical

guidelines and applicable laws and regulations.
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The rights, safety, and well-being of participants should be
regarded as the most important consideration, and this
should be prioritized over any scientific and/or societal

interests.
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4.4

4.5

74

Research involving humans should be designed in
accordance with current scientific disciplines and ethical

standards and should be described in a detailed protocol.
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Research involving humans should be initiated and
continued only if the foreseeable risks and burdens to
participants are justified by the anticipated benefits.
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The selection of participants should be equitable and align
with research purposes. Individuals or groups within the
population who may benefit from research participation,
even though they may be deemed vulnerable, should not

be unfairly excluded.
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4.6

4.7

Informed consent is a fundamental component of the
ethical conduct of research, ensuring that participation in
a research study is voluntary and based on an informed
consent process that provides participants with essential
and relevant information. Freely given informed consent
should be documented, preferably in writing, before an

individual participates in the research study.
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Respect for individuals who lack decisional capacity
involves obtaining their assent, where possible, and
providing additional safeguards, such as obtaining surrogate
consent from their legally acceptable representatives, in

accordance with applicable laws and regulations.
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4.9

76

Necessary measures should be implemented to
protect the privacy of participants and to maintain the
confidentiality of their personal data and/or private
information. Documents and/or data repositories that
contain personal data and/or private information about
participants should be protected in accordance with

applicable laws and regulations.
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Participants who are vulnerable to coercion or undue
influence should be given additional safeguards appropriate
to their vulnerability.
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Chapter 5
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Scientific Value & Social Value
AtUATMY3NEIAMdasia:AtuAMNIVIOAY

Introduction
unin

Scientific value refers to the contribution that a
research study makes to the body of scientific knowledge in a
particular field, achieved through a valid research design and
by addressing significant research questions. It is important to
note that scientifically valid research may lack scientific value if
it is repeatedly conducted without generating new knowledge.
However, in some cases, concerns about the reproducibility and
integrity of research results may justify conducting a confirmation

or repetition study.
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Social value refers to the broader benefits that a research
study brings to society. It considers the positive impact that a
research study can have on individuals, communities, or society,
extending beyond the immediate benefits to participants or
scientific progress. Maximizing social value can be achieved
through the widespread dissemination of research results,
collaboration with community partners, and engagement in
knowledge translation activities for the practical application of

research results.
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The primary objective of research involving humans is to yield
valuable results to society that cannot be obtained by other
means. Consequently, scientific value and social value are crucial

in conducting responsible research involving humans.
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5.1

5.1.1

General Considerations

Fanasaunalu

Research involving humans should have scientific value
and offer the potential to generate knowledge that is

valuable to society.
mMATeMiAstesiuiywdasTinuam Angmansuazdl
Fnenmlunsainiesdniuifidinuaidedsas

While scientific value and social value provide essential
reasons for conducting research, they cannot justify
subjecting participants or communities to mistreatment
or injustice. Research involving humans should adhere to
ethical principles, uphold human rights, and demonstrate
due respect, safeguard, and fairness toward participants
and the communities in which the research study takes

place.
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All research personnel should be qualified by education,

training, and/or experience, including training in human
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5.2

5.2.1

80

research ethics, enabling them to conduct research
studies ethically and perform their tasks competently

and appropriately.
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Justification for Scientific Value and Social Value
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Researchers and sponsors should provide justification for
the scientific value and social value of a research study,
taking into account the risks and burdens associated with
the research study, particularly when it does not offer the
prospect of direct benefits to participants. This justification
should be clearly articulated and rationally presented in

the protocol as part of the ethical considerations.
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53.1

Research ethics committees should consider the scientific
value and social value of a research study based on
current health needs and/or societal problems, taking into
account up-to-date scientific evidence and the validity of
the research methodology. In cases where appropriate,
a local research ethics committee may rely on other
committees that systematically conduct a review of the

research study in a similar manner.
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Other Considerations in Specific Circumstances
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In clinical trials, clinical equipoise should be evaluated
and justified in relation to the scientific value and
social value of research study. The justification for
using a placebo, no intervention, or other controls as a

comparator should align with ethical standards.
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Chapter 6
unn

Risk & Beneﬁt Assessment
nisuUs:zlidunAWLdyvuazus:lasu

Introduction
unin

For research involving humans, conducting a systematic
and non-arbitrary assessment of risks and benefits is a crucial
step. Foreseeable risks can be perceived as the potential for
harm, discomfort, inconvenience, social disadvantages, or
burden caused by interventions, procedures, or consequences
(e.g., invasion of privacy and/or breach of confidentiality) that
participants may encounter during the research study. Meanwhile,
anticipated benefits can be direct benefits to participants and/
or indirect benefits to other individuals, groups, communities, or
society. The complexity of assessing risks and benefits in research
studies may arise from various factors, such as identifying the
risks and benefits, determining their magnitudes or impacts, and

evaluating the likelihood or possibility of the occurrence.
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6.1

6.1.1

84

General Considerations

Janasaunatl

Before commencing a research study involving humans,
it is crucial to thoroughly identify, assess, and minimize
foreseeable risks. These risks encompass various
aspects, including physical, psychological, social, legal,
and economic risks. It should be noted that some risks
may arise from the invasion of privacy and/or breach of
confidentiality, which may be significant at times.
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6.1.3

In risk and benefit assessment, stakeholders should focus
solely on the risks that may arise directly from the
intervention and/or procedures performed for research
purposes and should not include those that exist
regardless of whether participants take part in the
research study. Meanwhile, anticipated benefits should
also be distinguished from those that may occur even if

participants do not take part in the research study.
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Measures to minimize risks should be considered in light of
competing considerations, including the scientific validity
of the research study and others, such as the selection
of participants.
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6.1.4

6.2

6.2.1

86

The prospect of direct benefits to participants should be
assessed based on sufficient scientific evidence or
currently available information regarding the nature of

the anticipated benefits and who will receive them.
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Foreseeable risks and anticipated benefits should be
communicated to potential participants during the

informed consent process (see Articles 9.3.1.3 — 9.3.1.4).
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Risk & Benefit Assessment & Justification
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Research studies involving humans should be initiated
and continued only when the risk-benefit profile is
favorable and justified.
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6.2.2

6.2.1.1

6.2.1.2

If there is the prospect of direct benefits to
participants, the risks should be reasonable
in relation to the anticipated benefits to the
participants.
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If there is no prospect of direct benefits to
participants, the risks should be no more
than minimal or reasonable in relation to the

importance of knowledge.
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Prior to approval (also see Article 15.4.1.2), research

ethics committees should assess:
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6.2.2.1

Whether the risks are minimized; and
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6.2.3

88

6.2.2.2 Whether the risks are reasonable in relation to
the anticipated benefits to participants or the
importance of knowledge (see Articles 6.2.1.1
-6.2.1.2).
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Researchers and/or sponsors should continuously monitor
and manage risks to participants throughout the course of
the research study. If the risks are found to outweigh the
anticipated benefits, researchers and/or sponsors should
assess whether to continue, modify, or terminate the
research study. Any changes in research that significantly
alter the risk-benefit profile of the research study should
be promptly reported to the research ethics committee

for review and approval (also see Article 15.5.2 - 15.5.3).
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6.2.4

Research ethics committees should regularly assess
the risk-benefit profile of research studies by conducting
continuing reviews of research studies at intervals
appropriate to the level of risk of research studies (see
Article 15.3.5) and conducting safety reviews, if any
(see Article 11.3.7). If the risk-benefit profile is deemed
unjustifiable, research ethics committees should have
the authority to suspend or terminate approval for the
research study according to their written procedures and/
or institutional regulations. If research ethics committees
intend to terminate approval for the research study, it
is advisable to first notify researchers and/or sponsors,
provide detailed information about their concerns, and

allow them to respond within appropriate time frames.
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6.3

6.3.1

6.3.2

90
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Post-study Provisions
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Sponsors and/or researchers should make provisions,
when applicable, for post-study benefits or access
to effective products or interventions, particularly
for participants who are likely to benefit from them.
Information regarding these post-study provisions, if any,
should be disclosed during the informed consent process.
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If the research study is expected to yield effective
products or interventions, research ethics committees
should assess post-study provision plans and communicate
with researchers regarding the possibility that participants
or relevant groups within the population will have
reasonable access to these products or interventions,

when applicable.
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Chapter 7
unn

Selection of Participants
MSAQLADNRIINSOUMSIVY

Introduction
umin

The ethical principle of justice is expressed through a
fair selection of participants, which promotes justice at both
individual and social levels. Fair selection involves fair inclusion,
fair opportunity, fair burden sharing, and fair allocation of risks.
Failure to select participants fairly could compromise the social
value of research studies. For example, excluding vulnerable
individuals and groups from research studies without appropriate
reasons may lead to selection bias and limit the generalizability

of research results.
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7.1

7.1.1

7.1.2

94

General Considerations

Yanasaunlu

Stakeholders should ensure the fair distribution of the
burdens and benefits of research studies, which means
that individuals and/or communities bearing the risks and
burdens of research participation should be in a position
to receive the benefits of the knowledge gained through

the research study.
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Fair selection of participants should be considered based on
scientific reasoning relevant to the problems studied.
Participants should not be selected due to their
vulnerability or easy availability, the researcher’s

convenience, and/or other unrelated factors.
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1.2

7.2.1

7.2.2

Fair Selection & Approaches
msfadanag1adusssumaziIsnis

Researchers should provide equitable access to research
opportunities for all potential participants. Vulnerable
individuals and groups should not be unfairly excluded
from research opportunities without sound scientific and/

or ethical reasons (see Article 12.2.2).
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Researchers should develop a recruitment strategy
that ensures equitable selection of participants and
provides justification for the chosen approach, taking

into account other considerations outlined in Chapter 8.

VA o o o d‘ o yQ.II U o A
A sInvhnagnslunmsassm ey iiuladnnmsfnden
Y v ] a v 3 1 1 = ¥ A
AT Tideduluegaviniien waslvivsnaresnisiden
oy Y i 0o =X = Y a - -
TfEn1sdsnan lneandsistoiansannseyliluuni 8

AleulsvswiRdrisnsmiuguanuasesssu way

95

wIMeRsEsTINdMIUMTITeReIteaiunywed



1.3

7.3.1

96

Other Considerations in Specific Circumstances

Janansandu q ludarunisalanmag

During a public health emergency, when potentially
effective interventions may be scarce, researchers and
research ethics committees should carefully consider
the justification for prioritizing certain populations for
enrollment in a research study. The reasons for selecting
the population may be based on ethical frameworks

concerning resource allocation (see Article 22.1.5).
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Chapter 8
unn

Recruitment of Participants
MSaSSKINLINSOUNISIVY

Introduction
unin

Recruiting participants is considered the initial stage of
the informed consent process, and in certain circumstances,
recruitment and informed consent may occur simultaneously.
Recruitment strategies may vary widely depending on the research
context. These strategies may include using telephone or email,
engaging physicians for patient referrals, recruiting from patient
information based on medical records or registries, employing
a snowball sampling technique, or advertising through digital
platforms. The approach should be appropriate for the research
study’s context, taking into consideration diversity in terms of
race, ethnicity, gender, and other factors. A single research study

may employ multiple recruitment strategies.
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8.1

8.1.1

8.1.2

98

General Considerations

Yanasaunalu

Recruitment activities should adhere to the ethical
principles of respect for persons and justice. These
activities may include advertising, identification, contact,
screening, and preparation for obtaining informed consent
from potential participants and/or their legally acceptable

representatives.
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When recruiting participants, stakeholders should strive
to promote voluntary participation and refrain from
coercion or undue influence during recruitment, particularly

when dealing with vulnerable individuals and groups.
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8.2

8.2.1

8.2.2
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Recruitment Process

NITUIUNTETINLLI3IUNTIY

Researchers should describe the recruitment strategy
in the protocol and provide justification for their approach
to identifying potential participants. The level of detail
should be proportionate to the foreseeable risks of the

research study.
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Researchers and research ethics committees should
ensure that the recruitment strategies align with the
research objectives, methodology, potential participants,

and contexts.
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8.2.3

8.2.4

8.2.5

100

Researchers and research ethics committees should
ensure that the recruitment strategies are respectful of
potential participants, as well as their cultures, traditions,

and beliefs while promoting their voluntary participation.
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Researchers and research ethics committees should
consider the possibility of exploitation, coercion, undue
influence, invasion of privacy, breach of confidentiality,
and other risks that may arise during the recruitment

process and develop strategies to minimize them.
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Research ethics committees should advise researchers
not to have direct contact with potential participants
without prior connections due to privacy concerns,
unless potential participants have been informed about

the research study through appropriate means or by
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8.2.6

someone with whom they already have a relationship
(also see Article 10.2.1).
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Research ethics committees should carefully consider the
potential impact of monetary payments or other
incentives, whether provided to participants, researchers,
or others involved in the recruitment of participants.
This consideration is essential to ensure that monetary
payments or other incentives do not unduly influence
potential participants into agreeing to participate in the
research study (also see Article 14.2.4).
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8.2.7

8.2.8

102

When required, researchers and sponsors should ensure
that necessary resources are available to facilitate the
recruitment process in linguistically and culturally diverse
contexts.
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In certain types of research, researchers and research
ethics committees should consider whether community
engagement and/or community permission/consent are
necessary for the research study (also see Article 13.3 and
Article 13.5). In some cases, community engagement may
be essential to ensure cultural sensitivity and overcome
practical challenges that may arise during the recruitment

process.
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8.2.9

8.3

8.3.1

In certain circumstances, researchers may require permission/
consent from community leaders or relevant authorities
before approaching potential participants in a community
or institution. While permission/consent has been
obtained from community leaders or relevant authorities,
informed consent from individual participants is still

necessary (also see Articles 13.3.1 — 13.3.2).
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Recruitment Materials

Fagildasamiidnsounside

Prior to dissemination, all recruitment materials intended
for use with potential participants, such as information
sheets, verbal scripts for word-of-mouth or in-person
recruitment, and direct advertising (e.g., posters,
brochures, television, video, internet ads, and audio
advertisements), should be reviewed and approved by

a research ethics committee.
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8.3.2

8.3.3
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Researchers should prepare recruitment materials in a
language that potential participants and/or their legally
acceptable representatives can comprehend. For some
specific groups, such as individuals with cognitive or
communicative vulnerabilities, researchers may provide
them with customized audiovisual materials that suit their
specific needs (e.g., large print materials for the elderly,
cartoons for children, or Braille for the blind).
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Advertisements should generally be limited to the
information necessary for potential participants to
determine their eligibility and interest in research

participation. Any statements or implications regarding
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8.3.4

the certainty of favorable outcomes or benefits should
be avoided. Any mention of payment and compensation
should not be highlighted with large fonts, bold colors,
or explicit statements of payment amounts.
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Researchers should pay particular attention to
advertisements on social media, if they are intended to be
used for recruitment, regarding the privacy of users, social
inequality, and research quality. This includes addressing
validity issues arising from platform ad-targeting algorithms
and preventing the disclosure of health and/or sensitive

information to the platform.
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Chapter 9
unn

Informed Consent
nMsuoAUUgDUTagUDNNATD

Introduction
umin

Informed consent is a process through which individuals
are provided with relevant information about a research study
and voluntarily agree to participate in it. The process begins with
the initial contact with a potential participant and continues
throughout the course of the research study. The purpose of
informed consent is to respect individuals by enabling them
to make voluntary decisions about their participation in the
research study. In research studies involving direct interaction
with participants and/or their legally acceptable representatives,
written consent is typically the standard means for documenting
consent. However, there are specific circumstances where a
waiver or modification of informed consent may be permitted.
Such exceptions require prior approval from a research ethics

committee.
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9.1 General Considerations

Yanasaunlu

9.1.1 Informed consent is founded on the ethical principle
of respect for persons. Individuals who are capable of
giving informed consent have the right to make voluntary
decisions regarding their participation in a research study.
For those who are unable to give informed consent,
decisions should be made by their legally acceptable

representatives.
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9.1.2

9.14

Prior to participating in a research study, potential
participants and/or their legally acceptable representatives
should give informed consent voluntarily. Participants
and/or their legally acceptable representatives should
have the right to withdraw their consent at any time
without penalty and without having to provide a reason.
AouimnsAne1ise ienadhsiunsideuasmiedunu
Taggousssumslinnudusenlaglasunisuennanlagaing
T Jnswmsideuay/vieunulaeveusssumsiansoeu
auBugeulinasanailaglignatinwuazlidnludel

wHala o

Informed consent, to be considered valid, should consist
of three key requirements: sufficient disclosure of
information, adequate comprehension by the participant,

and the voluntary nature of decision-making.
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Informed consent should not contain any language
that releases or appears to release researchers,
institutions, sponsors, or their agents from liability for
negligence, or that causes participants and/or their legally
acceptable representatives to waive or appear to waive

any of their rights.
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9.15

9.2

9.2.1
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For any research studies to be conducted at multiple
centers, local research ethics committees may be
responsible for reviewing and, when necessary and
appropriate, suggesting changes or modifications to the
informed consent process, including the informed consent

forms, to make it appropriate for the local context.
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Validity of Informed Consent and Informed Consent Process
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Researchers, or research staff delegated by researchers,

should inform potential participants and/or their legally
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acceptable representatives about all aspects of the
research study relevant to their decision on whether
to participate in it. Pertinent information refers to what
reasonable persons would want to know to make an

informed decision about research participation.
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9.2.2 Researchers must not intentionally provide inaccurate
or false information to potential participants (which is
referred to as “deception”) or withhold information
unless it has been approved by a research ethics
committee (see Article 9.9.6). In general, such actions
are deemed disrespectful to participants and may pose
unnecessary risks of harm to them.
fidesedsiadlalitoyaiiligndesseiliuiaungiiotadngu
M93de (@Genin “mamasnais”) videunTUndoya uusls
SUaudAINAMENTINNITITEFIIUNTIFEY (U 9.9.6) lny
yhlu manszvhdananiedunmsliinsmseriinsannside
wazo1aiuadsasinsunmelaglisidudoninian

AleulsvswiRdrisnsmiuguanuasesssu way
wIMeRsEsTINdMIUMTITeReIteaiunywed

111



9.23

9.24

112

In some health-related research, particularly in clinical
trials, researchers should be aware of the potential for
therapeutic misconception among participants, ensuring
that the participants clearly comprehend the nature of

the research study.
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Researchers, or research staff delegated by researchers,
are responsible for organizing and communicating
information in a way that is appropriate for the individual’s
decisional capacity and facilitates comprehension.
Informed consent should not be limited to a document
that merely provides a list of isolated facts. Researchers
may consider using audiovisual aids or other means to

supplement informed consent forms, when appropriate.
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9.2.5

9.2.6

Researchers are responsible for ensuring that participants
and/or their legally acceptable representatives have
adequate comprehension of the information about the
research study. Researchers need to consider that an
individual’s capacity to comprehend information may vary
depending on factors such as maturity and educational
level. In research involving high-risk interventions and/or
procedures or some vulnerable individuals and groups,
researchers may employ methods that are able to
verify the participant’s comprehension before obtaining
informed consent.
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Researchers are responsible for assessing the decisional
capacity of potential participants for research participation.
In cases where it is uncertain, researchers should employ

methods to evaluate the participant’s decisional capacity.
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If it is compromised, researchers may obtain surrogate
consent from legally acceptable representatives (also
see Article 9.7.1).
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Researchers may delegate some or all tasks of obtaining
informed consent to research staff who are knowledgeable
about the research study and able to answer relevant
questions. However, in research involving high-risk
interventions and/or procedures, researchers should
personally take responsibility for explaining important
information, particularly regarding high-risk interventions
and/or procedures and their associated risks, to
potential participants and/or their legally acceptable

representatives.
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9.2.8 Researchers should ensure that potential participants
and/or their legally acceptable representatives have
been given sufficient time and opportunity to consider
whether to participate in the research study. This includes
the time for consultation with family members or other
people upon request. The time required to reach an
informed decision may vary, depending on factors such as
the complexity of the information, the research context,
and/or the participant’s situation.
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9.2.9 Researchers should ensure that informed consent is
voluntarily given by participants and/or their legally
acceptable representatives. Neither researchers nor
research staff should coerce or unduly influence individuals

to participate in or continue participating in the research
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study. Researchers should assure potential participants
that their refusal to participate in the research study or
their decision to withdraw from the research study will
not adversely affect their rights, the standards of care, their

careers, and/or their relationship with the researchers.
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An impartial witness may be required during the informed
consent process if a participant or his/her legally
acceptable representative is unable to read the informed
consent form. The impartial witness should be present
during the informed consent process to confirm that the
information in the informed consent form was accurately
explained and understood, and that informed consent

was voluntarily given (also see Article 9.5.1).
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9.2.11 Research ethics committees should review the informed
consent process, considering factors such as timing,
location, and approach used to contact potential
participants, as well as the individuals responsible for
recruitment and obtaining informed consent. If potential
participants are at risk of coercion or undue influence,
research ethics committees should consider whether
additional safeguards are required to address such

circumstances appropriately (see Article 12.3.1).
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9.3.1
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Essential Elements of Informed Consent
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Potential participants and/or their legally acceptable\
representatives should be provided with the information
necessary for them to make an informed decision
about whether to participate in the research study. The
information required for informed consent in research

involving humans generally includes:
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9.3.1.1 A statement indicating that consent is
being sought for research participation and that
participation is voluntary, ensuring participants
the right to refuse or withdraw at any time

without penalty;
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9.3.1.2

9.3.1.3

9.3.14

9.3.15

Anexplanation ofthe purpose of the research study,
the expected duration of the participant’s
involvement, and the procedures to be

followed during the research study;
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A description of any foreseeable risks and/

or discomforts that participants may experience;
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A description of any anticipated benefits to
participants and/or to others that may reasonably

be expected from the research study; and
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An explanation of appropriate alternatives, if any,
that might be available and advantageous to

potential participants.
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9.3.3
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In addition to Articles 9.3.1.1 - 9.3.1.5, additional
information may be necessary, particularly in certain types
of research or under specific circumstances. Researchers
may consider, on a case-by-case basis, in accordance with

relevant ethical guidelines and applicable regulations.
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In addition to obtaining informed consent for participation
in the research study, informed consent for the collection,
storage, processing, use, and/or disclosure of personal
data and/or private information is required by law.
Researchers may incorporate necessary provisions for the
privacy and confidentiality of data, aligning with the legal
basis set forth in the Personal Data Protection Law and/
or other applicable laws and regulations (also see Article
10.2.6). This may be done in a separate document or
combined with other elements, as mentioned in Articles
9.3.1-9.3.2,in one form as per institutional policies and/
or other relevant guidelines.
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9.4.1
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Informed Consent Form
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An informed consent form consists of an information
part and a consent part. These parts can be integrated
into one document or may be prepared separately. The
information part should meet the requirements of Articles
9.3.1 - 9.3.3, while the consent part should contain, but

is not limited to, the following:
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9.4.1.1 A statement indicating that participation in the

research study is voluntary, and that refusal
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9.4.1.2

9.4.13

of participation in the research study has
no negative consequences for potential
participants and does not prevent them from
receiving benefits to which they are otherwise
entitled;

Fornuivsueninsihdalunisinuideiduly
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A statement indicating that participants have
the right to withdraw their consent at any time
without penalty and without having to provide
a reason; and
Foanuivsveninfitrsmmideiansaouny
Bugauldnasanailaglignadny warlidndu
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An acknowledgment that participants had
ample time before providing informed consent
and that their questions were answered to their
satisfaction.
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9.4.2

9.4.3

Researchers should prepare the informed consent forms
and any other written information to be provided to
potential participants and/or their legally acceptable
representatives. The forms should be concise, avoiding
unnecessary detail, even for a complex research study.
The language used in the forms should be as non-technical
as possible and comprehensible to potential participants

and/or their legally acceptable representatives.
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When a research study involves specific optional
procedures or activities (see Article 17.2.1, for example),
researchers may prepare a separate informed consent
form for such purposes. It should be made clear to
potential participants and/or their legally acceptable
representatives that declining to consent for such optional
purposes does not exclude them from taking part in the

main research study.
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Research ethics committees are responsible for reviewing
the informed consent forms and any other written
information to be provided to potential participants and/
or their legally acceptable representatives. The role of
research ethics committees is to ensure that the forms
are accurate, complete, and written in a language that
can be understood by potential participants and/or
their legally acceptable representatives. Research ethics
committees may request modifications to the forms and/

or information as deemed appropriate.
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9.4.5

9.5

9.5.1

Research ethics committees should consider whether
essential information (based on Articles 9.3.1 - 9.3.3) is
included in the informed consent forms and/or any other
written information to be provided to potential participants
and/or their legally acceptable representatives. If any
information deemed necessary for the participant’s
decision is missing, research ethics committees may
request researchers to add such information or provide

justification for its omission.
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Documentation of Consent

ANSUUTINANEULBY

As evidence of informed consent, researchers should
obtain written consent from participants and/or their
legally acceptable representatives. The informed
consent form should be personally signed and dated

by the participant and/or his/her legally acceptable
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representative and the researcher or research staff
delegated by the researcher. In cases where participants
and/or their legally acceptable representatives are unable
to read the informed consent form, making a mark (e.g.,
thumbprint) in accordance with applicable regulatory
requirements may serve as an alternative to writing a full
signature. In addition, the informed consent form should
also be signed and dated by an impartial witness (also
see Article 9.2.10).
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Researchers should provide participants and/or

their legally acceptable representatives with a copy of
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9.54

the signed and dated informed consent form, while the

original form is kept by the researchers.
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Any exceptions to the requirement of documentation
of written consent should be justified and approved by a
research ethics committee. In certain circumstances, other
types of documentation or alternative means of providing
consent may be ethically acceptable, depending on
the nature, complexity, and level of risk of the research
study, as well as the participant’s personal and cultural

circumstances.
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Research ethics committees may approve a waiver of the
requirement of documentation of written consent under

certain conditions as follows:
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9.5.4.1 Asigned consentformis the sole document linking
to the participant, and it might pose a serious
risk of harm to the participant if a breach of
confidentiality occurs, such as in a research

study involving illegal behavior; or
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9542 Written consent is not the norm in the
community for participating in the activities to
be carried out in the research study, and the
research study presents no more than minimal

risk to participants.
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It should be noted that a waiver of written
consent may be ethically permissible, provided
that researchers present the research ethics
committee with the rationale and evidence to
support their request and ensure that it does

not violate applicable laws and regulations.
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In certain circumstances, the voluntary actions of the
participant itself may constitute what is commonly
referred to as “implied consent”, rendering written
consent unnecessary. Other alternatives to written
consent may also be ethically appropriate when face-to-
face communication between researchers and potential

participants is not feasible or practicable.
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9.6

9.6.1

130

'
=

21nsmNsIveldanunsavinlaunseluaiuise

Sponsors should verify that informed consent is obtained
from all participants before they are enrolled in a
research study. In certain circumstances, research ethics
committees may request researchers to provide evidence
of documented consent from participants and/or their

legally acceptable representatives.
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Electronic Informed Consent
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In certain circumstances, researchers may consider
using electronic informed consent, provided that they
follow institutional policies/guidelines and comply with
applicable laws and regulations. Electronic informed
consent involves utilizing electronic systems and
processes that employ electronic media to obtain
consent. It may also include the documentation of

consent through an electronic signature.
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For a research study using electronic informed consent
or aremote informed consent process, researchers should
provide details on how the process will be conducted,
including the presentation of the electronic informed
consent form and/or any other relevant information as
it will be seen by potential participants, how privacy and
confidentiality will be protected, and how consent will

be documented.
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9.7

9.7.1

132

Whenever researchers obtain informed consent through a
virtual context with no face-to-face contact between
researchers and participants, researchers are responsible
for maintaining records that document informed consent,
in accordance with the institutional guidelines and
applicable laws and regulations.
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Obtaining Informed Consent from Participants Incapable
of Giving Informed Consent
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For potential participants who are incapable of giving
informed consent, researchers should obtain surrogate
consent from their legally acceptable representatives,
taking into account the participant’s advance directive,

if any, or previously formed preferences and/or values.
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9.7.2

9.7.3

Researchers should obtain the participant’s assent to
the extent of that individual’s decisional capacity.
Researchers should provide participants with sufficient
information at a level appropriate to their comprehension.
In general, the dissent of the participant should be
respected unless there are exceptional circumstances, with
prior approval from the research ethics committee, where
participation in the research study is deemed the best

available option for individuals lacking decisional capacity.

Fifuarsldsunismnadlaangidrsinnisideluvevnd
aonndosiunruansnlunsinaulavesynnatu §3ds
msdamssudeyaliunginsiunsidueguiiganalusedu
fmnzaufuanudlavosnnin Tnemluuds mslinnag
Tavesiiinsunmsifenislasumaiansn uusdazilaniunisel
fumuildueyiFanangnsTunssiesssunSideneunthil

a 1

= v = av & & & Aaa ‘:1'
QJQW?]"I?QJ'YJ']ﬂ"liﬁ]'ﬁ'ﬂmﬂ'ﬁﬁﬂ@nﬁ]EJGQLTJ‘LW]']\“ILa@ﬂmﬂﬂq@lm

IS 1

fegdmiuyaranivinauaunsalunisinduls

Y

If an individual’s lack of capacity to provide informed
consent is temporary or episodic in nature, in certain
circumstances when appropriate, researchers may obtain
informed consent from potential participants when they

are able to do so.
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In certain circumstances, research ethics committees may
waive the requirement for surrogate consent from legally
acceptable representatives if the conditions specified in

Article 9.9.4 are met.
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Obtaining Informed Consent from Foreign Participants
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For research studies to be conducted on foreigners
who have their own written language, informed consent
forms should be translated into that language unless a
waiver or modification of informed consent, as specified in
Article 9.9.4, is justified and approved by a research ethics
committee. The validity and reliability of such translations
should be verified by a qualified entity or person, and
when applicable, approved by a local research ethics

committee. It should be noted that informed consent
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9.9.1

forms in a language in which foreign participants are

proficient may also be acceptable.
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Waiver or Modification of Informed Consent
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Although obtaining written informed consent from
participants is typically required, there may be some
research studies that cannot be carried out without a
waiver or modification of the consent requirements. Such
a waiver or modification of informed consent must be
justified and approved by a research ethics committee
unless the activity is otherwise permitted under national
legislation or relevant authorities, in accordance with

ethical standards.
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If any modifications to the consent requirements,
including a waiver of informed consent, are indispensable,
researchers should clearly define the nature and extent of
the proposed modifications, demonstrate their necessity,
and provide justification to the research ethics committee.
In most cases, researchers should make efforts to retain

as much of the informed consent process as possible.
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9.9.3

9.9.4

Research ethics committees should assess whether the
requested waiver or modification of informed consent is
ethically justified or whether another approach would
make it possible, practicable, and appropriate to follow
the consent requirements. It is the responsibility of the
research ethics committee to exercise judgment and
determine whether the necessity of the research study

justifies any modifications to the consent requirements.
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Research ethics committees may approve a modification
to some or all of the consent requirements if they are

convinced that:
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9.9.4.1

9.9.4.2

9.9.4.3

99.44

The research study is neither feasible nor
practicable to be carried out without the waiver

or modification of informed consent;
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The research study involves no more than
minimal risk to participants;
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The waiver or modification to the consent
requirements is unlikely to adversely affect the
rights or well-being of participants; and
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The research study offers the potential to
generate knowledge that is valuable to society.
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9.9.5

It should be noted that modifications to the
consent requirements should be permitted only

to the extent necessary.
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In research studies involving incomplete disclosure or
deception for the sake of scientific validity, researchers
should obtain informed consent from potential
participants to remain uninformed of certain specific
details or to provide consent in advance for the deception.
Debriefing should be conducted following their research
participation, offering the option to withdraw collected
data. In exceptional cases, research ethics committees

may permit the retention of non-identifiable information.
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9.9.6

9.9.7

140

Research ethics committees may permit the use of
incomplete disclosure or deception only if it is deemed
indispensable for obtaining valid results and there is
no reason to believe that participants would not have
consented if they had been fully informed. In addition, the

requirements set forth in Article 9.9.4 must be fulfilled.
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In certain circumstances, an informed opt-out procedure
may be ethically acceptable. An informed opt-out
procedure implies that individuals are to be included
in a research study by default unless they explicitly
object. This approach may be deemed acceptable, when

culturally appropriate, if:
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9.9.8

9.9.7.1

99.7.2

99.7.3

The requirements set forth in Article 9.9.4 are
fulfilled;

Juldnudarimuesissylilude 9.9.4

The opt-out approach is not prohibited by law,
applicable regulations, or institutional policies;

and
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Participants are adequately informed, including
the ability to withdraw their data, and given
a real chance to decline participation. Any
limitations of the participant’s rights, if any,
should be disclosed.
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Research ethics committees should not permit the use of

an informed opt-out procedure in certain circumstances when:
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9.10.1
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9.9.8.1 The research study involves controversial or
high-impact techniques (e.g., whole genome/
exome sequencing) or highly sensitive tissue
types (e.g., gametes); or
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9.9.8.2 The research study is carried out in situations
where participants are highly vulnerable (see
Article 12.1.1).
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In such cases, explicit informed consent for

research should be required.
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Providing New Information to Participants & Reconsent
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Researchers are responsible for providing participants
and/or their legally acceptable representatives with

important new information that may be relevant to their
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willingness to continue participating in the research study,
particularly regarding the risks, benefits, and/or alternatives.
This information may be conveyed through various means,
such as verbal communication with documentation in
the record, a letter to participants, an informed consent
form addendum, or a revised informed consent form. The
timing of providing new information may vary depending
on the circumstances, such as the status of research and
the urgency of the matter. A full reconsent process may
be necessary for substantive changes in the protocol, or
when new information significantly alters the risk-benefit

profile of the research study.
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9.10.2

9.11

9.11.1

144

In a long-term research study, researchers should ensure
that participants are willing to continue their participation
until the end of the research study. Researchers may
consider including a plan for reconsent or reaffirmation
of participant consent at intervals, even if there are no
changes in the objectives, research design, or procedures

of the research study.
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Informed Consent in Emergency Care Research
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If an emergency care research study plans to enroll
participants incapable of giving informed consent, with no
legally acceptable representatives available to provide
surrogate consent, researchers should provide justification
to a research ethics committee for the necessity of
proceeding with such a research study without prior

consent. If possible, plans for conducting the research
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9.11.2

study should be made public within the community in
which it will take place, and any concerns raised by the
community should be properly addressed. In addition,
informed consent should be obtained as soon as possible
when participants are capable, enabling them to decide

whether to continue participating in the research study.
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Research ethics committees should assess whether
the requested waiver of informed consent for emergency
care research is justified in accordance with relevant
ethical guidelines, institutional policies, as well as

applicable laws and regulations (also see Article 9.9.3).
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Chapter 10
unn

Privacy & Confidentiality
A WLuducdhuazNMssSnuiADIUAU

Introduction
umin

Privacy and confidentiality are fundamental principles in
human research ethics with the aim of protecting the rights of
participants and minimizing the adverse impact of research on

the well-being of participants.
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Privacy refers to an individual’s right to be free from
public attention, intrusion, or interference by others, which may
result in distress, annoyance, damage, embarrassment, and/or
exploitation. While informational privacy is a primary focus in the
ethical conduct of research involving humans, bodily privacy,
territorial privacy, and communication privacy should also be

taken into consideration.
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Confidentiality refers to the obligation of researchers
and other stakeholders to protect the identity and private
information of participants. While privacy pertains to individuals,
confidentiality pertains to data. In research involving humans,
anonymous data refers to the data that are not identifiable, while
pseudonymous data refers to the data that are processed in such
a way that individuals cannot be identified directly but can be

identified indirectly through a code or pseudonym.
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10.1

10.1.1

10.1.2

General Considerations

Fanasaunalu

Privacy and confidentiality are fundamental principles
in human research ethics, intended to ensure that
participants are approached ethically and that their
personal data and/or private information are collected,
stored, processed, used, and shared in a secure and
confidential manner, in accordance with applicable laws

and regulations.
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Strategies to protect privacy during recruitment and data
collection, as well as to safeguard the confidentiality
of personal data and/or private information, should
be described in the protocol. Appropriate physical,
administrative, technical, and/or research design
safeguards should be implemented, taking into account
the nature and level of risk associated with breaches of

confidentiality.
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10.2.1
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Protection of Privacy & Confidentiality
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Researchers should respect privacy by obtaining permission
to contact or obtaining informed consent to collect
personal data and/or private information from potential
participants unless a research ethics committee has
granted a waiver (see Article 9.9.4). Access to medical
records for identifying potential participants should only
be granted to individuals with legitimate authority or the

right to access such information as part of their duties.
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10.2.2

10.2.3

Researchers should not collect data and/or human
biological materials from participants without prior
consent. However, some exceptions may be permitted for
the purpose of screening, recruiting, and/or determining
the eligibility of potential participants through oral
or written communication with them or by accessing
records or stored biological materials, provided that
adequate provisions are in place to protect privacy and
confidentiality, and the protocol with such a process has

been approved by a research ethics committee.
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Researchers are responsible for ensuring the security of
personal data and/or private information, involving
secure methods to collect, store, process, and transmit
data, such as encryption, password protection, restricting
access to data only to authorized individuals, or using

data anonymization or pseudonymization.
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10.2.4

10.2.5

10.2.6
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Researchers should collect the minimum data
necessary to answer research questions, and the period

of data storage should be the shortest time possible.
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Researchers should be aware of regulations concerning
security measures for electronic data and communication

and apply them appropriately to the collected data.
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Researchers are responsible for informing participants
about the purpose of data collection, how the data will
be used, any foreseeable risks, and their rights regarding
data handling, including the right to withdraw from the

research study and request the deletion of their data,
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10.2.7

10.2.8

if possible (see Article 9.3.3). Additionally, the limits of
confidentiality should be disclosed.
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For research studies in which researchers collect
identifiable private information of other individuals (which
are referred to as “secondary participants”) through
interactions with participants, researchers may be required
to obtain informed consent from them, unless it has been

waived by a research ethics committee (see Article 9.9.4).
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Institutions bear the responsibility of providing necessary
resources to uphold the confidentiality and security of
personal data and/or private information derived from

research involving humans.
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Research ethics committees are responsible for
evaluating protocols and related documents to ensure
that adequate measures are in place to minimize privacy

risks and prevent confidentiality breaches.
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Chapter 11
unn

Safety Monitoring & Reporting
Msaamuua:NIss1IgvVIVAIUUADANY

Introduction
unin

The essence of safety monitoring and reporting in research
involving humans is to ensure the protection of the safety and
well-being of participants throughout the research study. Safety
monitoring and reporting are crucial aspects of research, particularly
in clinical trials and other health-related research studies, where
participants are exposed to interventions. In clinical trials, safety
reporting serves several key objectives: detecting important
safety signals at an early stage, safeguarding participants from
avoidable risks, and establishing a comprehensive safety profile
throughout the product development process. Additionally,
regulatory authorities impose a mandatory requirement for the
reporting and documentation of serious adverse events in clinical
trials to ensure transparency, accountability, and the protection

of the safety and well-being of participants.
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11.1 General Considerations

Fanasaunalu

11.1.1 Safety monitoring and reporting in clinical trials and
other health-related research studies, where participants
are exposed to interventions, should adhere to ethical
standards, prioritizing the safety and well-being of
participants. The method and extent of safety monitoring
should be proportionate to the level of risk of research
studies, as well as other factors such as the size and

complexity of research studies.
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11.1.2

11.2

11.21
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Stakeholders should comply with national and
international regulatory requirements, if applicable,
concerning safety monitoring and reporting.
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Safety Monitoring
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Researchers should have a data and safety monitoring plan
when a research study involves an intervention that poses
more than minimal risk to participants. The plan should
include data review and identification of reportable
events, the establishment of stopping rules, clarification
of roles and responsibilities of researchers and research

staff, and the designation of the monitoring entity.
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11.2.2

11.2.3
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Researchers are required to assess the causality
between the intervention and any adverse events that

occur during the research study.
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Researchers and sponsors should assess and manage
any changes in safety information that arise during the
research study. Safety monitoring and a timely response
to these changes are essential to ensure participant safety.
Any new information that could potentially impact the
safety and well-being of participants should be reported

to the research ethics committee.
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11.2.4 Sponsors may consider establishing a data and safety

11.3

11.3.1

monitoring board to assess the safety data of some
clinical trials. The data and safety monitoring board
plays an important role in periodically reviewing the
accumulated study data for participant safety and
providing recommendations to the sponsor concerning
the continuation, modification, or termination of the

clinical trial.
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Safety Reporting & Review of Safety Reports
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Researchers should report all adverse events and/
or any abnormal laboratory results that are deemed

critical to the safety of participants to the sponsor.
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160

Researchers should promptly report all serious adverse
events to the sponsor, except for those specified in the
protocols or other documents as not requiring immediate
reporting, within the specified time frame in accordance

with relevant ethical guidelines and applicable regulations.
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Researchers should promptly report all serious adverse
events that are determined to be unexpected and possibly
related to the intervention and/or research procedures,
as well as unanticipated problems that may not involve
adverse events, to the research ethics committee within
the specified time frame in accordance with relevant

ethical guidelines and applicable regulations.
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11.3.4 In the event of a death, researchers should provide any

1135

11.3.6

additional information (e.g., medical reports or autopsy
reports), if required, to the sponsor and/or the research

ethics committee.
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Sponsors should report safety issues, including serious
adverse events that are determined to be unexpected
and possibly related to the intervention and/or research
procedures, to researchers, research ethics committees,
and/or regulatory authorities, if applicable, within the
specified time frame in compliance with relevant ethical

guidelines and applicable regulations.
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Research ethics committees should require researchers
to promptly report all adverse events that are serious,

unexpected, and possibly related to the intervention
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and/or research procedures, unanticipated problems
that may not involve adverse events, as well as new
information that may adversely affect the safety and
well-being of participants, to them within the specified
time frame in accordance with relevant ethical guidelines

and applicable regulations.
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Research ethics committees should review the safety
reports to ensure that the reported adverse events are
appropriately managed, and the risk-benefit profile of the

research study is still favorable and justified.
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Chapter 12
unn

Vulnerable Individuals and Groups Requiring
_ Additional Safeguards
uAnaua:ngusiuvnbudavlasumsunUooAuASDLLWULEL

Introduction
umin

Vulnerability can be seen as a condition affecting potential
participants, whether due to intrinsic or extrinsic factors, that
increase their susceptibility to exploitation through coercion
or undue influence. Some individuals and/or groups within the
population may face an increased risk of harm when participating
in a research study due to their compromised capacity to protect
their own interests. This vulnerability may result from physical
or mental incapacity, socioeconomic factors, or circumstances
within the research context that limit their ability to exercise
free will. Such individuals and groups are at risk of exploitation,
coercion, and/or undue influence. From an ethical standpoint,
research involving these vulnerable individuals and groups
necessitates additional measures to safeguard their rights, safety,

and well-being.
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Some groups within the population are traditionally
presumed to be vulnerable, such as children, prisoners, and
comatose patients. However, the vulnerability of participants
may depend on the context and nature of the research study.
Assessing the circumstances and specific research context can
help identify vulnerabilities and determine appropriate safeguard

measures.
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12.1

12.1.1

General Considerations

Fanasaunalu

The concept of vulnerability indicates that one should
not categorize entire classes of individuals as vulnerable.
Generally, it is important to identify the vulnerability of
potential participants, recognizing that there are at least
six main types of vulnerability. Some individuals or groups
within the population may exhibit one or more types of

vulnerability.
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12.1.1.1 Cognitive or communicative vulnerability

ANUUTITUINSERTYIoN15d0a1s

12.1.1.1.1 Cognitive vulnerability pertains
to individuals who lack decisional
capacity or are in situations where
they cannot effectively make

informed decisions.
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12.1.1.1.2

fuyARaNvVINANNENNNTA LN SAREY
1 w3eegluaniunisaliliaiuise
Anaulalaogndivseansnm

Communicative vulnerability pertains
to individuals who are illiterate
or unable to speak or read the
language used for communication

at the study site.
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12.1.1.2 Institutional vulnerability pertains to individuals

who may be subjected to the formal authorities

of others or live in confined settings, making

it challenging for them to make voluntary

decisions due to potential coercion and/or

undue influence.
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12.1.1.3 Deferential vulnerability pertains to individuals
who may be informally subordinate to someone
with an independent interest in their research

participation, affecting their voluntary decisions.
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12.1.1.4 Medical vulnerability pertains to individuals
with serious health conditions who may lack an
appropriate assessment of risks and benefits due
to their unrealistically hopeful expectations of
benefits from the intervention and/or research
participation.
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12.1.1.5 Economic vulnerability pertains to individuals
with limited or lack of financial resources who
may encounter challenges in providing voluntary

informed consent when compensation,
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12.2.1

168

incentives, or collateral benefits are provided

as part of research participation.
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12.1.1.6 Social vulnerability pertains to individuals who
belong to an undervalued social group and
may face an increased risk of unfair treatment

or stigmatization.
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Justification for Research Involving Vulnerable Individuals
and Groups
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The involvement of vulnerable individuals and groups
in a research study is ethically justified only when:
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12.2.1.1 The objectives of the research study
cannot be achieved with other less vulnerable
groups within the population;
Yaqusrasdvesn1sinyideduliansoussqua
Tgmnsinidelunguussvnsdudisianuszuns
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12.2.1.2 The research study is responsive to the health
needs and/or priorities of the vulnerable group;

and
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12.2.1.3 When the research study does not hold out the
prospect of direct benefits to participants,
foreseeable risks to participants should be no
more than minimal or, in some cases, may
represent only a minor increase over minimal
risk.
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12.2.2 The inclusion of vulnerable individuals and groups in

12.3

12.3.1

170

aresearch study is an important consideration. Researchers
should not automatically exclude vulnerable individuals
and groups from research participation without carefully
analyzing the relationship between their circumstances
and the proposed research question. Research ethics
committees should allow for the inclusion of vulnerable
individuals and groups in a research study, while ensuring
the implementation of necessary safeguard measures
(see Article 12.3.1).

MIsyARakaznguUzulunsineidetiedulsediu
finsaniddny idelimsfnyanauaznguiuszuisoonain
N5 NTelaednlud® Inelilanseiegeseunsy
H9AUAUITUSTENINNEIUNTAIANNUTIZUNVBINING
UADITY AMENITTUNITITLTTTUNMTITEAITOUN A AT
yARaLarNAUTzUINTIIMIAnu 39 tnglurneineniu
failsiulainfumsnisundesiuasesiisndu (gfe 12.3.1)

Additional Safeguards in Research Involving Vulnerable
Individuals and Groups
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After the involvement of vulnerable individuals and

groups is justified (see Article 12.2.1), researchers should
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propose additional safeguard measures, as appropriate
to each type of vulnerability. These measures, for
example, may include, but are not limited to, surrogate
consent for individuals with cognitive vulnerability,
informed consent form translation for individuals with
communicative vulnerability, appropriate recruitment
strategies for individuals with institutional or deferential
vulnerability, assuring adequate comprehension of risks
and benefits associated with research participation to
avoid therapeutic misconception and the false promise
of improvement for individuals with medical vulnerability,
careful consideration of the amount, method, and timing
of payments to prevent undue inducement for individuals
with economic vulnerability, and community engagement

for individuals with social vulnerability.
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12.3.2

12.3.3
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Research ethics committees should also be knowledgeable
about additional safeguards required for certain vulnerable
individuals and groups in accordance with relevant ethical

guidelines and applicable regulations.
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Research ethics committees may have individuals
who are knowledgeable about vulnerable individuals and
groups frequently involved in proposed research studies,
serving as research ethics committee members and/or

independent consultants (also see Articles 15.2.7 - 15.2.8).
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Chapter 1 3
unn

Community Considerations
JDWDISTUNUDVBUBU

Introduction
UNUI

A community is a group that has shared identities or benefits
and engages in various forms of interaction. The community may
be a social unit with a geographic space, an organization, or a
community of interest, where members may have the same or
different cultural backgrounds. Community considerations are
particularly important when the research question applies to a
particular community or involves marginalized groups, as they
help create more ethical, culturally sensitive, and impactful
research outcomes. Moreover, a community also includes an
online social network known as a “virtual community,” where
members are connected through shared interests, activities, or
some other common aspects that foster a sense of belonging.
Like conventional communities, research studies can have both
direct and indirect impacts on virtual communities.
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13.1.1

174

General Considerations

Janasaunatl

Community considerations are essential for showing
respect for communities, their traditions, and shared
norms. These considerations are crucial for ensuring that
the proposed research study aligns with the needs of the
affected community and contributes to the success of

research conducted within the community.
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13.1.2 When conducting research in or about a community,

13.2

13.2.1

stakeholders should carefully and thoroughly consider
foreseeable risks and anticipated benefits not only to
participants but also to their community and other
community members.
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Risk & Benefit Assessment & Justification
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Researchers and research ethics committees should assess
the foreseeable risks and anticipated benefits of the
research study from the perspective of potential
participants, communities, and other community
members, as the research study may have different risks

or impacts on each party.
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13.2.2

13.2.3

13.24

176

Researchers should demonstrate the benefits or value of
the research study to the community, society, and/or
academia and justify the necessity of conducting the

research study within the proposed community.
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Researchers should strive to maximize the benefits to
the community, which may include, but are not limited
to, sharing knowledge or findings gained from the research
study with the community and contributing to the

documentation of their history, when applicable.
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When conducting research in certain ethnic groups
or among people with unique beliefs, values, or practices,
researchers should thoroughly explore the social and
cultural context in advance. Understanding research
settings, information about taboos, what to avoid, and
appropriate practices is one way to minimize potential

risks to participants and the communities.
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Community Permission/Consent & Informed Consent
from Individual Participants
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When conducting research within a community, regardless
of whether the research area is sensitive, researchers
should seek permission/consent from community leaders
or individuals designated to represent and care for the
community. However, under no circumstances should
the permission/consent of a community leader or any
other authorities be considered a substitute for individual
informed consent from participants.
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13.3.2

1333

178

In some cases, researchers should seek permission
from relevant authorities before conducting a research

study in a particular community.
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When conducting research in certain ethnic groups
or among people with unique beliefs, values, or practices,
researchers should invite community members to
assist in developing the informed consent process and
forms. This helps ensure that the process and forms
are comprehensible and appropriate for potential
participants. Whether the informed consent process will
be formal or informal depends on circumstances and
expectations of the community involved.
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13.3.4

1335

For research studies that involve prolonged periods of data
collection in a particular area, researchers should ensure
that participants, as well as other community members
with whom the researchers interact on various occasions,
understand that their words and/or actions may be used

as data for research purposes.
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Researchers should exercise caution when accessing
virtual communities by disclosing their identities, seeking
permission/consent from the owners or administrators of
the virtual communities, and obtaining informed consent
from their members. The latter may be done, for example,
by posting a message or poster that clarifies the details of
the research study, ensuring that the members are aware
of the research study’s purpose, and providing them with
the option to give informed consent for the use of their
data, including messages, images, and/or video clips, in

the context of the research study.
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13.4.1

13.4.2
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Privacy & Confidentiality
AU dUdIUAILAZNITINEIAINAY

Researchers should have appropriate means of accessing
communities to ensure that community members do not

feel that their privacy is being violated.
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Researchers should ensure that both individual participants
and community members are aware of the measures
in place to protect their privacy and confidentiality
throughout the research process.
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13.4.3

13.4.4

Researchers should take appropriate measures to protect
the community’s reputation, such as avoiding the
identification of specific data or presenting research
findings without details directly linked to the community.
In research involving sensitive issues, community
consultation may be required prior to the dissemination

of research results (also see Article 13.5.1).
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In research involving virtual communities, researchers
should be aware of the nature of such communities, especially
social media platforms, as well as the issues surrounding
private and public spaces. While certain virtual communities
may be publicly accessible, it is important to recognize that
the members of these communities are still entitled to their
privacy, as some of them may perceive these spaces as private.
In contrast, certain virtual coommunities may restrict access, but
their members may view them as public spaces. In any case,
the privacy and confidentiality of virtual community members

and the community itself should be of concern and respected.
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13.4.6
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Researchers should be aware of any potential negative
consequences that may arise from their interactions
with virtual communities. Protecting the privacy and
confidentiality of virtual communities and their members
is of paramount importance throughout the research

process.
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Research ethics committees should ensure that adequate
measures are in place to protect the privacy and

confidentiality of the community involved and other
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13.5

13.5.1

community members, in addition to individual participants
(see Article 10.2.9).
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Community Engagement & Respect for the Community
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Researchers should involve community leaders,
community members, and stakeholders at various stages
of the research process, including research design and
rationale, the significance of research and expected
outcomes, recruitment of participants and retention,
informed consent process, data collection, presentation
of research findings, and dissemination of research results,
including whether and how the results will be returned
to the community. Respect for the diverse views of those
involved is essential, and this is of particular importance
in a research study involving sensitive or conflicting issues.
However, the extent of community engagement may
vary depending on the context of the community and

the nature of the research study.
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Researchers should take measures to ensure that
community engagement does not exert any influence
or pressure on community members to participate in
the research study. Researchers should be aware of the
possibility of a power imbalance between researchers and
participants and/or the community and strive to minimize
it to facilitate the voluntary nature of community

engagement.
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1354

neguanaulidunaninaieduasunisiiaiusinves
yuvulagaingla

Researchers should include community engagement
plans and details of allocated resources for research
activities in the protocol. The plans may involve
community consultation and empowerment, where
relevant, incorporating elements such as active
participation and collaboration, shared decision-making,

and a focus on building capacity within the community.
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Research ethics committees should ensure that community
engagement plans are comprehensive enough to
demonstrate respect for the community’s cultures,
traditions, and beliefs. Additionally, these plans should
enable community members to understand and express
their opinions about the research process, negotiate
research-related matters, and ensure that ethical and

social values remain foundational to the research studly.
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13.5.6
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When appropriate, a community advisory board should
be established to serve as a mechanism to foster
community engagement and integrate community

perspectives into the research study.
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If the research study negatively affects the participants’
community, researchers should promptly notify the research
ethics committee. Additionally, they should engage with
community leaders, community representatives, and/or

other stakeholders to collaboratively address the issue.
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Chapter 14
unn

Payment & Compensation
NISDIYLDULAABALLEY

Introduction
umin

Given the significant contribution that participants make
to research studies, which require their time and effort to help
researchers better understand a particular phenomenon, it is
important to consider compensating them for their research
participation. Payment for participation in research studies may
serve several purposes, such as reimbursement for out-of-pocket
expenses, compensation for time and burdens, and appreciation
payments. In addition, providing compensation for research-
related injuries is ethically imperative, ensuring fair treatment
for participants who may experience adverse events as a result

of their participation in the research study.
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14.1

14.1.1

14.1.2

188

General Considerations

Janasaunatl

Payment to participants should be viewed as
compensation for their time, effort, burden, and
inconvenience. It should not be construed as a benefit
derived from research participation. Also, the amount of
payment should not increase in relation to the level of

risk of the research study.
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Participants should be reasonably reimbursed
for any direct expenses arising from participation in

research studies, such as transportation costs.
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14.1.3

14.1.4

14.1.5

Providing appropriate payment and compensation
for participation in a minimal-risk research study should

not raise concerns about undue inducement.
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Payment for participating in research studies should be
made on a prorated basis to avoid undue influence
or coercion of unwilling participants. Participants who
withdraw or are withdrawn from research participation
should be compensated in proportion to the amount of

participation they have completed.
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Participants who have suffered from research-
related injuries as a consequence of the intervention
and/or research procedures should be entitled to receive
additional compensation for these injuries.
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14.1.6

14.2

14.2.1

190

Lack of decisional capacity should not prevent
participants from receiving appropriate payment and
compensation. Payment and/or compensation may be
provided in such a way that participants can benefit

from them.
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Payment & Compensation for Research Participation
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Researchers should inform participants of the
amount, method, and timing of payments, as well as
the terms and conditions related to compensation for
research-related injuries. Arrangements for treatment
and compensation as a result of research-related injuries
should be described in the protocol and the informed
consent form.
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14.2.2 Sponsors and institutions should establish a policy and
guidelines to address the coverage of treatment expenses,
including rehabilitation costs, and compensation for
research-related injuries. Sponsors and/or institutions
should also secure adequate insurance to cover such
compensation, irrespective of proof of fault, particularly
for clinical trials involving investigational products.
Additionally, participants must not be asked to waive
their right to receive treatment and compensation for

research-related injuries.
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14.2.3 Sponsors, institutions, and researchers may reach an
agreement regarding the circumstances in which
institutions and/or researchers must be responsible for
treatment expenses and compensation for research-
related injuries, for instance, in cases of negligence or

failure to follow the protocol.
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14.2.4

14.2.5
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Research ethics committees should ensure that the
amount, method, and timing of payments to participants
do not exert undue inducement on their research
participation, taking into account the socioeconomic
context and cultural background of the groups within
the population. Particular attention should be given to
cases where payments will be made to individuals who

are economically disadvantaged.
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Research ethics committees should determine whether
adequate provisions exist for the treatment and

compensation for research-related injuries, particularly
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14.3

14.3.1

when the risks of the research study could lead to serious

or significant harm to participants.
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Other Considerations in Specific Circumstances

JaNaseudu ¢ luaarunisalannag

When legally acceptable representatives or parents are
asked to give surrogate consent or parental permission/
consent (see Article 9.7.1 and Article 20.3.1), it is ethically
acceptable that researchers may provide payment and
compensation to them for direct and indirect expenses
while bearing in mind the importance of minimizing
any possible exploitation of participants for financial
gain. Besides compensation for the time spent, burden,
inconvenience, and/or reimbursement for legally
acceptable representatives’ or parents’ out-of-pocket
expenses, small gifts and/or other payments may be given
to participants as gestures of appreciation, provided that

they are not considered as exerting undue inducement.

AleulsvswiRdrisnsmiuguanuasesssu way

193

wIMeRsEsTINdMIUMTITeReIteaiunywed



Tunsdliunulneveusssuvsesunaseafudlvimnuiusen
wnunselvieugy1n/AnuBuey (9ve 9.7.1 uwazde 20.3.1)
foduivensumeaiessuiigideendneiuasauneli
fumnandwiualiinelnensuariasdon sl Azl
fernuddnuenisanleniafiaziinnisionUsouiionatin
Junnuaustlovimeansduitlésuangidisumside uen
willonnAwaredniuna a1se anulldaznin way/vise
AvasdmsuAlieasidunulaoveusssuviogunases
Aoseaniunounan fIduensueuvesiayan o ey q uaz/
viodeduliiudidniunmsidefieuansauveunm il

Y 9
v
U

souiulaidunartulignuesindunisydlaiuaag

194 Handbook of the National Policy on Ethics Oversight

and Ethical Guidelines for Research Involving Humans



Chapter 15
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Governance of Research
MsmMAuQuUanNs3vey

Introduction
umin

Proper governance of research is essential to ensure
the responsible and ethical conduct of research studies. It
encompasses the infrastructures, policies, procedures, and
systems in place that protect the rights, safety, and well-being of
participants while ensuring the quality and integrity of research
studies. Furthermore, it can help promote transparency and

accountability and foster public trust in the research process.
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15.1 Institutional Responsibilities
NUNSURAYBUVBIEAIUY

Institutions, as legal entities, play a vital role in establishing
and maintaining systems for the protection of the rights, safety,
and well-being of participants, as well as ensuring the quality
of research conducted by affiliated researchers. The policy
governing research involving humans is of utmost importance,

as is the provision of adequate resources to sustain the systems.
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15.1.1 Institutions must establish a policy regarding the
ethical review of research studies and the protection of
participants in accordance with relevant ethical guidelines
and applicable regulations. This policy should include
statements indicating that the institution will endorse or
permit the conduct of research involving humans only if
aresearch study has been reviewed and approved by the
research ethics committee, or it is eligible for exemption

from review.
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15.1.2
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Institutions should officially establish or appoint a
research ethics committee responsible for reviewing the
ethical acceptability of all research studies involving
humans conducted within their jurisdiction or under
their auspices. This includes research studies conducted
by their personnel, students, or agents, regardless of the
location where the research studies are to be conducted.
The appointment of a research ethics committee should

include, but are not limited to, the following:
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15.1.2.1

15.1.2.2

15.1.2.3

The term of appointment for research ethics
committee members, which allows for rotation
of members to balance the need for continuity
and the requirement to update knowledge in

scientific disciplines and societal perspectives;

115EATIAUNUIVDINTTUATATYFITUNTIVY
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The authority of the research ethics committee
in accordance with relevant standards and

applicable laws and regulations; and
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The condition for a vacation of office and
replacement procedure.
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15.1.3

15.1.4

In cases where an institution does not have its own
research ethics committee, it may rely on a research
ethics committee of another institution, governed by an

agreement specifying the responsibilities of each party.

Tunsalnaa1UuliinuenIsUN15ISHFITUNITIVUVDINULDY
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TonNaNTEyANNTURRYaUTatsazH e ag 19T

Institutions should provide assurance of legal
protection to research ethics committee members for

liabilities that may arise from the conduct of their duties.

a0 1duAITINAINANUsEAUNITANATOINIINY UL KA
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Institutions may retain the authority to disapprove of
research studies even if these studies have received
approval from the research ethics committee. Under no
circumstance does the institution approve a research
study that has been disapproved of or received a negative
opinion from the research ethics committee unless there
is evidence of an abuse of authority.
an1tuenvanudnslunislioydinisfineide wihagldsy
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15.1.5

15.1.6

15.1.7

200
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Institutions should provide necessary and sufficient
financial and administrative resources to ensure
sustainable and efficient conduct of ethical review and

adequate protection of participants.
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Institutions should establish mechanisms to ensure

that researchers adhere to the guidelines and requirements

stipulated by applicable laws and regulations.

andumsimvuanalniive bidulaingideufunuwuamig
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Institutions should establish a policy for compensating
research-related injuries to protect participants,

particularly those involved in clinical trials.
aontumsinuaulevensYaLenTUIREUTiAEIT ety
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15.2 Establishment & Composition of Research Ethics
Committees

N39ARLAZRIAUTENBUVDIAMUSNTTUNITISYTITUNITINY

Research ethics committees are an important component
of the research system for the protection of the rights, safety,
and well-being of participants. Their primary responsibility is to
ensure the ethical acceptability of research involving humans by
reviewing protocols and related documents. The establishment,
composition, and operation of research ethics committees should

adhere to relevant ethical guidelines and applicable regulations.
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15.2.1 Research ethics committees are primarily responsible
for ensuring the protection of the rights, safety, and well-
being of participants.
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15.2.2

15.2.3

15.24

202

Research ethics committees should be independent,
multi-disciplinary, multi-sectorial, competent, efficient,

and transparent.

AMYNITUNITITYTITUNITIVYAISLDATY AAINUVMAINNANY
NENVIIYT INNA1BANAAIY AANUAINNTD TUTEENSA W
wazlusala

Research ethics committees should operate efficiently,
which includes reviewing the protocols and related
documents within a reasonable time frame and providing
review mechanisms appropriate to the level of risk of

research studies (also see Article 15.3.1).

ANEATIUNITASETIIUNITIVYAITANLTUIIUD Y19
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A research ethics committee should consist of at
least five members, ensuring a balanced representation
of genders and promoting diversity. The research ethics

committee should include at least:

ANENITUAITISYTITUAITITEAITUTZNOUAIENTIUNNTOE
toevhau el unueanae1saunaLaday
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15.24.1

15.2.4.2

15.2.4.3

Two members with primary expertise in the
scientific area and knowledge in relevant

research areas regularly reviewed;

NITUNITADIAUNTAULTEIY Y Ran U1V
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One member whose primary area of expertise is
not in the scientific area, providing insights into
the ethical acceptability of research studies from
the perspective of the community, particularly
regarding the participants; and
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One member who is not affiliated with the

institution.

Iq! d‘ 1! YV U U :.J/
AssunsuispunllladeinanTuliu

When reviewing health-related research studies, it

is recommended to have at least one physician or

healthcare professional who serves as a scientific

member. Depending on the nature and complexity of the
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15.2.5

204

research studies regularly reviewed, it may be advisable
to also have at least one member who is knowledgeable

in law or ethics.

a
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A research ethics committee should establish a quorum
requirement to ensure the completeness of the ethical
review of research studies. It is generally recommended
that:

ALENITNNNTATsTIINM TS sivunesdUszyuLiiel
T1a89AUATUAILYEIN SN AT T5UTBINTAN Y
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15.2.5.1 A majority of members (or no less than one
half of the members) be present; and
= ) 1 - R = =t
finssunisdrulng M3elddesninfenilaves
N351N73) 8gTIUMeY Uay

15.2.5.2 At least five members meeting the composition

criteria outlined in Article 15.2.4 be present.
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15.2.6

15.2.7
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In certain circumstances, the quorum may be adapted as

appropriate and in accordance with applicable regulations.
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When research ethics committees review research
studies involving Food and Drug Administration-regulated
products, their composition and procedures must adhere

to applicable Food and Drug Administration regulations.
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When research ethics committees review research
studies involving children (also see Chapter 20), there
should be at least one member or independent
consultant who is knowledgeable about the lives and
social perspectives of children. If the research ethics
committee reviews a pediatric clinical trial, this member

or consultant should be a pediatrician.
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15.2.8

15.2.9
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When research ethics committees review research studies
involving prisoners, there should be at least one member
who has an appropriate background and experience to

serve as a prisoner representative.
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Research ethics committees may have alternate members
who can substitute for regular members in a convened
meeting. Their roles and authorities should be defined
and clearly stated. In principle, alternate members should
have comparable expertise and representative capacity

to the regular members for whom they are substituted.
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15.2.10

15.2.11
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Research ethics committees may invite independent
consultants, as needed, to provide advice on scientific
or ethical issues concerning research studies, ensuring
a comprehensive review of protocols and related
documents. However, these independent consultants
should not take part in the committee’s decisions

regarding the approval or disapproval of research studies.
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To maintain the independence of the research ethics
committee’s decisions, senior administrators of the
institution whose responsibilities may come into conflict
with those of the committee (e.g., the vice president
for research or individuals with equivalent or higher

administrative levels) should not serve on the committee.
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15.2.12

15.2.13

15.2.14

208
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Research ethics committees should compile and
regularly update a list of their members, including names,
genders, earned degrees, institutional affiliations, and

roles.

ARIENITUNITITLTIIUNMTITEAITTIUTILALUSUUTIT 8T
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Research ethics committees should provide guidance
to researchers regarding the scope of research studies
falling within their jurisdiction, including those pertaining
to collaborative research (also see Articles 15.12.1 -
15.12.3).
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Research ethics committees should establish and
follow written procedures that allow the committees to

complete their functions efficiently (see Annex 1).
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15.2.15

15.2.16
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To promote transparency, the policy, written procedures,
and membership roster of the research ethics committee

should be publicly accessible or available upon request.
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It should be mandatory for research ethics committee
members to complete a basic training course on human
research ethics. In addition, promoting continuing
education and training on advanced topics is essential
to ensure the competency of research ethics committee
members in reviewing the ethical acceptability of research

studies.
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15.2.17 Where available, research ethics committees should
be registered with national and/or other relevant

databases.
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15.3 Types of Ethical Review
Ui%Lﬂ‘VI‘UEl\‘lﬂ’ﬁVIUVI’J‘IJﬁ'Iui]%EJSi‘J&I

Although the primary role of research ethics committees
is to review the protocols and related documents of research
studies, a full board review may not always be required.
To alleviate the workload and burden on research ethics
committees, it may be necessary to have various types of ethical

reviews corresponding to the level of risk of research studies.
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15.3.1 A research ethics committee should provide a review
mechanism appropriate to the level of risk of research

studies. This mechanism may comprise:
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15.3.1.1

15.3.1.2

153.1.3

Exemption from review for research studies with
negligible risk, or for studies eligible for

exemption from review;

ANFYNNIUIINNITNUNIUEINSUNITAN B8N
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Expedited review for minimal risk research
studies, or minor changes to the previously

approved research study; and
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Full board review for research studies involving
more than minimal risk, or major changes to the

previously approved research study.
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15.3.2

1533

1534

212

Exemption from review may be determined by the
chairperson of the research ethics committee or by a
designated experienced member familiar with the criteria

for exemption from review.

ASYNIUAINAITNUNIUAT A UNITRATUAEUTLE1UYDY
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Expedited reviews may be carried out by the chairperson
of the research ethics committee or by one or more
designated experienced members. In expedited reviews
of research studies, designated research ethics committee
members may exercise all the authority of the committee,

except for the authority to disapprove of research studies.
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Alist of categories of research studies eligible for exemption
from review and those to be reviewed through an
expedited review procedure should be subject to

institutional approval. Institutions hold the authority to
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15.4

limit some or all categories that are eligible for exemption
from review or those to be reviewed through an expedited
review procedure in accordance with relevant ethical

guidelines and applicable regulations.
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Criteria for Approval of Research Studies
naein1saylianIsAne Y

The criteria for approval of research studies serve as

a benchmark for research ethics committees to evaluate the

scientific and ethical soundness of the proposed research studies.

The criteria also help to promote transparency, accountability, and

public trust in the research process by providing a standardized

framework for evaluating research studies.
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15.4.1 Research ethics committees should evaluate the ethical

214

acceptability of the protocols and related documents
in accordance with the ethical principles described
in Chapter 4. The review for assessing the ethical
acceptability of research studies generally covers both
scientific and ethical aspects. A research ethics committee
should approve a research study only if the protocol and
related documents meet ethical standards based on all

of the following criteria:
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15.4.1.1 The research study has scientific value and
offers the potential to generate knowledge that

is valuable to society (see Chapter 5);

NsAN¥IAiiAMAIMNINeImanSkagidnenn
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15.4.1.2 Foreseeable risks to participants are minimized
and reasonable in relation to anticipated
benefits or the importance of knowledge (see
Chapter 6);
Anudesiininnisalldrefidnsiunsidelesu
nsanlvivdetesfianuaraumnaunalile oy
Usglovliimanissonnuddnmededam (g
unl 6)

15.4.1.3 Selection of participantsisequitable(see Chapter 7);
nsfadongdrsumsideianuniniten (qund 7)

15.4.1.4 The recruitment process should be free from

coercion and undue influence (see Chapter 8);

N3LUIUNTATIMET UM TIRBAITUTIARINATS
TudeAuuazdvsnaiuas (quni 8)

15.4.1.5 Informed consent will be sought from potential
participants and/or their legally acceptable

representatives (see Chapter 9);

aziinsvennudugenlaguannaINENeIdn
| av & v ~
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15.4.1.6 Informed consent will be appropriately
documented (see Article 9.5). Written consent is
the standard documentation method unless it
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is waived under certain circumstances approved

by a research ethics committee; and

giin1sUuAnAuBugoulnguaNNEIDE MUY
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15.4.1.7 Adequate provisions are in place to protect
the privacy of participants and ensure the

confidentiality of data (see Chapter 10).
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15.4.2 When appropriate, additional criteria for approval of
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research studies should be required as follows:

Tunstiimungay asinaeiiisilunseudfinisAinu3dy
Asolull

15.4.2.1 Adequate provisions are made to monitor the data
in order to ensure the safety of participants
(see Chapter 11).

faimuaiiiisanelunisinnudeyaive il
luaruasndeveeElinsiunsiae (guni 11)
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15.4.2.2 When the research study involves vulnerable
individuals and groups, additional safeguards are
implemented to ensure the protection of their

rights and well-being (see Chapter 12).

WlansfnyieineItesiuyanaLasNguUTIEUNg
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15.4.2.3 When the research study involves a community,
community engagement is incorporated, taking
into account ethical considerations concerning
local cultures, traditions, and beliefs, as well
as the potential impact on the community
resulting from disseminating research results

(see Chapter 13).

dlonns@nuideiisadosiuyury aginissu
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15.5 Compliance with the Protocol
nsufURAnuena1slATINTITY

When conducting research involving humans, researchers
should adhere to the protocol that has been approved by a
research ethics committee. Performing procedures that are
incompatible with those stated in the protocol is referred to as
a protocol deviation, and it could affect the rights, safety, and
well-being of participants.

desufunsidefiisitestuuywd §ifuarsufianu
lonanslasinAidenlasueyiRanneaznssunsesssunside ns
fuunsiliiaenndesiuiiszyliluenanslasnfideFeniinindes
WwHINeNA15IASINITIT Feonvdwmansenusedns anuUasade
wazanuduegfifvesgithiumside

15.5.1 Researchers should conduct their research studies in
compliance with the protocols approved by a research
ethics committee, while also adhering to institutional

regulations governing research involving humans.

a o
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15.5.2 Researchers should not implement any deviations

from or changes to the protocol without agreement
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from the sponsor and prior approval from the research
ethics committee unless such deviations or changes
are necessary to eliminate an immediate hazard to
participants or involve merely logistical or administrative

aspects of the research study.

Aideldasandunsle q Mdsavulvanvsedsundas
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15.5.3 Upon detecting any protocol deviation or noncompliance,
researchers should report it to the research ethics
committee in compliance with the post-approval
requirements of the committee and/or institutional
regulations (also see Article 15.5.4 and Article 15.6.2)

and provide a corrective and/or preventive action plan.

Hensranunsidssuuanienanslasainisisenionislsl
UftRnungssdouresantu §itsasenuiundiise
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1554

1555

15.5.6

220

Research ethics committees should require researchers
to report any protocol deviation or noncompliance in
a timely manner depending on the seriousness of the

incident.

ANENITUNITITYTITUNITITEAITAIIMUALALITET1891UANT
Jeauuanenanslasinsidensensiiufifnungsedeu
vosanTulviviung Fuegiuanuieusewennnnisal

Upon receiving a report of protocol deviations or
noncompliance, research ethics committees should
review it and make determinations according to written
procedures. In case of serious or recurring protocol
deviations or noncompliance, research ethics committees

may report their decision to the institution.

dloldsurenunsdeauunnenanslasimsidevionisl
UfUAnungszisuvesantu AnugnssunIsatesssunsive
ASNUMIUTIBIULAEER AU AR Tun ST S ua e s el
snws Tunsdifidmsdesuuanenarsiasinsisenions
Liufoamungsedevvesaniufifouswvidoing q A
NIIUNTTITYFITUNTITYDIITINUNIANFUVBIR UFDEN1TU

Institutions should have a policy in place for handling
serious or recurring incidents of protocol deviations and/
or noncompliance. This policy should include procedures

for notifying relevant regulatory authorities, if necessary.
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15.5.7

15.6

aotuasiuleuielunisdnnistunisidesuuainienans
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Sponsors should advise researchers on the necessary
corrective and/or preventive actions if a protocol
deviation or noncompliance occurs.
Ratiuayunidemsiugdgideneiiunsuianisuily
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waz/nioUssdunindu wintinn1stdeauuannenans
lasans3Tenzenshivfuiniungszdevvesanidu

Post-Approval Activities
NINTTUNEIN1TOYIIA

Once research studies have received approval from a

research ethics committee, researchers should adhere to the

post-approval requirements as provided by the research ethics

committee, as well as institutional regulations, in accordance with

ethical standards and applicable regulations. These post-approval

requirements may include, but are not limited to, amending the

protocols and/or related documents, if necessary, and submitting

periodic progress reports, safety reports, protocol deviation/

noncompliance reports, and final reports. Effective communication

between researchers and research ethics committees is essential

to ensure that research studies are conducted in accordance
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with ethical principles and applicable regulatory requirements.
Communication with research ethics committees also provides an
opportunity for researchers to seek advice on ethical issues that

may arise during the research process.

FomsfnuideliFuewiiannanznssunsaiesssumide
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Formuadung seileuiveduld nsdeansiuanznssunisaiessau
mdesalinlemaliiideveruuzinieafuusefiunisasosssud
prdntulussrinenszuInnside

15.6.1 Upon receiving approval from a research ethics committee,
researchers should be aware of and comply with post-
approval requirements as provided by the research ethics
committee and institutional regulations. Failure to do so
may constitute noncompliance, which should be reported
to the research ethics committee along with a corrective

and/or preventive action plan.
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15.6.2

15.6.3

Va v
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Research ethics committees should inform researchers
about any post-approval requirements. This can be done
either through communication following approval or by

including statements in the institutional regulations.

ANENTINNTATEETIUMTITEAITUA LRI Tensuiieiude
nuAnaINseudh deanansavhlalnenisieansniumaanis
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Research ethics committees should have written
procedures for handling post-approval requirements as

follows:

AMZNITUNITITYFITUNITITEAITHATA LT UNITI DU e

anwaldnwsdmiuianisteimuananiseusd® fall
15.6.3.1 Continuing reviews of progress reports

(also see Article 15.6.5); and

NSNUMUTIgUANUAIMTIeEseed (ads
15.6.5 53UA28) haY
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15.6.3.2 Reviews of other post-approval activity reports,

15.6.4

15.6.5

including protocol amendments, safety reports,
protocol deviation/noncompliance reports, and

final reports.

MINUYIUTIBUAINTIIMAINSOYSTRDY 9 B
sudensuiluenanslasinisive s1e91uaY
Uaoady 91e9umsidssuuainienaislasenis
We/n1shiuuRnungszsidovvesanidu way
erudloadaiumsive

Research ethics committees should provide
guidance to researchers about the elements
required in a progress report for the continuing

review.

AMNENTINNITATYSTINNNTIVUAIS AR UL LA

FIdeifeatuesrUsznaufidndulusiesnuaiy
AIVTNANTUNITNUNIUABLLDY

Research ethics committees should conduct
continuing reviews of research studies at intervals
appropriate to the level of risk of research
studies, not less than once per year, to assess
whether the research studies remain ethically
acceptable. Expedited review may be applied for

continuing reviews of research studies in certain
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and Ethical Guidelines for Research Involving Humans



circumstances, provided that the remaining risk
to participants is no more than minimal and
raises little concern regarding the ethical conduct
of research. Continuing review is generally not
required for research studies approved through an
expedited review procedure unless the research
ethics committee has documented reasons to
believe that such a review would enhance the

protection of participants.
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15.7 Essential Records

narstunnd gy

Essential records refer to documents and data in any
format that, individually and collectively, enable the assessment of
research conduct and the reliability of research results. Examples
of these records include the protocol and its amendments (if any),
informed consent forms, recruitment materials, source records,
and case report forms. These records should be properly filed and
archived in accordance with relevant guidelines and/or applicable
regulations. Essential records should be retained for a specified

period as required by applicable regulations.

wnanstufindrdnmneisenansuardeyalusuuula « 7
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15.7.1 Researchers should receive training in preparing, filing,

and archiving essential records.
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15.7.2 Institutions should provide practical guidance and
resources to researchers and research ethics committees
to ensure proper archiving of essential records as
appropriate to the type of research studies in accordance

with relevant guidelines and/or applicable regulations.
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15.8 Quality Management
N133ANTIAUNIN

Quality management is essential in research to ensure
that research studies are conducted rigorously and systematically,
maintaining high standards of validity and reliability. It encompasses
a range of activities, including monitoring and audits, aimed at
ensuring the credibility of research data and adequate protection for
participants. Good practices in quality management also strengthen
the confidence of other stakeholders, including funders, policymakers,

and the public, in terms of the integrity and impact of research studies.
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15.8.1 Stakeholdersinvolved in research involving humans should

228

establish quality systems, to the extent that is necessary,
to ensure that the processes and activities under their
responsibility comply with relevant standards and
applicable regulations. Quality assurance and quality
control are integral components of quality management,
ensuring that research studies are conducted in compliance
with the protocol and applicable regulatory requirements,
and that the research data are generated, recorded, and
reported in accordance with established standards.
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15.8.2 Sponsors and/or institutions, if applicable, are responsible
for ensuring adequate monitoring of research studies.
They should determine the appropriate extent and nature
of monitoring based on a risk assessment, taking into
account other factors such as the complexity and size
of research studies. The purposes of monitoring include:
ferfuayunsidouas/mioanttu (mneades) fndhdisy
Heagaulun1sinnIun1sAne I duliLiEINe Tneadsainug
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15.8.2.1 To ensure that the rights, safety, and well-being

of participants are adequately protected,;

dieliiiulaindns anudaende wavanuluegi
AveainsIuNTIAElTuUNSANATEIRE 1 EINE

15.8.2.2 To verify the accuracy, completeness, and

verifiability of reported data; and

WENTINADUANUYNABY ANUATUNIU UAZAIY
A13130MUN1INTIAABUVRITRYANTIBY WA

AleulsvswiRdrisnsmiuguanuasesssu way

229

wIMeRsEsTINdMIUMTITeReIteaiunywed



15.8.2.3 To ensure that the research conduct conforms to
the approved protocol and applicable regulatory

requirements.

WalmTulainnisaduniderduluniuenans
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15.8.3 When sponsors perform audits as part of their quality
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assurance system, it is crucial to establish written
procedures to uphold the quality of all aspects of
research studies in accordance with applicable regulatory
requirements. The primary goal of audits is to evaluate
whether the research studies comply with the approved
protocol, written procedures, and applicable regulatory
requirements. It is imperative that audits remain
independent and distinct from routine monitoring or

quality control functions.
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15.9 Data Management
n13dani1staya

Data management is essential to ensuring the quality,
integrity, and reliability of data, as well as enabling effective
analysis, interpretation, and utilization to generate credible
research results. It encompasses a range of activities throughout
the research lifecycle, such as data management planning, data
collection, data documentation, data storage, data analysis, and
data sharing. Good data management practices also help ensure
compliance with relevant ethical guidelines and applicable
regulations governing research while promoting transparency

and accountability in the research process.

nsdan1steyaiinudAysen1IsuTeInMAIN ANLQNABY
auysol wazarudedeldvesteya Tanfensinset e uaz
Titoyasgreiiuszavsnn ileaiwanisideiiundefio msdanis
U03AATOUARLAINTIUA 9 PADANITNTIY WU NMTINUHUNIS
Janstoya NMsuTIusan Judin daiu Tesien wazuusludeya
MNUFTRTRIuNs S steyadsmelihldainnsufiinuuumma
Wessaumaeng sz douiiteduld maenauduaiunulusdauasnise
SURnvaURBNIEUIUNNTINY

15.9.1 Data management, including electronic data handling,
should be designed to be fit for purpose, ensuring that
system validation, data protection, and information
technology security are appropriately addressed in
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159.2

159.3

232

accordance with applicable laws and regulations. It
should allow for the traceability of any changes made
to the data and prevent the deletion of recorded data.
A security system should be in place to ensure adequate

data backup and prevent unauthorized access.
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Institutions should provide facilities and information
technology support to ensure secure storage of data and

facilitate necessary audits, when required.
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Sponsors and researchers should securely retain
research-related data for the required period and make the

data available to relevant regulatory authorities upon request.
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15.9.4 Any transfer of data should be accompanied by a data use
and sharing agreement and should comply with applicable

laws and regulations.
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15.10 Public Accountability
A5LSUNATDUADENSITOUS

Stakeholders involved in research involving humans have the
responsibility for public accountability, which includes, but is not limited
to, the timely dissemination of research results and data sharing.
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15.10.1 In compliance with the funder’s requirements, institutions
should have a policy that obliges researchers to
disseminate research results through publications or other

publicly accessible means in a timely manner.
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15.10.2

15.10.3

15.104

234
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Institutions should have a policy for researchers regarding
data sharing to promote open science while ensuring the
protection of participants’ privacy and confidentiality in
accordance with ethical standards and applicable laws

and regulations.
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For certain types of health-related research, particularly
clinical trials, researchers and/or sponsors should register
their research study in a publicly accessible registry before

enrolling the first participant.
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Researchers and sponsors are responsible for publishing

or otherwise making research results publicly available,
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15.10.5

15.10.6

irrespective of whether the results are positive or
negative. Researchers should adhere to relevant reporting
guidelines and be accountable for the validity and integrity
of their reports. Any restrictions on the right to publish or
disseminate research results should be stipulated in the

contract or agreement before the research project begins.
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Researchers should be aware of the potential negative
consequences that the publication or dissemination of
research results may have on individuals, institutions,
organizations, and/or communities, and address these

concerns appropriately.
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Researchers and sponsors are encouraged to communicate

the research results to participants, communities, and/or
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policymakers, if applicable, in a clear and comprehensible
manner. Communications or presentations should be
precise and unambiguous to prevent the research results
from being interpreted tendentiously or misused in
specific political, cultural, social, legal, and/or economic

contexts.
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Researchers should take precautions to minimize the
potential for re-identification of individual participants or
communities from any data shared with third parties or
in publicly accessible data repositories. Such data sharing
should be consistent with the consent obtained from
participants and/or their legally acceptable representatives
unless a waiver of the consent requirements according
to Article 9.9.4 is justified and approved by a research

ethics committee.
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Capacity Building & Strengthening Ethical Review Systems
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The capacity of ethical review systems may vary across

institutions depending on the available resources. Strengthening

the ethical review capacity of one institution by another should

be considered as a part of research collaboration.
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15.11.1 Institutions should strengthen ethical review systems to

meet national standards by providing intramural support
and seeking external support from government agencies,
if available. Support should also be provided to research
ethics committee members to enable their participation
in national and international forums and/or networks of

research ethics committees.
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When feasible, institutions should have provisions
in collaborative agreements with research partners
from developed countries or other institutions with
higsher research potential to promote capacity building
in the human research system. Such provisions may
entail education and training programs for researchers
and research ethics committee members, as well as

infrastructure development for research.
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15.12 Collaborative Research
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Collaborative research involving researchers from various
institutions has become progressively more prevalent in recent
years. However, such research may present challenges concerning
ethical review, coordination, and data sharing. Establishing a
robust governance system to guide and facilitate the collaborative
research process is indispensable. This system should be able to
guarantee that collaborative research can be conducted ethically,
effectively, and efficiently while protecting the interests of all

stakeholders involved in the research project.
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15.12.1 Institutions may adopt a single research ethics committee
policy to streamline collaborative research and avoid
duplicate ethical reviews, provided that the policy
upholds ethical standards and ensures the protection of

the rights, safety, and well-being of participants. Formal

AleulsvswiRdrisnsmiuguanuasesssu way

239

wIMeRsEsTINdMIUMTITeReIteaiunywed



15.12.2

240

agreements and/or memoranda of understanding should
be made with collaborating institutions to outline the
responsibilities of each party, including the allocation

of liability for any research-related harm to participants.
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Aresearch ethics committee at each institution may have
written procedures in place for an alternative review
mechanism in collaborative research. These procedures
should outline the responsibilities of both the reviewing
committee and the relying committee, which include local
contextual considerations, ethical review and oversight,

post-approval requirements, and record-keeping.
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When contemplating reliance on another research
ethics committee for the ethical review of protocols and
related documents, the relying committee should take
into account the qualifications, expertise, and capacity
of the reviewing committee, as well as whether it has

been recognized or accredited by an independent body.
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In collaborative research, researchers should ensure
equitable access to and use of pooled data, as well as fair
distribution of any benefits arising from the research study,
when collecting and sharing data with a collaborative site

and/or the lead institution.
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15.13 Conflict of Interest
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Conflicts of interest may compromise professional
judgment regarding a primary interest, potentially affecting the
credibility of data, as well as the rights, safety, and well-being of
participants. These conflicts can be categorized as financial or
non-financial, and as real/actual, perceived, or potential. They can
also be assessed as serious or non-serious based on their impact

on participants and the scientific validity of the research study.
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Apart from sponsors, other stakeholders who may have
conflicts of interest include institutions, researchers, and research
ethics committee members. Institutions may prioritize reputation
or intellectual properties generated from intramural business
programs, which could compromise ethical review independence
and public trust. Researchers with serious potential conflicts of
interest may intentionally enroll participants who do not meet

the eligibility criteria or manipulate data to achieve desired results.
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Research ethics committee members may introduce bias when
reviewing research studies in which they have a conflict of interest.
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Conflicts of interest do not automatically constitute research
misconduct, but failure to recognize and properly manage them may
lead to ethical violations. Institutional policies should prioritize financial
conflicts of interest, as these strongly influence research conduct.
Nonserious conflicts of interest may be managed through disclosure,

while serious ones may require appropriate management measures.
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Institutions should establish a policy regarding the
management of financial conflicts of interest in research.

This policy may include, but is not limited to, the following:
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15.13.1.1 Research and innovation benefit sharing

(e.g., intellectual property rights and interests), and

AU uNaUsEleavUAIUNITIVELALUTANTSU
(wu @nduaznauselovdlunsnddunistygn) uay

15.13.1.2 Collaborative agreements between the
institution and another institution or the

sponsor, concerning benefit sharing in particular.
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Institutions should include the topic of conflict of
interest in the research training program for researchers

and/or research ethics committee members.
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15.13.4

15135

15.13.6

Researchers should adhere to the institutional

policy on conflict-of-interest management.

[y
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Researchers must disclose any conflicts of interest,
especially financial ones, when submitting the protocol

and related documents for ethical review and approval.
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Researchers should disclose any conflicts of
interest in accordance with the journal’s policy when

publishing or disseminating research results.
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Research ethics committees should have procedures
in place to assess potential conflicts of interest among
researchers in accordance with institutional policies and
applicable laws and regulations. Special attention should
be given to high-risk research studies in which researchers

have a significant financial conflict of interest.
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Research ethics committees should have written
procedures dealing with the conflicts of interest of their
members. Research ethics committee members should
disclose any conflicts of interest and avoid reviewing
research studies in which they have a conflict of interest.
If they attend the convened meeting, they should abstain

from participating in decisions related to those studies.
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Chapter 16
unn

Social Sciences Research
NIS3vuNvdvAUAEQS

Introduction
unin

Social sciences research comprises a diverse range of
fields within the social sciences and other scientific domains,
including humanities, education, anthropology, communication
arts, information science, architecture, nursing, and public health.
These disciplines employ methodologies oriented toward the
study of human phenomena and societal dynamics. Scholars in
these fields study different aspects of human behavior in both
geographical and virtual spaces, using diverse data collection
methods, such as surveys, interviews, observations, focus group
discussions, experiments, public hearings, testing, measurement
and evaluation, and performing activities. Human research
ethics play a crucial role in shaping research methodologies,
processes, and outcomes within the social sciences and other

related disciplines.
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16.1

16.1.1

248

General Considerations

Janasaunatl

Although social sciences research applies ethical principles
similar to those in health-related research, the specific
context, research methods, and potential impact on
participants necessitate additional considerations of
unique ethical challenges in this type of research.
Stakeholders should adhere to ethical guidelines relevant
to social sciences research, ensuring that their roles and

responsibilities align with ethical standards.
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Similar to health-related research, social sciences research
should be designed based on scientific methods, taking
into account factors such as site selection, research
methodology, determination of sample size and the
number of informants, eligibility criteria, sampling and
selection methods, and the selection of experimental

and control groups, if applicable.
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Social sciences research does not always have minimal risk;
instead, some research studies may involve more
than minimal risk to participants and/or communities.
Any unanticipated problems should be managed and
reported in accordance with relevant ethical guidelines,
institutional policies, and applicable regulations (also see
Article 11.3.3 and Article 11.3.7).
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Conducting social sciences research in a virtual space may
raise different ethical issues than that in a geographical
space, such as those related to the recruitment of
participants, the informed consent process, and the
protection of privacy and confidentiality. Stakeholders
should consider these issues and implement appropriate

measures to protect the participants.
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If research studies are to be conducted in the community,
other considerations outlined in Chapter 13 are applied.
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16.2.1

16.2.2

Risk & Benefit Assessment & Justification
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Researchers and research ethics committees should consider
the foreseeable risks and/or potential negative
consequences that may occur to participants, as well
as to the community or associated organizations. Those
risks may involve aspects beyond those outlined in Article
6.1.1 and may include, but are not limited to, internalized,

environmental, and cultural aspects.
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In certain circumstances, researchers should take
appropriate measures to minimize the foreseeable risks
associated with improper access that could compromise
the participants’ anonymity. Appropriate means of
reaching individuals in the target groups within the

population should be demonstrated.
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When conducting research on sensitive issues, researchers
and research ethics committees should consider the
methods employed for data collection. Certain methods
or approaches may pose a significant risk to participants,

necessitating careful evaluation.
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When collecting data using techniques such as
interviews or focus group discussion, researchers should
exercise caution when asking sensitive questions that
may pose psychological risks to participants. Researchers
should take appropriate measures to minimize and

manage such risks.
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16.2.5 When assessing the benefits of social sciences research,
researchers and research ethics committees should take
into account issues other than benefits to individual
participants, such as contributions to scientific knowledge
and community empowerment. In most cases, social
sciences research may have no direct benefits to
participants; rather, such research may be valuable for

communities, societies, agencies, and/or academia.
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16.3 Recruitment & Informed Consent
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16.3.1 Researchers should ensure that individuals contacted
through a snowball sampling technique, an approach
involving recruiting participants via referrals from existing
or initial participants, do not feel that their privacy is

being violated. Additionally, researchers may involve a
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gatekeeper, an individual controlling access to the study
site, who will be responsible for contacting the referred

persons and informing them about the research study.

€

HIdepvinbidulaiyananlasunsinserumnalinn s

Tidoyauuugnly Faduisnmsassmgdnsansiderunis

Y

91989 NI TIenduusnviseniegidn awlisdndn
& va o =

ﬂ%?ﬂLﬁUﬁ?Uﬁ%ﬂ@ﬂﬁugﬂﬁ%Lﬁ@ UaNANT WITYDIUNYIVDY

Y
[

fudaruaunaunses Fuduypraiiruaunisdiiiaaniui
Anw3de FasuRaveulunsinreyanadduiendalimeu
NeafiunsAneie

If a research study plans to involve the use of deception,
such as behavioral observation in psychological or
educational research, researchers should provide
justification to the research ethics committee demonstrating
that no other means could obtain valid and reliable data
(provided those other considerations outlined in Articles
9.9.5 -9.9.6 are also justified). However, researchers must
refrain from employing deceptive methods in a research
study that is reasonably expected to cause physical harm

or significant psychological or other harm to participants.
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16.3.3 Researchers should respect individuals recruited for a tryout,
a procedure to test instruments and make modifications
before implementing them in a research study, similar to
participants. Informed consent should be obtained from
individuals recruited for a tryout, ensuring their voluntary
participation.
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16.3.4 In a long-term research study, the process of obtaining
informed consent should not be a one-time consent
request. Instead, it is an ongoing process for researchers
to ensure the participant’s consent before collecting
data, conducting interviews, engaging in participatory
observations, and/or capturing photographs or video

recordings (also see Article 9.10.2).
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Privacy & Confidentiality
AU TUEIUAILAZNITI NEIANNAY

Researchers should avoid taking pictures, recording
videos, and/or engaging in other forms of recording if
the research results will not entail analyzing the content
from such recordings. This practice aims to minimize
the potential negative consequences of confidentiality

breaches.
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Researchers should be sensitive to the local context
and aware of the community’s concerns regarding privacy.
In qualitative research involving sensitive or conflict

issues, employing measures such as data anonymization
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16.4.3

or pseudonymization may be necessary to ensure that
the research data are not linked to the identities of

participants and/or communities.
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In some types of research or under certain circumstances,
the data collected may sometimes involve third parties
other than participants. Researchers are responsible for
respecting the privacy and confidentiality of third parties
who may be directly or indirectly affected by the research

study.
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Other Considerations in Specific Circumstances

Janansandu q ludarunisalanmag

In conducting covert research, in which researchers collect
data without the consent of participants, researchers
should justify and emphasize the benefits of using such
a method over others. In general, covert research should
be avoided unless it is the only way to collect valid and
reliable data (provided that a waiver of the consent
requirements according to Article 9.9.4 is justified and
approved by a research ethics committee). This approach
may be employed in settings where regular access to
the source is hindered by relevant authorities, or where
openly revealing oneself as a researcher could result in
biased or unreliable results due to participants’ altered

behavior or responses.
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When conducting a research study focused on a single
participant, researchers should provide justification to the
research ethics committee for choosing such a research
design. Additionally, researchers should demonstrate a
process of obtaining informed consent that is grounded
in a profound respect for the individual participant.
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Chapter 17
unn

Research Involving Human Biological Materials
MS398AINEIDVAUSAQEINMWUDOUUUE

Introduction
UNUI

Research involving human biological materials contributes
to valuable knowledge for the improvement of healthcare and
other benefits. Human biological materials may include blood, urine,
organs, tissues, cells, DNA, or other bodily fluids or materials. These
materials can be sourced directly from patients or healthy individuals
or indirectly from biobanks or other research collections. The use
of potentially identifiable human biological materials and related
data for research purposes requires special ethical considerations,
particularly those relating to informed consent, privacy, and
confidentiality. On the other hand, the use of biological materials
that are publicly or commercially available, including cell lines, which
do not allow for the identification of the individuals from whom the
materials originated, does not constitute research involving humans.
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17.1  General Considerations

Fanasaunalu

17.1.1 Researchinvolving potentially identifiable human biological
materials obtained directly from individuals should be
reviewed according to the ethical principles applied to
research involving humans.
mMAdeTifedosiutantinmussysiiionassysmul i
IdnannyaealagnssmsldFunsmumumumdnasessaudild
fumsideiiieadosiuaywd

17.1.2 The collection and storage of human biological materials
and related data for future use require proper governance.
This also includes repositories of leftover biological
materials from diagnosis or treatment in healthcare
facilities, especially when there is potential for them to

be requested for research purposes.
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17.1.4
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The protocols and/or related documents of research studies
involving the use of human biological materials and
related data should provide details about the collection,
storage, tracking, sharing, and disposal of the biological

materials and related data.
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Any research studies that involve the secondary use of
stored human biological materials and related data
should undergo ethical review and obtain approval from
a research ethics committee unless they are eligible for
exemption from review. Exemption from review may be
granted in cases where:
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17.1.4.1 The biological materials and related data have
been de-identified, and such use does not
violate applicable laws and regulations; or
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17.1.4.2 The information about biological materials
has been recorded in a manner that the identity
of the individuals for whom the biological
materials were obtained cannot readily be
ascertained directly or through identifiers linked
to the individuals, and the researchers will not
initiate contact with the individuals and commit

to not re-identifying them.
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17.1.5

17.1.6

17.1.7

The secondary use of human biological materials and related
data should align with the scope specifically agreed
upon by participants and/or their legally acceptable
representatives. If the proposed use falls outside the
scope of previously given informed consent, reconsent
may be necessary (also see Article 17.2.2).
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Since the primary risk associated with research involving
human biological materials and related data is a breach
of confidentiality, stakeholders should ensure that there
are adequate provisions in place to protect the privacy

of participants and maintain the confidentiality of data.
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The transfer of human biological materials and related

data to other institutions should be conducted through
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collaborative research and a collaborative agreement
in which benefit sharing is agreed upon (also see Article
15.12). Research ethics committees should consider the
appropriateness of ethical oversight and governance

within institutions.
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Informed Consent

ANsvaANBUYRNTABUBNNETD

Researchers should obtain informed consent from
potential participants and/or their legally acceptable
representatives for the collection, storage, and/or use of
human biological materials and related data for research
purposes unless the consent requirements have been
waived by a research ethics committee (in accordance
with Article 9.9.4). Broad consent for future use may be
an alternative to specific informed consent for a particular
use, provided that there is proper governance in place

(see Article 17.3).
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Researchers may use identifiable human biological
materials and related data for research purposes only if:
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17.2.2.1 Specific consent for such use has been obtained;
lasuAnudueeulaguannaTWNIEE MUY
FINATILAD

17.2.2.2 Broad consent consistent with the scope of

such use has been obtained; or
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17.2.2.3 A waiver of consent has been granted by a

research ethics committee (in accordance with
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Article 9.9.4). In this case, researchers should
provide justification to the research ethics
committee demonstrating that the research
study could not practicably be conducted
without using human biological materials
and related data in an identifiable format.
Additionally, researchers should ensure secure

protections for privacy and confidentiality.
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17.2.3 Potential participants and/or their legally acceptable

268

representatives should be provided with the information
that reasonable persons would want to have in order
to make an informed decision about whether to allow
any future use of identifiable human biological materials
and related data under the scope of broad consent. The

information generally required for broad consent includes:
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17.2.3.1 A statement indicating that consent is being
sought for the collection, storage, use, and/
or sharing of identifiable human biological
materials and related data for future research,
and that involvement is voluntary, ensuring
participants the right to refuse or withdraw at

any time without penalty;
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17.2.3.2 A description of the scope of future research
that may be conducted with identifiable human

biological materials and related data;
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17.2.3.3

17.23.4
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A description of the duration for which the
identifiable human biological materials and
related data will be retained, as well as
the storage location (e.g., within or outside
Thailand); and
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An explanation of safeguard measures that will
be implemented to protect privacy and
confidentiality, as well as their limitations,
including any potential negative consequences

of breaches of confidentiality, if any.
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17.2.4

17.2.5

In addition to Article 17.2.3, additional information
that may affect the rights and well-being of participants
regarding the collection, storage, and/or use of their
biological materials and related data may be necessary.
Researchers may consider, on a case-by-case basis,
in accordance with relevant ethical guidelines and

applicable regulations.
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Prior to granting approval for broad consent, research
ethics committees should ensure that it is not blanket
consent, which permits any future use of identifiable
human biological materials and related data without
restriction. Instead, broad consent should define the
scope of possible future uses, enabling individuals
to make informed decisions regarding acceptance or

objection to such usage.
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Research ethics committees should exercise caution when
a waiver of informed consent is requested for research
involving highly sensitive information (e.g., genomic
information). It is essential for a research ethics committee
to provide justification as to how the research study will
not have an adverse impact on the rights and well-being

of individuals whose information is involved.
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The consent requirements do not apply to research
involving anonymous or anonymized biological materials
since researchers cannot link them to a particular
individual. Therefore, concerns regarding breaches of

confidentiality are negligible.
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17.2.8 Individuals who were incapable of giving informed consent
at the time of collection and storage of their biological
materials and related data should be provided with the
opportunity to give informed consent for the continued
storage and/or use of such materials and related data
once they have become capable of doing so. This also
applies to situations where children reach the legal age

of consent (also see Article 20.5.1).

yapadldaruisalianuduseulaglasunisuenndilu
Yuzfinsiiusiuniukasnsdaiuiandanmuasdeyai
Neatesmslasulondlunmsiienugugenlaeldsunisuen
nandmiunisdaivuas/mionsliTanfenaniuazdoya
a o v ! r-ﬂll o ¥ d‘:’lju ¥
Migtewe Weninwiawisavitla nsaliidauszendlyle
fuanunsalfnnussglannelunislimudugeulin

nVaNg (9¥e 20.5.1 3IUMe)

17.2.9 Researchers may consider implementing a tiered consent
approach when conducting research involving human
biological materials and related data. Tiered consent
offers participants a range of choices regarding the return
of research results and/or unsolicited findings, allowing

them to align their preferences and choose the specific
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types of research results and/or findings they wish to

receive (also see Articles 17.4.1 — 17.4.2).
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Governance

n1siugua

Biobanks should have a governance system that includes
appropriate facilities, equipment, access policies,
oversight mechanisms, and written procedures, to
ensure the safe and quality storage of human biological
materials and related data in accordance with relevant
standards. Adequate physical, administrative, and
technical safeguards should be implemented to prevent
unauthorized access to human biological materials
and related data by third parties. Custodians of the
biobank should ensure the implementation of sufficient
safeguard measures to maintain confidentiality of data. All

governance systems should adhere to the accountability
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17.3.2

principle and uphold appropriate stewardship of human

biological materials and related data.
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Institutions should establish a governance structure if they
intend to store human biological materials, including
leftover biological materials from diagnosis or treatment
in healthcare facilities, along with related data, for future

research purposes.
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The transfer of human biological materials and related
data should be governed by a material transfer agreement
signed by the provider and the recipient. The agreement
should clearly define the scope and duration of use, as
well as specify the arrangements after the designated

period of use.
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If human biological materials in Thailand are to be
exported for research in other countries, institutions
and researchers must ensure that such exportation of
these materials and related data aligns with the consent
provided by participants and/or their legally acceptable
representatives. In addition, approval from a local
research ethics committee is required, taking into account
Article 17.1.7 and Article 17.3.3.
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17.4

17.4.1

Return of Research Results and/or Unsolicited Findings
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In determining whether to return individual research
results and/or unsolicited findings to participants,
researchers and research ethics committees should
carefully assess the risks and benefits associated with
such return. In general, individual research results or
unsolicited findings will not be returned to participants.
However, if this is not the case, it is important for the
informed consent process to explicitly state whether the
return of individual research results and/or unsolicited
findings can be anticipated if the participant expresses

a desire for it.
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17.4.2 With prior approval from a research ethics committee,

17.5

17.5.1

278

researchers may consider returning unsolicited findings if
the findings are analytically valid, clinically significant to the
participant’s health, and actionable (e.g., where some available
measures can be taken to prevent or treat the disease).
In some cases, individual counseling may be necessary,

particularly when returning some specific genetic findings.
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Other Considerations in Specific Circumstances
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Researchers should not utilize human biological materials
or related data from individuals who have withdrawn
consent for the continued storage and/or use of such
materials and related data. Upon the withdrawal of
consent, the biobank should manage the biological
materials and related data in accordance with the

established governance system.
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In research involving highly sensitive biological materials
(e.g., materials related to human reproduction or human
pluripotent stem cells), researchers should adhere to
specific relevant guidelines and applicable regulations,

if any.
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Chapter 18
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Research Involving Genomic or Multi-Omics Approaches
n1s3venNgdTovnuLUONMYDUDNKSaladlound

Introduction
UNUI

Genomic research involves the study of an individual’s
genetic material or genome, while multi-omics research, which
includes but is not limited to genomics, proteomics, metabolomics,
and transcriptomics, expands its scope to encompass a broader
range of molecular aspects of biological systems. Since
genetic materials contain highly sensitive information, this
raises unique and complex ethical issues surrounding privacy,
confidentiality, informed consent, data sharing, and the potential
for discriminatory use of genetic information. As the scope of
genomic or multi-omics research expands, it becomes imperative
to navigate the ethical implications inherent in this field. Striking a
balance between scientific progress and ethical integrity is crucial
for upholding public trust, protecting the rights and well-being
of participants, and maximizing the benefits of genomic and

multi-omics research for individuals and society.
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18.1 General Considerations

Janasaunatl

18.1.1 Stakeholders of research involving genomic or multi-omics
approaches should be aware that the techniques
employed in such research are not a fixed set but
rather are constantly evolving. Stakeholders should
also be aware of the unique features of such research
regarding informed consent, privacy, confidentiality,
data sharing, and the potential for discriminatory use of
genetic information. Ethical issues and considerations
should be considered in reference to new and emerging

technologies as they are developed and applied.
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18.2.1
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Informed Consent
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Researchers should obtain informed consent from
participants and/or their legally acceptable representatives
for the collection, storage, and/or use of human biological
materials and related data for research involving
genomic or multi-omics approaches, unless the consent
requirements have been waived by a research ethics
committee (in accordance with Article 9.9.4 and Article
17.2.6). In certain circumstances, the secondary use of
human biological materials and related data for genomic
or multi-omics research may be permitted if the scope
of such use aligns with the broad consent previously
obtained (see Articles 17.2.3 — 17.2.4).
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Researchers should inform participants or indicate the
possibility that the research study may include whole
genome/exome sequencing, taking into account other
elements and considerations as stated in Articles 9.4.1 -
9.4.3. This approach is necessary because whole genome/
exome sequencing has the potential to reveal a significant
amount of identifiable private information, as well as
to uncover sensitive information about an individual’s

health, ancestry, and/or other personal traits.
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18.3.1

18.3.2
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Privacy & Confidentiality
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In certain genomic research studies, researchers should be
aware of the potential impact on other family members
or relatives of the participants due to their genetic

relationship with the participants.
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Researchers should consider contextual factors that may
affect the identifiability of genomic information (e.g.,
rare genetic disorders through which individuals and/or
families may be identified). Management and plans to
minimize the risk of re-identification of individuals and/
or families should be prepared in advance. Additionally,
appropriate safeguard measures should be in place to
prospectively protect individuals and/or families from

discrimination as a result of genomic information.
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18.3.3

18.3.4
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If genomic information is to be included in publicly
accessible data repositories or shared with third parties
for other research purposes, researchers should minimize
the potential for re-identification of individual participants
(also see Article 15.10.7).
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Researchers and research ethics committees should
be aware that even after de-identification, there remains a
potential risk of re-identification through the linkage of genomic
information with other data sources, especially when involving
whole genome/exome sequencing data. The possibility of
re-identification and its associated risk should be disclosed
to potential participants and/or their legally acceptable

representatives during the informed consent process.
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Return of Research Results and/or Unsolicited Findings
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Ifthereis a plan to return genomic information to participants
and/or their family members or relatives, researchers
should obtain informed consent from participants
whether they and/or their family members or relatives
agree to be notified of such information (see Article
17.4.1). Researchers should respect a participant’s
decision not to receive such information. Researchers
may also inform participants that they can still change
their preferences by contacting the research team if it is

practicable to do so.
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18.4.2
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In addition to Articles 17.4.1 — 17.4.2, researchers may
refer to relevant guidelines, if available, for handling
unsolicited findings in genomic or multi-omics research
regarding whether to return such findings to participants
and/or their family members or relatives. Plans to share
genomic information with participants and/or their family
members or relatives should be prepared in advance and
require approval from a research ethics committee. In
addition, genetic counseling may be deemed necessary,

especially in the case of some specific genetic findings.
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18.5 Other Considerations in Specific Circumstances
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18.5.1 Community engagement, including community
consultation, should be conducted when researchers plan
to collect genomic information from individuals selected
owing to their membership in a particular community (also
see Articles 13.5.1 — 13.5.3). Researchers should include

such a plan in the protocol.
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Chapter 19
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Artificial Intelligence Research
ms3vadrytils:auyg

Introduction
umin

Artificial intelligence research is an expansive and
interdisciplinary field focused on studying, developing, and/
or advancing artificial intelligence technologies, encompassing
applications or machines designed to mimic human intelligence.
Ethical considerations are crucial in artificial intelligence research
due to its potential to revolutionize various aspects of human
lives. Key concerns include issues of privacy and confidentiality,
as well as transparency and the potential for bias. The protection
of privacy and confidentiality is of paramount importance in
artificial intelligence research because of the involvement of
large amounts of data, including personal data. Transparency is
another issue to be considered, as the complexity of artificial
intelligence algorithms makes it challenging to understand
decision-making processes, hindering bias and error detection. Bias
in artificial intelligence systems can lead to unfair or discriminatory
outcomes, emphasizing the need for diverse and representative

data and bias mitigation strategies.
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19.1 General Considerations

Janasaunatl

19.1.1 Inartificial intelligence research, stakeholders should pay
attention to privacy and confidentiality issues, given
the substantial involvement of large amounts of data,

including personal data.
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19.1.2

19.1.3
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Data intended for use in artificial intelligence research
should be collected and processed in a transparent and
ethical manner. This includes ensuring that informed
consent is obtained from data owners, when necessary,
in accordance with ethical standards, institutional policies,

and applicable regulations.
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Artificial intelligence algorithms and models should
be developed in a transparent, explainable, traceable,
and auditable manner, with appropriate safeguard

measures in place to prevent bias and discrimination.
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19.2

19.2.1

19.2.2

294

Privacy & Confidentiality
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Researchers should implement technical measures, such
as encryption, access controls, and intrusion detection
systems, to protect data from unauthorized access
or cyber-attacks. Additionally, researchers should
develop and implement policies and procedures for
data management, including conducting regular risk
assessments and establishing data breach response plans.
Furthermore, real-time monitoring of artificial intellicence
systems should be conducted to promptly detect and

respond to potential security threats or emerging issues.
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Research ethics committees should review whether
privacy and confidentiality protections comply with the

requirements set forth by applicable laws and regulations.
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19.3.1

19.3.2
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Transparency & Potential for Bias
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Researchers should ensure transparency regarding data
sources and the development of artificial intelligence
technology by disclosing data sources and algorithms, and
being willing to explain decisions to other stakeholders,

if requested.
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Researchers should ensure that artificial intelligence
algorithms and models are unbiased, explainable, and non-
manipulative. Researchers should be aware of the possibility of
the black-box problem, which refers to the lack of transparency
and interpretability of artificial intelligence algorithms, resulting
in incomprehensibility regarding how an artificial intelligence
reaches conclusions or predictions. Additionally, researchers
should address the uncertainty associated with artificial

intelligence and implement preventive measures accordingly.
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Researchers should ensure that artificial intelligence
outcomes are derived from unbiased and fair selection
processes, utilizing diverse and comprehensive data
sources without discrimination. In certain health-related
research involving artificial intelligence algorithms and
models, assessing short-term and long-term health
impacts may be essential.
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19.4 Other Considerations in Specific Circumstances
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19.4.1 Researchers should adhere to a set of best practices for
responsible artificial intelligence development and
be aware of the potential ethical implications of their
work, including the risk of artificial intellicence causing
infringement of intellectual property rights.
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19.4.2 If possible, a research ethics committee may include
an artificial intelligence specialist or data scientist who
is qualified by education, training, and/or experience in
artificial intelligence research as a member or independent
consultant when reviewing artificial intelligence research

studies.
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Chapter 20
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Research Involving Children
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Introduction
unin

Children differ significantly from adults, underscoring the
need for research specifically focused on understanding their
conditions, behaviors, and other aspects. Given unique physiological,
cognitive, and psychological development, children are generally
considered vulnerable individuals and groups. Their limited ability to
protect their own interests and make informed decisions necessitates
additional safeguards. In some cases, researchers or other adults
may unintentionally exert coercion or undue influence on children
to participate in research studies due to conflicting interests.
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General Considerations

Yanasaunlu

Determining whether children should be included in
research studies requires careful consideration on a case-
by-case basis, as stakeholders should thoroughly assess
the foreseeable risks and anticipated benefits of the
research study to child participants, as well as the broader

societal benefits resulting from the research study.
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The informed consent process for research involving
children involves obtaining parental permission/consent
and/or child assent. While young children may not
possess autonomy, their preferences should still be

respected to the extent possible.
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20.2  Risk & Benefit Assessment & Justification
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20.2.1 To justify the inclusion of children in research studies,
researchers and research ethics committees should take
into consideration the risks and benefits of the research

studies based on the following ethical frameworks:
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20.2.1.1 Foraresearch study that has the prospect of direct
benefits to child participants and involves no
more than minimal risk, children should be
included in it unless there is a valid scientific or
ethical reason to justify their exclusion.
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20.2.1.2 For a research study that has the prospect of

direct benefits to child participants but involves
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20.2.1.3

more than minimal risk, the foreseeable
risks should be reasonable in relation to the
anticipated benefits.
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For a research study that has no prospect
of direct benefits to child participants but
is likely to yield generalizable knowledge
about the child participants’ condition, the
foreseeable risks should not exceed the minimal
risk. In certain circumstances, research ethics
committees may permit a minor increase over
minimal risk only if the research study has the
potential to generate important social value
and cannot be conducted in adults. In this
circumstance, permission/consent from both
parents may be required unless one parent
is deceased, unknown, incompetent, or not
reasonably available, or when only one parent
has legal responsibility for the care and custody
of the child.
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20.2.1.4 Foraresearch study that has no prospect of direct
benefits to child participants and involves
more than a minor increase over minimal
risk, it should be reviewed and approved by a
highly competent or recognized research ethics
committee specializing in reviewing pediatric
research.
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20.2.2 Researchers who interact with child participants

20.3

20.3.1

304

should possess experience and/or training in relevant
areas, enabling them to detect and minimize any
potential harm that may occur during the research study.
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Parental Permission/Consent & Child Assent
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In general, researchers should obtain parental permission/
consent before approaching a child unless a research ethics
committee determines that a waiver or modification of
parental permission/consent is necessary (also see Article
9.9.4). In such cases, researchers and research ethics
committees should determine alternative methods of
parental permission/consent by considering the foreseeable
risks associated with the research study, the family situation,

the community, and applicable laws and regulations.
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Regarding parental permission/consent, the priority order
for obtaining permission/consent from individuals is as
follows: biological parents or adoptive parents, parents
as defined under the Civil and Commercial Code,
stepparents, welfare guardians, and other persons who
have accepted the child into their care or with whom the
child resides. In the case of a family dispute, the principle
of the ‘best interest of the child” should be taken into
consideration. In certain circumstances, such as a research
study directly relevant to children who are wards (e.g.,
orphanage or juvenile observation and protection center),
a child advocate may be appointed to protect the best
interests of child participants. For a research study that
has no prospect of direct benefits to child participants, it
is advisable to obtain parental permission/consent from

biological parents or adoptive parents.
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Researchers may obtain informed consent from
emancipated minors, who are no longer under the legal
authority of their parents, without parental permission/

consent.
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20.3.5

Researchers should determine the appropriate method
for conveying information and documenting child
assent, preferably in writing for literate children, unless
it has been waived by a research ethics committee
(see Article 20.3.5). Researchers should customize a
format and information to suit each child’s capacities
and needs, ensuring clarity and simplicity for effective
communication. This involves accounting for cognitive
and emotional maturity, past experiences, psychological

state, and personal circumstances.
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In certain circumstances, research ethics committees may
waive the requirement of child assent for certain age
groups in accordance with relevant ethical guidelines and/
or applicable regulations. This may also be applied when
certain factors prevent child participants from providing

meaningful assent.
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20.4

20.4.1
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Researchers should respect a child’s decision if the
child understands and refuses to participate in a research
study. However, in certain circumstances, a child’s dissent
may be overruled if participation in the research study is
considered the best medical course of action for the child,
and the intervention or necessary procedure is available or

accessible only within the context of the research study.
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Payment & Compensation
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Researchers should disclose payment details, such as

the amount, method, timing, and recipient, as part of

Handbook of the National Policy on Ethics Oversight
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20.5

20.5.1

the process of obtaining parental permission/consent
and/or the child’s assent, if appropriate. Research ethics
committees should review the types and amounts of
payments made to child participants and their parents to
ensure that the recruitment process is free from undue

inducement.
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Other Considerations in Specific Circumstances
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When child participants reach the legal age of consent
during an ongoing research study, researchers should
obtain their informed consent to continue participating in
the research study. However, in some cases, researchers
may request a waiver of such informed consent by
providing justification to the research ethics committee

(in accordance with Article 9.9.4).
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In cases where research studies may encounter a
challenging circumstance (e.g., child neglect or abuse),
researchers should have a well-defined plan in place for
reporting the incident and/or referring it to the relevant
child protection services or child welfare authorities.
Research ethics committees should review the plan and
safeguard measures to ensure that the rights, safety,
and well-being of child participants are appropriately
protected.
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Chapter 21
unn

Research Involving Women of Childbearing Potential,
Pregnant Women & Breastfeeding Women
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Introduction
UNUI

Women of childbearing potential, pregnant women,
and breastfeeding women have distinctive physiologies and
health needs, making it essential for researchers and research
ethics committees to give them special considerations regarding
inclusion and exclusion in health-related research. They may be
subjected to an increased risk of incurring additional harm under
specific circumstances where an intervention and/or research
procedure carries the potential for harm to the fetus or infant.
Ethical considerations concerning the risk and benefit assessment
and informed consent are complicated by the fact that research
studies may also present risks and benefits to the fetus or infant.
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21.11

21.1.2

312

General Considerations

Yanasaunlu

Women should not be excluded from research unless
there is a valid scientific or ethical reason to justify their
exclusion. For clinical trials involving therapeutic products
intended for use by a population that includes women,
it is advisable to include a representative number of

female participants.
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Ethical reasons to pursue health-related research
involving pregnant women or breastfeeding women are
rooted in the concept that they deserve equitable access

to effective and safe treatment options. A decision to

Handbook of the National Policy on Ethics Oversight
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21.1.3

include or exclude pregnant women or breastfeeding
women in a particular research study should be
determined based on a careful evaluation of the risks
and benefits (see Article 21.2).
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In research involving pregnant women or breastfeeding
women, where neonates or infants might be exposed to
the intervention and/or research procedures, stakeholders
should also take into account the relevant statements
outlined in Chapter 20.
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21.2
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21.2.2

314

Risk & Benefit Assessment & Justification
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In health-related research, the risks to the fetus should
be explicitly addressed if a research study involves women
of childbearing potential or pregnant women. Researchers
and research ethics committees should carefully assess
the risks to the fetus based on a comprehensive review
of the literature, including non-clinical studies involving

pregnant animals.
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Researchers and research ethics committees should aim
to strike a balance between the risks to the fetus or infant and
the importance of knowledge pertinent to the health needs
of pregnant women or breastfeeding women. Certain research
areas deserve a promotion, such as interventions for conditions
resulting from pregnancy or breastfeeding, interventions for
conditions affecting the general population with anticipated
use during pregnancy or breastfeeding, and interventions for

conditions affecting the developing fetus or infant.
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21.2.3
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In certain circumstances, research ethics committees
may permit a minor increase over minimal risk for a
research study with no prospect of direct benefits to
pregnant or breastfeeding women if the research study
has the potential to generate important social value
and cannot be conducted on non-pregnant or non-

breastfeeding women.
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21.2.4

21.2.5

21.2.6

316

Research ethics committees should not permit a
research study involving an intervention and/or research
procedures with teratogenic potential to be conducted in
settings where women of childbearing potential cannot

be assured access to a safe, timely, and legal abortion.
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In most cases, research ethics committees should
not permit the inclusion of pregnant women in a research
study involving a potentially teratogenic intervention and/
or research procedures. The risks of harm to the fetus far

outweigh any conceivable societal benefits.
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Researchers and/or research staff who are engaged
in the research study must not be involved in any

decisions regarding the timing, method, or procedures
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21.3

21.3.1

21.3.2

for terminating a pregnancy or determining the viability
of a neonate.
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Informed Consent
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Researchers should inform women of childbearing potential
about the risks to the fetus if they become pregnant
during research participation. In certain circumstances,
researchers should also disclose information to potential
participants regarding the impact on their future offspring
and fertility.
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In a research study involving pregnant women, researchers
should disclose information about the risks to pregnancy
outcomes and the fetus, including the possibility of birth

defects, if any, to potential participants. When evidence
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21.4
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concerning such risks is uncertain or conflicting, this
information should also be disclosed to them.
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In a research study involving an intervention and/or research
procedure that may affect the fetus or infant, pregnant
women or breastfeeding women retain the autonomy
in deciding whether to participate. However, researchers
should provide an opportunity for them to consult with

the father of the fetus or infant if they wish to do so.
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Safety Monitoring & Additional Safeguards
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Researchers should implement measures to ensure that

women of childbearing potential do not become pregnant
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while participating in a research study involving an
intervention and/or research procedure that carries the

potential for harm to the fetus.
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Researchers should include a plan, when applicable,
for monitoring the pregnancy’s outcome in the protocol.
This plan should cover the safety and well-being of
women, as well as the short-term and long-term health of
their children. Upon detecting fetal anomalies, pregnant
women should be able to opt for a legal abortion (also
see Article 21.2.4).

fAfomsTsusumsAnmuradnsTasnsanssfluenans
TAsen1539s (unsdifivils) unuiimsnsounqueniudaonse
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Funazszaren onverufisunfveamsnluases andd
AssfmIsinadentunmsviurisungrineld (@le 21.2.4
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21.4.3 Research ethics committees should ensure that no

320

incentives, whether monetary or otherwise, will be offered
to pregnant women or their partners to encourage the
termination of a pregnancy.
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Chapter 22
unn

Research during a Public Health Emergency
NMIS3Y8UBIYNMD:ANIAUAUANSISTUU

Introduction
unin

The occurrence of a public health emergency, such as a
disaster situation or disease outbreak, can lead to a destructive
health impact. Such situations can potentially affect a large
population with limited resources. Research conducted during
a disaster situation or disease outbreak is important to enable
healthcare professionals to search for measures that can
mitigate the impacts of a public health emergency. However,
such research may raise ethical issues, such as risk and benefit
assessment, informed consent, payment and compensation,
community considerations, and resource allocation, including the
provision and delivery of standard healthcare. While conducting
research is crucial in resolving public health crises, ethical
standards should be maintained, ensuring that disaster victims

and/or affected communities are not unduly exploited.
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22.1.1

322

General Considerations

Fanasaunalu

Even though research during a public health emergency
is emergent, ethical standards should be maintained, and
research questions should be justified in terms of their
relevance to the prevention and/or management of the

disaster situation or disease outbreak.

L191119398 U190 1L A UATSITUAVILARTUD LS
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22.1.2 Research should proceed only if it does not hinder
emergency responses. This involves assessing potential
impacts on personnel, equipment, facilities, and/or other

resources that may be diverted from emergency responses.

n15378AsAauN1sAseLlellTArI19N1TRaUAND I D
AMzanay fangIteatunsussillunansenuienaiandy
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9u 9 frevhlideauuluannsnevaussiennznidu
22.1.3 Due to the rapidly evolving nature of research during a
public health emergency, an adaptive research design may be

applied to increase efficiency in medical product development.
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22.1.4 Fair selection of participants is of particular essence
during a public health emergency due to limited
resources. The exclusion of vulnerable individuals and
groups should be carefully considered and justified.
nsfmdengidhsmsiteedausssieduasdfyeds
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22.1.5 The prioritization of a certain population during enrollment

22.2

22.2.1

324

in a research study may be considered justifiable based
on ethical frameworks concerning resource allocation (see
Article 7.3.1). For instance, in the context of a disease
outbreak, certain groups within the population, such as
frontline workers, may be given priority for enrollment in
a research study, enabling them to access experimental

therapeutics if they can directly benefit from it.

nstuaisuaudfyunuseansuengulunisidnlunis
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Risk & Benefit Assessment & Justification

nsusziuanudsasysslevduaznsiivnna

Researchers and research ethics committees should
consider a balance between the foreseeable risks to
participants and the implementation of protective
measures meant to alleviate burden and distress. Risks

in research during a public health emergency can be
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22.2.2

varied and concurrent, including the risks of physical
harm, psychological distress, loss of dignity, breach of
confidentiality, legal repercussions, economic hardships,

and potential unwanted media attention.

a
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aunaszitenmdssinansalldnedidisiunsideuay
mMsthipsnsdesiuiioussmanszuazanunniny
WA Arandedumidelutnsamezaniduduamsisage
anunsodildvanssuuuuuareraintundentu Sasaufennu
FosiiaviAndunenneinenie anumndniednle nsgey
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Research ethics committees may request researchers to
provide a preliminary data sharing and/or biological
material sharing plan in the protocol, emphasizing the
importance of outlining the benefits to the population
or community from which the data and/or biological

materials will be obtained.
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223

22.3.1

22.3.2

22.4

22.4.1

326

Informed Consent

A15VANNEULaNIATUINNEATD

Researchers should design the informed consent process
to be comprehensive and compassionate, taking into

account individuals who may be in traumatic situations.

HI38AITEBNLUUNTEUINNTVOAINBUL DL LAgUBNNATI
AsouAquuardnudiueniiule TneAdsdayanaiionveg
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While obtaining informed consent, researchers should
underscore the difference between research and
humanitarian relief for potential participants to prevent

confusion and misunderstanding.

Tuvaivinisvennudugeulaguennann ;ﬁ%’amﬂﬁwgﬁa
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Payment & Compensation

N5YHULAZANYALYY

While payment and compensation for research participation
may raise significant ethical concerns in research during a
public health emergency due to the potential for coercion

or undue influence, it remains ethical for researchers to
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22.5

22.5.1

address the basic needs of disaster victims and/or affected
communities. Instead of offering monetary compensation,
researchers may provide assistance by connecting them
with victim information and advice services or referring

them to appropriate resources.
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Community Considerations

FaNANTUVDIYUYU

Researchers should engage the affected community in the
research study to ensure that cultural sensitivity is

promoted and respected (also see Article 13.5).

A o
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22.5.2 In certain circumstances, researchers may cooperate with

22.6

22.6.1

328

local health authorities of the affected community to

ensure or promote additional safeguards for participants.

Tuyeanunisal FIdeenasiuiledumhsnuiuguamly
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Ethical Review & Approval
NNINUNIUAIUDILTITURALNITOUSIA

To ensure the rapid initiation of research studies on
disaster or disease outbreak-relevant topics, the ethical
review of protocols and related documents should
be accelerated due to time-sensitive circumstances.
Facilitating a rapid review by research ethics committees
may involve shortening the timeline for document
processing, accelerating ethical reviews by research
ethics committee members, streamlining researchers’
responses, and accelerating the overall approval process.
dielviiladnazannsadunsnuidelumdefiiedesiu
AufvAnsonsssuinvedlsalag1esinda MsnumuAu
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22.6.2 To facilitate a rapid review of research studies,
research ethics committees may necessitate additions or

changes to the review process in the written procedures.
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22.6.3 Under specific circumstances, research ethics committees
may consider the option of conducting virtual meetings to
mitigate potential health risks associated with in-person

meetings among research ethics committee members.
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Annex 1
NMARNUDN

Written Procedqres for Research Ethics Committees
538adumsndualganuaidnusainSunAtuzNSSUNS
DSESSSUNISIVEY

Written procedures for research ethics committees should
include, but are not limited to, the following elements to ensure
that the committee’s operation is independent, multi-disciplinary,

multi-sectorial, competent, efficient, and transparent.

FeuiunisiiiuaudnualdnusdrsuAMENITUNITISUSIIL

Y & \ & M 10 o & A v
n33AIAsaURquBIAUsEnausalUl (WilidAniieawind) welv
FUl931N AL TN UTBIANENTIUNTT UDATE UANUTANAAIEN
#1731 NNVAAAEIUN TANNE NI HUTEANSA W wazlusala

1. Constitution of the research ethics committee
N3MERIAMYNTIUNTTIUETIUNTIE
a. Selection and appointment of research ethics
committee members, the appointing entity, terms of
reference including the primary objective and scope,

and appointment terms and conditions

N1SAMLADNLLAZNITHAIFINTTUNITISUFTITUNITIVY VLY
NUALAIRT YoURANY (@arudeingUszasandnuas
YDUWA) wazdonuakazidaulunIshaena
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2.

332

b. Composition and quorum requirements
ToMNUAYIBIAUTENBULAZBIAUTEYY

c. Function and authorities
wihfiuazsng

d. Training requirements
YOMUUANITNDUTY

e. Management of the confidentiality of documents and

conflicts of interest

ANSINNITHIDINTITSNYIAIUAUVDUBNANTHAL AR
weananaUselewy
f.  Selection and invitation/appointment of independent

consultants, as well as their roles and authorities

m'if-ﬁ’ﬂLﬁaﬂLLazmiL%auj/miﬂé?aﬁﬂ?ﬂm%mz AADANIU
UNUMLALEIUND
g. Supporting office and its terms of reference

diinnuivimihfaduayulasveunnuredtingy
Submission procedures and documents required for review,
as well as the determination of studies that are eligible for
exemption from review
%UG]E’JUﬂ'ﬁ‘EﬂJIUL’EJﬂ’d'ﬁLLﬁ%L@ﬂﬁ’]ﬁ‘ﬁlﬂoﬁL%u@%%%Uﬂ’]iVIUV]’Ju 251319
qumstuninsenulefidhengldsuniseniuannsnuniy
Management of submitted documents
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4. Initial review procedures

ATAMAUNITNUNILTULT N

a.

Expedited review procedures and decision options
Wedunsmumunuuidmaymadentunsinau
Full board review procedures and decision options
WA duN1sNUMUIALANLNTIUNTLUULALAMELAYNS
@onlunsdndu

Criteria for approval and determination of the

frequency of continuing reviews, when required

\nasinnseyiALarnnsfivunAEvesMIUNIUde
des Aunsalfidndu)

Post-approval requirements for researchers
PommuanaIn1seulRd msulY

Procedures to facilitate rapid reviews of research
studies in case of public health emergencies, if
applicable, which may include the preparation of

extra meetings

asl o a

Fiudumaiiesneamazanlunsmumunsfing
AFvegnenadilunsdiliinanzgnidusnuansisag
(mnAetes) Jeorarudsnmsdnnieunisuszyuiivey
G

5. Post-approval procedures

WAHUNINRINTE LR

a.

Continuing review procedures and decision options

A duNTNUMIUABLLBIkaE ANl uNSEnAY
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b. Post-approval review procedures of submitted reports
(e.g., review procedures of protocol amendments,
safety reports, protocol deviation/noncompliance

reports, and final reports) and decision options

AWANMTUNITNUNIUTIBNUNTUNINENRINTOUIR (1
FWandunsnumunisinlaenaislasinisite T1eeu
AMUUaANY T8N TDBULINENETIATINTITY/
msliufuRnungsedovvesandu wazsienulewEss
AunN1TI9Y) tagna@entunisfingdu
c. Site monitoring visits, when required
a a Aa o aNa o &
nssnsuAnauanIunIdy (lunsaundndu)
6. Meeting procedures
aa o a
oA UUNITUIEAL
a. Preparation of the meeting agenda
N153MATENINTENITUSEYY
b. Conduct of the convened meeting and methods for

arriving at decisions (i.e., consensus or voting)

n1saiiunsussyunagIslunsiiludgnisdndu (wu
AUNUANITDNITAIAZLUULE)
c. Preparation of the minutes
nsdnesentunnnITUTEYY
7. Documentation and archiving
nsduiinuagn1sdniuenans
a. Archiving documents, including a document

management system, where applicable
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b. Maintenance of the confidentiality of documents
including the period of document storage, accessibility,

and disposal

M3SnANNEUTBNBNEAT Fasaudsrariaiunisda
AU N5ENE kagn1sidatenans
8. Handling of complaints of participants, researchers, and others
nsdansdedesFouvesdidniiumside {3 wazyanadu 9
9. Quality assurance of the research ethics committee’s
operation and performance
nsusgiuAuAIMAISUURULATHAN1SANTUIUYR AN

ASIUNITITYFITUNISTIY

Note that some or all of the above-mentioned procedures
may be supplemented with guidance for researchers, which may

include appeal procedures and explanations of the requirements.

MU0 : TTANTUNTVIAUUNEIUNTOVINUADIVETUAE
AuRndmMIUIde FeenaTiuislunoun1sansallazniseiuy
Tormug
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The time frame for communication with researchers, such
as the expected time frame from submission to the decision,
should be specified in written procedures, taking into account

the capacity of the research ethics committee.
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Expert Panel
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provided comments on the draft of this handbook. They

represent various stakeholders, including institutions, research

ethics committees, sponsors, regulatory authorities, and

communities. Their names and affiliations or representatives are

listed below in alphabetical order.
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