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Disclaimer

P2INNAAMUSURAVDU

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

A1Us15A

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 National Policy on Ethics Oversight for Research Involving Humans, along with its handbook, is
therefore established 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 of national policy and ethical guidelines is designed to cover various types of research
involving humans, aligning with international ethical guidelines and 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, or sponsors, in conducting
their research operations ethically and to the same standard in a concrete manner.
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Preparation of the National Policy and Ethical Guidelines for Research
Involving Humans

N15399UlBUNIELANYIRT LAZUUININATURIBSTTUEMSUNMTITe TN MasfuNy LY

The preparation of this national policy and ethical guidelines commences with the appointment of a
working group composed of experts possessing experience and knowledge in the field of human
research ethics. The policy was 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:

ANEYINULASIVTINLBNAITENTUNNTINYN FaUsenaunie

(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 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);

NENITUSTINUATLUINIIATY5ITUAING LU Belmont Report 1ay National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research (a.f. 1978) A dod1m5UN13
UFURnsiTeneeddnia : dwuzilun s lUUoR (esdniseunsislan a.a. 2005) Universal
Declaration on Bioethics and Human Rights (84A N19A1SAN©Y TNYIAIEAT LA TAUTTTULAS
AnUsey1v1@ A.A. 2005) Standards and Operational Guidelines for Ethical Review of Health-related
Research with Human Participants (89f n158u1dalan a.f. 2011) Declaration of Helsinki, Ethical
Principles for Medical Research Involving Human Subjects (Luvgauiaulan a.a. 2013) International

Ethical Guidelines for Health-related Research Involving Humans ( Council for Intermational

Organizations of Medical Science (CIOMS) a .. 2016) k@ ¥ ICH Harmonised Guideline, Integrated
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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.A. 2016)

(2) 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);

ulguny wuanns wazngszifovveam AdeiiisadesiunyudluanigoiniuazUssimnady o wu US,
Code of Federal Regulations: Title 45 Public Welfare Department of Health and Human Services
Part 46 Protection of Human Subjects AILOAIEILANS 09 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.7. 2018) kazALOAILIYIA
15 89 Ethical Conduct in Human Research of the National Health and Medical Research Council

Australian Research Council Universities Australia (A.¢. 2018)

(3) 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

WWIN9A3EEIIN NYUe wasngseileululssnelve 1wy wwimisasesssumsinidsluaululsemelney
(usu93us5suNSIveluaululsemalng w.a. 2550) WUINN9RSESITUNTITEIUAN (FUTUISHFITUANS

FWeluauluuszwmelng w.a. 2558) wasnguunenazngsudounUeduld was

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

na1s7 oA 897098 U 5 92189 WHO Tool for Benchmarking Ethics Oversight of Health-related

Research Involving Human Participants (8sAn1sewnsislan a.a. 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
National Policy. 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 national policy and ethical guidelines focuses on
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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 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.

Tunssradlomiluusazun Augiauldienaisuwanisasesssudu o Mfeadestuuniu q lun1séredasaudae
wietelun1sideu Wi Ethical and Policy Issues in Research Involving Human Participants, Volume | (518914
uAZUDLAUBLULYDY National Bioethics Advisory Commission A.¢. 2001) ﬁm%uﬁaﬁﬂuuwﬁ 12 qv-mal,l,azﬂ?jm
Wizusisudugeddasunsundesduasenduiy venani auzvholdnumuidemesauumslminiod
lé’ﬁ"umiﬂﬁ’uﬂiﬂm%‘a 9 ﬁ” 121 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 f.i.
2023) Iagiianfiansauluseninenseuiunslisuy

The drafted version of this national policy’s handbook underwent a review process, wherein specific
feedback was sought from 37 experts representing roles in five sectors:

Aleulsvswie@ adusaldriunszuunsmunu lngveanuAniiudwzndlieavigy 37 au Aduduwnu
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(1) Representatives from universities or institutions;

AILNUIINUIINY NG LT DA NUU

7
wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

(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;

AILNUIINANNTTUNITITEFTTUNITITEALATUNITTUTOIAUNINAINNIATFIU Strategic Initiative for
Developing Capacity in Ethical Review (SIDCER) w%ammgmszwé’maa@mmwamzﬂﬁmﬁﬁaﬁﬁiu

n5398lunyed (NECAST) saudsiunuainiusuasesssunsideluauluusemalve (FERCIT)

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

(4) Representatives from the Thai Food and Drug Administration (FDA) or regulatory agencies at
the national level responsible for overseeing research involving humans; and

MunundTinnuAMEnITINITEIMILAT (88.) YsenIBNUMNUQUATEAUNANSURAYOUMAUg A
n3IeTeITeeiuYYY; uax
(5) Representatives from communities or participants.

AUNUINYUBUNTOHLINTINNTIY

Subsequently, the working group refined the draft of the national policy and ethical guidelines and
presented it to various stakeholders during public hearings. The draft was also made available on the
National Research Council of Thailand (NRCT) website for public comments. The working group
gathered the comments and made further revisions to produce a final version.
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Chapter 1
undi 1

Purpose, Scope & Application

[
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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, there is a need to establish
a national policy to oversee research involving humans in Thailand.
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1.1 Purpose

o

IngUszeen

The purposes of this National Policy are:

¥

YleunguteIi= avuildl

o

noUsTasALine

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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duasuanuinmtiveamdenifeitesivuyed waradiGrnudulalunsduasesdns anulaendy
warAuuegAvesiinsiun1side
2. Toprovide a unified standard for the ethical conduct of research involving humans in Thailand;

and

JalitumsgIudeatulunsiniunisiuasesssnvenidemnetosiuuysdlulsewelve uaz

3. To foster public trust in the research process within the research community.

daasunnulingdavesansisasulunseuiunmsidenelulseuanide

1.2 Scope & Application

%aULﬂJﬂLLﬁzﬂﬁiUi$QHﬂqG{Jl

This National Policy 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 policy, 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 National Policy 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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YSUNTINE

The glossary section is intended to provide definitions of terms used solely for the purpose of this
National Policy. 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. In this National Policy, the term
“should” is used to indicate the greater moral weight of requirements than the term “may.”
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Compliance with this National Policy provides assurance to the public that the rights, safety, and well-
being of participants are protected, and the research data are credible. This National Policy 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 National Policy 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.

n1sufdRauuluieuieniv adudiinsiusesnasisasuindns anuvaeade wazanudueyidves

AT IdelasunisAuases wazdeyanidesianuiiedie uleugwisniy aduilawnsatluliviesneds
Tnggfaladnudenaniiung advayy uag/vseriuguansidefieitesiuuyudlulsemalne laonsudia
audayniuniengmane ldasauunnguunevioedndy sgusnntioveuiuavesulouiswianiiv adull uag

foduniyuiiuendamnuesnisiiuguanside glidwlddadedniisuiaveulunisasivaeunazUjifinn

ngvuewazdenmuaiiungszieunteduldimunderauandsiulunuwnsiunamanaginaaiugu
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Chapter 2
undi 2

Glossary
BASTUANT

Assent
AsaAnNadla (Assent)

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

¥ a 1 a

minnasBuduveninvsedlugifinnuunniemeadJygdgndnduindanuansatunisdadulad

3100

Audit
N135759989U (Audit)
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

N159519ERUNINTTURALLENANSTINETBsiuNSITe et dussuunandudasy ialaenthsnuneluvse

Meuen WeUssliupnnmlagsalarANNgndesENysaiveInfinuidy

Benefit

Uselevid (Benefit)

A favorable consequence arising from the research study

NAANSNANARVUINNNNSANWIITY

Note that, 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 as an immediate benefit resulting from their participation or the intervention in
the research study.

e : TuuSunveamIdeiietteiuguain A1dn “Uselesd” mnefadminnAngauInine e

' v
[ 1A o

fugunmvsennuluegfia visil awnsafinnsanldindivsslenilaenswodidrsiunsidelunsdindu

o

UslavinlasuriuioudunauiannnisinsIunson1sensnuealun1s@n®1 38

Biobank
5U1AN53907N (Biobank)

A repository that collects and stores human biological materials and related data for use in
research

AdNUTIUTILa AU TanTIN YR IR LA Tayati e tosiioldlunside
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Broad consent

AMuBugaNLuUlUAnd1g (Broad consent)

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
anudugenililidmiumsidtlusuaniiiiedesiuaninmidaiuly uas/miedeyaiiieidos

MelAYaULURTNINILUS DUBULIATINANINITIU

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”).

e : ANUBuganLuulanindanudinnziizasieeniaudugendmiunsidaudime uedl

INY o W

YoulnAnnnIINTeunkUUUaeailidivednrinle q (Sendt “AnuBugeuiuuaTaUAgY”)

Children
N (Children)

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

v

yananidaliussgiannglunislimususeuldnunguruneluendrunamavesiuinaniidunsfnyide

Note that, in Thailand, children are generally defined as individuals who are under the age of
18 years old in accordance with the Child Protection Act, not including those who have
attained legal adulthood through marriage under other applicable laws.

vanewe : luusendlne win munedis yaraifiongaindt 18 Yusysal aunseswdygRduaseain us

Lisautaypranussgifnnglaenisausanieldnguunedunteduly

Clinical equipoise
Aaen MN19Aaln (Clinical equipoise)

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

anmun1saivngudidenyyliannsaddalainnisunsnuadlafinitrennvaunin WednwidSeuiieunis

WASNLYIADIIOUIBUINATN

Clinical trial

N15NNaIN19AaLEN (Clinical trial)

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 interventions (which
may include placebo or other controls) in humans
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nsAnwIdeioanuuunLiieUssliuanutasndy Useantua wag/v3anaansing tosiuguaInaui,
NISHINENITONGANITUDY ) V9981 LATDEDUNNE MIBNITUNINKYIDY 9 (Fe91959udI8maen (placebo)

vsemAIuANau 9) ludywd

Coercion

n130uUsAY (Coercion)

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

nslimsvuginazifindunse msadny vemsvusluguiuudy 1 iedsiuliyanadnsmnsfnuide

vseegTilumsfnuidusie lnednsiennnuussaidnseoian s

Community advisory board
ﬂmzﬂimmiﬁiﬁnwwu%u (Community advisory board)
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

nquuAna sulseneumisaufnluyuvukaz/miedunuesans §3adunsruandediivguounas
ssunalsgleriuazyuneosyusy luvpzieaiuilideyadsinvesyuvu Jeya waznisatuauu

#115ulasaN57I981A5INShALASINITNT

Community engagement

N138dIUIIUVRIYUYU (Community engagement)

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
nsEUIUNMITIasIANTILleuar NsUFuTuSsTEnIidouar yuvuludunaue o ¥8enTEUIUNITITY

o v
o o

AauATuReuN1IRaNLUULarn1TRUlNALTnNURUR nmsinusiuTiudeya n13msest wagnis

LN SNANISINY

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.

VBLYY] : VoULUATEINSHdIuTINTeNsueIauandeiuly IneaseuaguAianssune 9 dawansuusly
Jaya waz/v3on15UTnymnTe Wandmsidiusiwedndlanaznisviausiuiu Tudnnands yuwu

a1adenfayliidiusiuiulaseniside Inedeniiagsunsiukazlidnmuwny
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Confidentiality

N193n¥1AUEU (Confidentiality)

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

Jorniulunssnwanudududivesidisiunside lnevibidulaindeyadiudwazdeyadiuyanad
mnazlignidameazlignidameviewdsduivyaravioniisnuilidlasueugin tiuudnalawme

l9suaunangidnsiunside vielaemhsnuivingadlunsaliiay

Conflict of interest

AnudnaLdmsnalslevd (Conflict of interest)

The incompatibility of two or more financial, personal, or professional interests of an
individual, body, or institution such that fulfilling one may compromise another

ANudaiuveInalslovivesdantdaiuly Tudunstu @i ¥5e39an vauAna YUIBIY %38

a0y Fansussarausenisuisonaibilunadeiudnussnmile

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.

nnewme : AutaudamnenalsslevilunmsideiiniudonaUselevivesynna Miieu w3aaa1tue19

4:4 '

i dunadeviogmileuasiniidunaedenugndesanysaiseninugnsieivein1siny1ide wie

ans anuvaendy wisanuluegiifvesdidnsuniside

Continuing review

NSNUNIUABLLDY (Continuing review)

The review process by which a research ethics committee periodically assesses an ongoing
research study to ensure that it continues to be ethically acceptable

N3ZUIUNMINUNUIAEANZNTIUNITZE5TIUNTIeTI N sUsliuntsfnuidenidwfivegilussey

wWalmlainnisnwidedmaduivsusunisasesssy

Data repository
aduiutoya (Data repository)

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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o

nufidnfiuteyavsegudeyaiignesnuuuniiedaiu 4ans was/misulsludeyansideludnvas il
wnsgusaziiuavasndelutisszesnamils aungszideuiidaduldlunisiiduguanisdaiu nisld

waznsuladudeya

Debriefing
NTEUAUNTIUANEAIIUDTY (Debriefing)

The process of disclosing information to participants who have been partially concealed or
deliberately deceived upon completion of participation in the research study

nszvaunslamedayailiaaiadunsdisiulunsfneifeundidisiunisidengnuntadeyaunsduly

viegnaslaviasnais

Deception

N13%aana19 (Deception)

The deliberate act of providing inaccurate or false information to participants, with the aim of
manipulating participants’ behavior or responses for the purpose of the research study
nsnseilaglnunaglideyafiligndewiaidunaundidnsiuniside nefiyaymueiiedadeou

WOANITUYTONMINBUAUDIVBIINTINTITeL N IngUseaAvein1sAnwIde

Note that deception is generally unethical unless it has been approved by a research ethics
committee (see Article 9.9.6).

e : nMsvaenalaeiluiioninasesssy LuudlasusulfanaAugnssunsasessunside (e

9.9.6)

Emancipated minor

fienindudaszainnisunasasgua (Emancipated minor)

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

yprauliagiianganitnadinisussaiinnglunislianudusenlanunguune uildsuaniueni

ngvnelugugdlvgilemnaniun1saldning Wy nsausarsermasna

Note that emancipated minors are considered capable of giving informed consent and are no
longer under the legal authority of their parents.

e : Jleriiidudaszannisunasesquadiodnanunsalianudusenlifenueuazliognele

g1uaUnATaInINng MinevesUnaAsednsialy

Exemption from review

A158ALILAINNTTNUNIU (Exemption from review)
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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

Useinnuaen1siansanlagAnenssun1sasesssunsidenungseidouresanitu issyinnisfinwisede

Seaialdegnelddeinunsungseideuiardesinsnuniuduasusssukaylasuniseyda

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.

wngwie : MseniunmMsumueIalidmsunmsfineidenneliinanudsuinties (negligible risk)

[

AoflinTINNIdY MsedmiunisAnuideiineesiudeyailamesoasisaeviniy luuinsdenld

dwsunisfnuilifedunsidennesdesiuuyud

Expedited review

NINUNIULUULS) (Expedited review)

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

‘Ui%Lﬂ‘V]‘TJE]\‘mWi‘V]UWJ‘L!ﬁuaﬂL‘Vlﬁa‘ﬂ’]ﬂﬂ’]i%‘UM’JuIﬂUﬂmzﬂiillﬂ’]iLL“U‘ULﬁiJﬂﬁuz FIABENTTUNITIS LTI

ndeldlunsnumuazeyliinisinwideiinertesiuanudsssiedidisiunsideliiuanudes

'
o

|24l

Note that “expedited review” may sometimes be referred to as “accelerated review” or
“delegated review” in some other ethical guidelines and/or regulations.

VUIBLIAE, : “NITUUMIUBUULSY” UNASI19158N77 “NISIUMILLULLTISA” %38 “NISNUNIuLUY

waune” TULWININRSEsTTIkaY/viseng uleuduy

Ethical standards

WINTFIUNI9II85534 (Ethical standards)

The set of internationally and nationally recognized ethical principles and guidelines to ensure
that research involving humans is conducted in an ethical manner

YAMENNITHAZLLINRSEETINN IS UNsEanUlusEAUanauagseAvrAnyh lituladinsideieades

funyudlanliunsegadliasusssy

Good Clinical Practice

A aa

n13UUAN15398N1eARTin?IR (Good Clinical Practice)

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
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]
av a a

WNIFILAINTUNITEBNLUY NMTANTENNNT MITUTN N13ATIEH kaEN1TTIBNUHANMTITBNNe i
uywd Tin1sfulseAuindns anuvaende wavanudusgifvesidnsiunsideldsunsduases was

JayanarnanTIeNTenuliauiLgede

Harm

un318 (Harm)

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

HansgvuAuauvsamsnsallidfisUszasdla 9 Nonainainmadisulunisfinuide

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

B SunT1efilanateukuy 399u88unT18M19519018 SURTIEN19Rle duRTIen1ediay

BUATIINNNVNY UATTUNTIUNIUATEFAR

Human biological materials

'3’6193%’23’1’1‘1/!%8\1&1‘;‘1&85 (Human biological materials)

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

Tandloananuyed (W den Jaanz oluy Welde wad Mwe Wisvesvalusaneniofandu )

- =3 Y 14 awv o 4 A o o A 'Y %
orfusIunuiieinguizaidnsidednne wiaeinguszasdla o lnenanimselildnanisly

v £
o [

ourtiuTanmaavgnihunldlunsise

Note that the term “human biological materials” in this National Policy 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.

o )

wewe) : A1dn “Jananmvesywd” Tuuleuiguvieni advilidunutelaginnildunanues

Y o

Favndlad (1w wadlatl (cell line) fismuneluriowmann) Mldeugnlilimsszydiypaaiiduiuiiie

VoI Tan iy

Impartial witness

weuglaifiduladiude (Impartial witness)

An individual who is independent of the research study but is present during the informed
consent process as a witness, attesting that the information in the informed consent form was

accurately explained to and apparently understood, and that informed consent was
voluntarily given by the participant or his/her legally acceptable representative
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yanafiudaszannisfinunide uregluseninnszuiunisverudusenlugiusneu Wesusesh
Joyaluenansteyauarvennuduseutulasunisesungeggniesazidilaliegadaan uagdidisu

nmdensegunulagveusssuliauduseulagainsla

Incomplete disclosure
nsWaedldasudiau (Incomplete disclosure)
A situation where researchers withhold some necessary and relevant information during the

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

sl va o N <,

anunsaiiideunUateyanindunasiieitesiunsfinuidelussninnseuiunisveanudusenlay

U

<

vennan Iudunislildvennanigiionadnsinnmsideifeiumsfinuifeedrsnsuiu

Informed consent

n1svaANBuLaulaguannana (Informed consent)

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

nszuIuNsNumARalasunIsuennanluynwiyuvenIsAnyIdenneatesiunisdndulavewuasanag

TagasnslanaznsinlunisAnwidetiu

Informed consent form
Laﬂﬁ’]i‘lgllaﬁ;ljaLLﬁ%‘UéJﬂ’J’]&@UEJE\SJ (Informed consent form)
A written document that outlines the information provided to potential participants during

the informed consent process and documents a participant’s consent for involvement in a
research study

wnansiiduaednvalidnustasudeyandawienlifudionadnsunisideluseninszuiunsvenny

gugaulnguennan wasduiinanudusenvesilinTiunsifedmsunisidiusulunisfinunide

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.

1

vy enasteyauazvealindusen luinaveyglusuuuunseaiunieguuuudidannsednd
Uszneumediudayauazdiunansnnudueey lnsenadawseuduenaisiuatubier vieonadaniey

wenudnlideyauazdiunaninnudugeunl

Informed opt-out procedure

nszUUNIsAaNeanlaguannal (Informed opt-out procedure)

A mechanism or process through which individuals are automatically included in a research
study unless they actively choose to be excluded
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nalnvsenszuiunsiyanalrgnsmeglumfnuidelaednludd Liuudninnazdeniiszgndneen

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.

newe | nsrUINNIsEeneentneuennauAnavaInIsnsidendilileenily duaradeadioniiaz

WsnlunsAnwnIve

Institution

#01U% (Institution)

A public or private organization or agency, whose employees or agents conduct research
involving humans and that provides support for research-related activities

DIANIVTONUILNUNIATTVTBLENYUTINTINUVS oML UALTUNTITeneteiuNyed lagosdnsvse

whsaulinisatdvayuianssuiieatesiuniside

Note that an institution can be either an educational institute, research institute, or hospital.
wanewie - aandusraduldisandunisfing aantuise wielsmeuna

Intervention

N1TUNINLES (Intervention)

A manipulation or deliberate modification of the participant or the participant’s environment
performed for research purposes
msdansvidensuiudelasinuniinsgyindudithsiunsidevioanmundenvesiidnsunsideite

TgUszarnside

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.

VNER : AT “MITUNINLLY” @NvEneANuTINieRanTule 9 Adulunsiteviliguainve sy uds

v

Tu papnIutunauNIINIENnla 9 Allunssivsudeyanar/vseantinimiiensidy Feeganeld

@

INAANUTIAU

Legally acceptable representative

E:J’Lmuiﬂsl‘ua‘US'ﬁﬁJ (Legally acceptable representative)

An individual who is authorized under applicable laws or recognized by institutional
regulations as acceptable for providing surrogate consent or making decisions on behalf of
another individual who is incapable of giving informed consent

yarailisuaugnnelingrunevselasunisyeaniuniungseilsuretaniduinaiunsalinudueey

wsedndulaunuyaraduiiliamunsolianuduseulaglasunisuennaniieals
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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.

o 1%

wanewns) : luueaaiunisel funulaereusssueraiduyaraficnausass gausa dunases §auduniu §

U U

o ¢ a

ayuIa Jiving aundnluaseunsinlngdn Jaaunaseguayanatiu vsegunuiduniveusuludny

Minimal risk
A (Minimal risk)
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

o

sgauAuEsalaguannstTnlunsAne A Tendvuawazanudiaziluresdunsienainnisail il
1nluninseAuadssnuszenIlUeTglutinU s iunis luseni1en 1T NNENEaN TR Y

PNNIAINYINNUNG

Minor increase over minimal risk
a A a & w E o . . . . .
AMMULHSINLNULANUDHANNANULHYIAT (Minor increase over minimal risk)

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

sAuAMudBITiiuadsssl uwilineliindeanaureguainuazainudusg idvesdidisiunside
oeslitodAty

Monitoring

n13AAA1Y (Monitoring)

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

n1snsEyhvaINsiiuakakasUszliuauiInivensanwIdeie iduladndnisandunis Juiin

WAZI1EUNILLENE15LATINITITE FTANTUNULINIFIY wastarruanungseleunUaduly

Noncompliance
n1sliujianungsziisuvesanity (Noncompliance)

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

4

ADUNISAIN

YA o

iideviseridnlddnudedulivfifnungsuedovvesaanduimiuguanisidenineadesdiv

Uywe

Parents
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ﬁziﬂﬂﬂiaﬂ (Parents)

Mother and/or father of a child or persons who are responsible for the care and well-being of
a child

wsnuaz/vmiednuenin wisuanafisuiinveulunisguanazauiuegifvonin

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.

vnewe) : i3 “gunases” teevialumneda danunsendlinidaviedniunsayasssy sgaslsinnm Tu
vanunsaliie Tnguszasalunslaundsniseugin/mnudusesuaingunases “gUnases” 019

MNEANUTINGY {UnAToINUsEIIaNg e uniskasnilvd Weldeauiides funasesaiannimues

%2
SN o

anuiidnnadununguineiieduasonin wazyaraduiisudnlilupnuaumsuideagsedunnedeet

e

Participant

HL1d132un153938 (Participant)

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

ypRaRaegnitdeya Tandinm nien1sneuaueIion1TNINLYe Fansedu nien1ulae iy unld

Ainw way/visolnseiiioTngusvaan1sidy

Note that “participant” may sometimes be referred to as “volunteer” or “human subject” in
some other ethical guidelines and/or regulations.

Y

e : ‘{13158 UNATIoNAEENIY “enanadns” vive “Kgnd
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u” TuluIn19asussuLay/

waangzilauau

Personal data

Uayadiuyana (Personal data)

Any data relating to an identified or identifiable individual

v

Joyaln q MAgfesiuyaranssyfnumseansaseyfnula

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

winews : Teyadiuypaaiudimivedoyadiud Myaiuindudeyaiifefesiuinuresyaaalag

FUNE
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Post-approval activities

NANTIUNAINTOYIIA (Post-approval activities)

The ongoing activities required for researchers and research ethics committees to ensure
compliance with ethical standards after the research study has been approved

Aanssusieidlosndndudmsuiideuasannssunisasesssunsideiieiiulafiansuf iRauuinsgu

NAFLTITUNRIRINNIANY I AT U

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.

VUL : AINTTUNGIN1T0UTAATOUARUTINITIIBIURALNITNUNIUAUAINEIVBINISANYITTY
AADAIUNITIIEIU NTHAMIL BAZAITNUMUTDTNasUANLUaenN S onsMYIn1slaauulUaNn

wNanslAsnNsITe way/vsensliufiRnungseidsuvesanidu

Potential participant

val

AN919141391n153398 (Potential participant)

Y

An individual who has been identified as a potential candidate for enrollment in a research
study

uarafilasunsszyIndudiionniinuaniinssiuinasidmsumssudilunsfineide

Privacy

anuludiuda (Privacy)

A domain or state within which individuals are entitled to be free from public attention,
intrusion, or interference by others

YouLavspanmAyAraliansiavdudasyannanuaulavesasnsavy N15YNIn WeNITUNININGRY

Private information

%’agad’méﬁ (Private information)

Information about an individual that occurs in the context where the individual can reasonably
anticipate that no observation or recording is transpiring

Tayangfivyaraiiiintuluuiuniiyaraaunsananisalliegvaumnaunainagliiinsdunavienis
JuiiniAntu

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.

e TeyadiudidesniceyaiiudasynnaliliiieTnguszasd dnie Tnefinunianisi

auwmnaunaglignilameseasisaevseliiiioTnguszaddu
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Protocol

L@NET5IASIN15I98 (Protocol)

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

enansfiedutganuluu wiawa Jnguszasd n1sesniuy 35 definnsanduasusssulavada waznis

dannsdnuie Weldiulainnmsfnuideazdniiunisediadussuu lhunsgiu waziiasesssu

Note that the details of some of the above-mentioned information and/or considerations may
be provided in separate documents referenced in the protocol.

ngLve - 1eazidunvestayauaz/misdeiansandisduuisdsenisenadawisulilulenarsiuen

savn laein1senedeegluenansinsiniside

Protocol deviation

nsueauulyannenansinsaniside (Protocol deviation)

Any change or deviation from the research design or procedures defined in the protocol that
received prior approval from a research ethics committee

n1sdsuwdamienisideauule 9 lWainnseantuunsidenieduneun1sided seyluenans

1a5aM93deilasuonifaInAmenIsUNIITESITUNITIBNOUNTNT

Note that “protocol deviation” may sometimes be referred to as “protocol violation” in some
other ethical guidelines and/or regulations.

nnewme : “n1sidesuuluannenanslansinisity” veasienaneia “mMdiiuenanslasiniside” Tu

WI935 IR /MTaNng seLlauBu

Quality assurance

miﬂi:ﬁ’ua‘mmw (Quality assurance)

A systematic process used to ensure that the quality control system is effective

nszuunsndussuuilditerihlidulainssuumuaunnnmiuszdnsug

Quality control

N13AIUANAMANIN (Quality control)

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

WInINIIUTeTunuTIMEiialunsiionsivaeuiItlaussademmund s uannInvefianTIuN

WI989NUNNSIVY

Recruitment

N1385MIALU13IUN5338 (Recruitment)
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The process of searching for individuals who may be interested in participating in a research
study or identifying potential participants
nsrvunsAUMyARaetvaulalnTnlunsAnyIde vieseurnonad iy

Recruitment materials

’S'a@ﬁi%'asimﬁjtﬁ'ﬁmmﬁﬁa (Recruitment materials)

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

wnansfifuanednualdnusviedelanimila q liinazeglusuuuunszmwiiesuuuudidnnsedind Ald

Dudunilweanssuiunsassmfdnsiunsive

Regulatory authorities
mizsaumiugua (Regulatory authorities)

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

U o

mignuvesignisvesanduniowaiidugia fvue LastsAuldunsgIunisesssunienguiiy

dmsunsideniieatesiuuyed

Research

N15338 (Research)

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

4

msfinwAuadl Sinsent vieneasseg1aduszuu suasilinldundadoiaads anuilvl wiendnnisly
1Tunsasng vqud wieuuanislunsujun ieiduiugiuvesmsimuisiuineidians walulad
dpumans dywernans war@auingin1suaueng q sawvaieadeuinnssy suagarunsatunlyd

Useleville

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”).

vanews : f1in “m9de” Semnefamsanaaevesadusyuuriefanssufieenuuuaiiiewmunuied
dnlunmshldgesdamiihlulildegraniumnadoaudilsluideriousnngnisallausingnisal
sl fiall liswdsianssuduassuguaudniviefldsumds wasnslinansusinaasiddlallfsy
aufuann1MAaeINIeAGIN @3un31 “nslfeiunnissy (compassionate use)”)
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Research ethics committee

AMIZNIINNITIIVTIINN9I98 (Research ethics committee)

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

nauyAradaseninthnsuiinveulunsiliiulalunisduasesdns anudasade wavanuduegifves
0157139y wagiinelindnuseiunnassuvuneInunsAuATewing 1 lagn1smuniutazeylf
nanslasinsiveuasonasiisatosmidulumunnsgiuneadesssy Sudnsnumumsanyidy

DU DLLDIAUNTENUASIAUNTANEN

Note that “research ethics committee” may sometimes be referred to as “institutional review
board”, “independent ethics committee”, “ethics committee”, “human research ethics
committee”, or “ethics review board” in some other ethical guidelines and/or regulations.

NG : “AMENITUNITITEEITINNTINE” v19rfe019158n91 “AnIZnsTUNSNUNILYDIEDTT Y

@ o

“AYNTIUNITISYTITUDATE” “ATNTIUNITISYSTTU” “ANLNTIUNITISYSITTUNISIFENLALIVIAU

UYWE” Y38 “ANENTINNITNUNINATESTIN” TukuInNeasesTsuLas/visengseileudy

Research involving humans

av o a Yy o ¢ . .
N13YNNYIVINUNYYE (Research involving humans)

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

o

fAanssula 9 AdnIdunsided (n) dullunsiuyaea wielildun 1 Anw waz/vmiolesesidoyawas/

o

FodanTinn v3e (@) laun 19 Anwn Jesead wag/m3eaiedeyadiudinanunsassydnuliuas/mie

=

@

TanTnniianunsaszuinuliieingussasiniside

Note that “research involving humans” encompasses various disciplines, including medicine,
health sciences, social sciences, humanities, education, and technology.

e : “MITeieIosiuuyyd” ATEUARNEAIYNIYIANG 9 TIAINITUNNE TINerERSHUA N

drumans uyvemans n13inw wazmalulad

Research study

N15ANE1398 (Research study)

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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N19A5vERUNS anINsTUM TusEULLaLilATIAS 197 88N UL N BN UAINIUNITITE SN E VS NAADY
auufgiudnnne lneufUiRnuenansiasinisidefiaguituariuneusingdmsunsiusiusudeys

wazNTIATIEUBY

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 investigation or activity.

MW : A1 “NsAneITe” nunefinideussanialssinnuilindntunuaauidevseanufgiu
n9Iddme luvariidni “mside” Wudiluinseurqunisnsisdeuniaianssulssinnmn o 7

A119AIN

Researcher

a o

Q’q ¢ (Researcher)

An individual who is responsible for the conduct of research involving humans

yaranintnsuaaveulunsaiiunsidening e siuuy e

Note that the term “researcher” also refers to the leader of the team (sometimes called
“principal investigator”) who has overall responsibilities for the conduct and overseeing of the
research study at a study site.

g : 31 ‘6337 Svneiuimihin (Liesasendt “gidevdn”) Flivihnsuiaveulaesiuly

U

nsadumsiagituguansinyide o ANTUNANEYIVY

Risk
AMaAe4 (Risk)

The probability of the occurrence of the harm and the magnitude or severity of that harm

Anunzfufitsiindunneuazaunnion N TULITBITURT BT

Scientific validity
ANNYNABINIAINYAEAT (Scientific validity)

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

ANATNYBINTOBNWUUNNSANYIIY seideudBide wavnsinsien ieliduladmansidenlaundiay

andesuazteiiold

Scientific value

' a 4 . oL
ANAINININEIANERAT (Scientific value)

The contribution of a research study to the body of scientific knowledge in a particular field

nsmsfinu3ITeddnlunsilugesianuiniinemansluaiulaavivile
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Serious adverse event
mqmsm‘lﬁﬁwixmﬁ%mm (Serious adverse event)
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

winnselldfisUszasdvnanisunmdla 9 7 (n) dwalidedio () Juduasefadina () deadsunis
Shwlulsmeuiansedaszeziiainisinwilulsmeuia (1) dwalifinanuiiniswislianuaunsafiag

pguLYTeEAY ¥3e () AAuRAUNAwAiavSaANRinIsuALTn

Social value
AMAMIeEIAY (Social value)

The practical benefits for society that might be gained from important information generated
by a research study

o

UsglewilunsujiRdsauenalasuanndeyadidgyiiinainnsinwiide

Sponsor

v o/ a o

WAUUAYUNITIVY (Sponsor)

An individual, company, institution, or organization that takes responsibility for the initiation,
management, and/or financing of a research study

yAna U3 an1du viseesrnsidvtnsuinveulunssisy nmsdnns way/vsemstinuatduanunis

ANy

Note that some researchers may take some or all responsibilities of the sponsor and may be
called “sponsor-researcher”.

va o a a £

e : §Rveuauenaiinihisuinveuvesfatvayunsidelunsdumiteriomn waveraseniniu

ya o LY

“FAfendugatiuauunisidedie (sponsor-researcher)”

Stakeholders
#adulddaude (Stakeholders)

Individuals, groups, or parties with an interest or concern in research involving humans

unAa Nau visere AAvaulavtedeinalumsideniietosiuuywd

Note that although stakeholders in research may include several individuals, groups, and/or
parties, the term “stakeholders” in this National Policy primarily refers to four key
stakeholders: researchers, research ethics committees, institutions, and sponsors.

e : wiigidulednudelumideenasinfisyana nau uag/v3eHe viangau vianenau waz/vm3e
waerie A1 “Hildladiude” Tuuleviswisni v aduillaendnuamunediedldnladudondn 4
fe TowA {338 AngnITun133esIINMITe andu uasgatiuayuniside
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Surrogate consent

ANNBUYBNIINAMNY (Surrogate consent)

Consent obtained from a legally acceptable representative of an adult incapable of giving
informed consent

ANuBugaNiilasuangunulneveussinvesyarafiliaunsalinnudusenlaslisunisuennaniiedta

Therapeutic misconception

nsiirlaiindndunissnen (Therapeutic misconception)

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

anunsalfgidrsumATelidnlamnuwandisenitnmsidiinlunsfneddedunnsidasunisgua

Shwvmemsunmgauanasgiudmsuanuiulisvenu

Unanticipated problem
ﬂzuumﬁ‘lsimﬂﬁﬂ (Unanticipated problem)

Any incident, experience, or outcome that is unexpected, possibly related to research
participation, and places participants or others at a greater risk of harm

¥

wiAn1sal Usgaun1sal vsenadnsle 9 Nlin1efa Fee1aieadesiunisidisiuniside wagyinligidnsy

U

N5IdevIeyYAnadullANNEsIagAndunTIBINTY

Undue influence

answatnuas (Undue influence)

The use of an unequal power relationship or other means to exert unjustifiable pressure or
influence on individuals to participate or continue participating in a research study that they
might not otherwise do

acd A

nsldpnuduiusigediunanlivinfeniunieisouieasusinadunia ddnsnasesliauvnaunase

v

uaraieliinsvseadsalunsAnuiidese visinanwietaliseinii

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”.

Mg : BnSnaiiualseaTmianunsaindnsiavenvaweinniuluvselimangan welilaun

@

FemuBugaNveinTINTIReNndwlunsfinuide Tnedasodnsunuivavaureegidisiy

N33 Jauneasasendt “nspelaiiuals (undue inducement)”

Unsolicited finding

1%

defidunulaglsildasla (Unsolicited finding)
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A finding that is discovered unexpectedly or unintentionally during the course of the research
study and may predispose to a disease or condition unrelated to the main research question
or purpose of the research study

'
a

dsigndunulaglinefevseldldddaluszninnsfinuideuazeraiislenansdulsansennz il

WNeasiumaunsITenanvseingusvasdvainisfineide

Vulnerable individuals and groups

yanauazngulszus (Vulnerable individuals and groups)

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

nguuAAaNIIAANaIIaUNEIUrS o inualunsUnUewauselevivesnuiesduilownainadng

W12 UNVDINU

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
independent consent.

B : uARakazngussuealiausadndula den nisuanseanliegnedasy vieealyl

anunsoAumsamueslieg e inuduseulne dase
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Chapter 3
undl 3
Policy Statements

Awnasuleune

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 the
recruitment of participants.

antudesmmuauleutefissyinnsd@nuidele o MAvidesivuywddealdsunsnuniuuaseyslifinig
9385551lAgAMLNTTUNNTITLFTINNTIVUADUNILITUNSAN Y ILAL/MF0ATTMHIU1T NN
Institutions must establish a policy to ensure adequate resources and support for the quality

and efficient operations of the research ethics committee.
an1dudeanmuauleuieialiiuladi anenssuni1satesssunSITelasunsnensuaznsatuayui

Wiganesian sadunuegllnu nkariusyansaIn

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.

2

andussaimunuleuenigidennauludialasunisiinaususnuasesssunsidenieatesiuuyeduas

Y
AU NN UNY YR INNINTFIUNNITESTIILAYN Y Se TaunTeAuly

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.

andusaimuauloueNigideuasnssunisasesssumTIdedameanudaudmamaysyleviiieides
funsfnyiidefinanuifiduierdemsedudnumu wasibiiulaindiiesnsiimunzaulunisdnnng

AU NS T B a1

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.

ANENSTUNSIBEsTTIMSI T dimThiisuRaveuvdnAemshlsiiulednams maensds wazauuey
Afvoufidnsiunsiselasunsduases Fosdndunununinsgiuiiieidos nasnsunguaneuas
ngasdouideduly

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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AMYNITUNITIIUTTTUATIVUNRUINNUMIUENENTIASINITITBaziend1s7n 89 elidulainng
Anwnideidulumuuinsgiumnaiesssy anusuiiateuisiudinsmumunisinunideedenaiieniy

YIWIATNUNLAUNUTEAUAMULAYIVBINTANYINY

Research ethics committees must have the authority to operate independently. Their decision
to disapprove any research studies must not be overruled by institutions unless there is
evidence of an abuse of authority.

ANENTINNITITLETTUMITedpaliduanihnlumsaiunued9dase nsdeduitlioyifinisfinuide

Aotligniindndlaganitu Liuudagindngiuinfinslddmnanhnlumsiiveu

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.

AMYNTIUNISIZEFITUNTITeRBIANIUTalalunsImaanarn1satuu tnglUaneasnUsenauway

o a

FAfuni1svesauenssunIsaaansisay webidulalunisysulaveunasdaasuainuliindaves

as1saurungluUsErANide

Research involving humans should be conducted by researchers or research teams qualified by
education, training, and/or experience in their scientific disciplines, as well as in the ethical
conduct of research.

Vs

n53definegItesiunywdmsanidunslagITevie augiTenlauaudfvungauaun1sdng n1s
Hnousy way/vseusyaunisal Tuanuismedmansinegided aaanaulunisaiiunisiieeg19iasesssy

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.

fRdefidenniumeasesssulunsafiunisfneidevesnulilulunuenaisiasisideildsuayiifann

o a

ANYNITUNITITEFTIUNTIN wazUuURnungseilevvesaatuiniuguanisidenneitesiuuywd
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Chapter 4
unii 4

Ethical Principles

NaNI3Y5IY

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.

N15338 AU UL ¥EIAIT VAN S UANAITNINATETTTULAE BIINVANTETTTUTUNUGIU 3 Usen1T 9

[

ajUaglu Belmont Report lakA ndnn1sia1snyAna nanAMUTEleYd wasndngfsssu naanIuLLINg
FFUsTINMAYITEY wazngruneuasngseieunveduly

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.

'
a o o oA

dns anuvaende uwasanudusgfifveidnsiunisidemsiodudeiarsaniidAyfige wazeasl

AR TN IINaUTE eI INe AR SuaY/ M0 19dIRL
Research involving humans should be designed in accordance with current scientific disciplines
and ethical standards, and it should be described in a detailed protocol.

ns3deffiertesiuuyedrslasuniseenwuumuaIvIzIMInermanstludagiunazunnsgiuni

9385550 wazmsesueliluenaisiasinsidelauazden
Research involving humans should be initiated and continued only if the foreseeable risks and
burdens to participants are justified by the anticipated benefits.

mMdeineesiunyedmssuwaganiunsae fraliennudsiininnisalliuaznsededidnsiunis
Wedwamaduaunisdlawieuiulsslevinaanis

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.

nsAndenid1snNTITeasinnumiietlaraenaneiuingUirasin1side yaravisenduusyynsi
anvbisulsglevinnnsdhsiunsideldmsgndneenegidliidusssy wiimnieaazianusizui
<

Al

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 a 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.

nsiasnyananIIaaNaRnsalunsandulaiietestunisvenisanadla wagnislinisundesdunses
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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.
wnsnsfisulumslasunmaihlvujofiiieduasesnnududimesfidisunmsideuaziioshvinudy
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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
unii 5
Scientific Value & Social Value

AMATMNIAINEIANAASTLATAMAININET AL

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 addressing significant
research questions. It is important to note that scientifically valid research may not have scientific
value if repeatedly conducted without generating new knowledge. However, in some cases, concerns
about the reproducibility and integrity of research results may justify 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 wide dissemination of research results, collaboration with community partners,
and engagement in knowledge translation activities for the practical application of research results.

aurmsdsaumnedssslovilunansfims@nuiideiangdeny Tnefinrsanfmansenuiduaniinsdnwide
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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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General Considerations

Janansanaly

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

o
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While scientific value and social value provide the essential rationale for conducting research,
they cannot justify subjecting participants or communities to mistreatment or injustice.
Research involving humans should adhere to ethical principles, upholding human rights and
demonstrating due respect, safeguard, and fairness towards participants and the
communities within which the research study takes place.
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All research personnel should be qualified by education, training, and/or experience, including
human research ethics training, 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
NS AANAFINTUAMAINIINEIAERTLAZANAINIEIAL

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 a research
study, particularly when it does not offer the prospect of direct benefits to participants. This
justification should be clearly articulated and rationally stated in the protocol as part of the
ethical considerations (see Article 2.44).
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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

FaNANTUIDY 9 Tuda1un1salaNIg

In clinical trials, clinical equipoise should be evaluated and justified in relation to the scientific
value and social value of the research study. The justification for using a placebo, no
intervention, or other controls as a comparator should align with ethical standards.

lun1snaaeaniendidn aasnmnieaddn (clinical equipoise) AIsgnUsElinLasiliivgnaguaunlsing
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Chapter 6
undi 6
Risk & Benefit Assessment

A1sUsEiuAMUEgawazUse el

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 either direct benefits to participants 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 General Considerations
Janarsanalu

6.1.1 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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In risk and benefit assessment, stakeholders should focus solely on the risks that may arise
directly from the intervention and/or research 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.

TunsUssduaudssasusylond ldnldduismajuiuanzmudsdonafiniulpensainnis
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Measures to minimize risks should be considered in light of competing considerations
regarding the scientific validity of the research study and others, such as the selection of
participants.

WnsNsanAdenIstasunsiiatsan Ineilatade lddusenineanugndesmnaingrmansvednis

AnwnIfeuardu 9 Wy N1sAMERNELIINIINNNTIRY
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.

lonaniaziinysslevilaensadedidniiunsidemslasunstssliulaedanudngiunmdinemansi
iganevisedeyaniieglulagduiieiiudnuaevesUselovinmaniuwasdnaylasudselovit
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).

Anudsinansallauas Usslevdiiaandenisiasunisdeansiidnenadrsiuniside lusening

nszvIuNTsveAuBuyenlaguanna (AU 9.3.1.3 - 9.3.1.4)

Risk & Benefit Assessment & Justification

nsUsziuadidesuazyszleviuasnsliviana

Research studies involving humans should be initiated and continued only when the risk-
benefit profile is favorable and justified.

nsfnydefiieatesiuuysdassuiaraniunisdensedonaasivesninudssasyssloviogly
NAUIFRLAEIMAHATUALAITVINTY

6.2.1.1 If there is the prospect of direct benefits to participants, the risks should be
reasonable in relation to the anticipated benefits to the participants.

mndlenaiaziinuselevilagnsanodid13iun13d9e Anudesnisauvnaunalag
duiusiuussleniimaniedidnTiuniside

6.2.1.2 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.

mnlaidlenanazifinysslevilagnswiofiinTinn1side anudedliasiiuaiudssn
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Prior to approval (see Article 15.4.1.2), research ethics committees should assess:

neunseullasin1539e (9l 15.4.1.2) ANNTIUNTSITEFITUMTIEAMITUTEIEUDN

6.2.2.1 Whether the risks are minimized; and
Audssgnylvivietesiaaudviseld uway

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).

ANudgadieaumgaunalaeduiusivuselevdi aanisneid13un1533ev3e

AnudAnyvetesrnuivisely (gle 6.2.1.1 - 6.2.1.2)

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).
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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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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 the participants or relevant groups within the population will
have reasonable access to these products or interventions, when applicable.
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Chapter 7
unii 7
Selection of Participants

nsAndengidnsiunsIdY

Introduction

unin

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 General Considerations
Fafiarsaiialy

7.1.1 Stakeholders should ensure a 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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7.1.2  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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7.2 Fair Selection & Approaches
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nsAndanag1ulusssuwazisnis

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).

Aiduasdabiinshidenalunisdisiunsiduegawindfisudmsugnanadisiumsidennau tnald
misdnlantauarakasngulsizulunsidisunsdneddemnluiimananidinendanswas/m3e

PWesTsunminuiu (gl 12.2.2)

Researchers should develop a recruitment strategy plan that will ensure an equitable
selection of participants and provides justification for the approach taken, taking into account
other considerations outlined in Chapter 8.
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Other Considerations in Specific Circumstances

FaRsandu q Tuaarunisalisiwng

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

selecting the population may be based on ethical frameworks concerning resource allocation
(see Article 22.1.5).
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Chapter 8
unii 8

Recruitment of Participants

N1383559EL139UN15378

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 according to the research context, such as 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 context of the research study, 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 General Considerations

Fanarsaunaly

8.1.1 Recruitment activities should uphold the ethical principles of respect for persons and justice,
which 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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8.1.2 When recruiting participants, stakeholders should strive to promote voluntary participation
and refrain from coercion or undue influence during recruitment, particularly when working
with vulnerable individuals and groups.
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Recruitment Process
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Researchers should describe the recruitment strategy in the protocol and justify 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
are aligned with the research objectives, methodology, potential participants, and contexts.
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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 the potential
participants have been informed about the research study through appropriate means or by
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 recruitment. 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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When required, researchers and sponsors should ensure that necessary resources are
available to facilitate the recruitment process in linguistically and culturally diverse contexts.
Tunsdindndu Idouagaivauunsideaisylidulaindnsneinsiisnduserafisanelunissune
mmazmﬂiuﬂizmumiaﬁmQ’L?’J’Wémmﬁﬁﬂuu%wﬁwmﬂwaww’mmwmazi’@umisu

In certain types of research, researchers and research ethics committees should consider
whether community engagement and/or community permission/consent is 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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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
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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 recruiting, 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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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 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.

Yo o v & a i 4 o 4 a ° ¥ oy
didemslianuauladufivmusielevanuudedaueaulad mnvzdinsihlUldlumsassmiidnsiunis

33e) eatuauludiivesdld anuluvindeutumdieg wazannmnside Fesawbnisdans

v a v

Useiusasmnugniesiiinanyadafiaislinutuneuiiommuadmnglavanuuunanreasy way

nstesiunsiUnmedoyaguainuay/vseteyaiavidengeuludunanmlosy

50

wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

Chapter 9
undi 9
Informed Consent

N15vANNTUYaULABUBNNETD

Introduction

unin

Informed consent is a process in which individuals are informed of relevant information about a
research study and voluntarily agree to participate in it. Informed consent begins when initial contact
is made with a potential participant and continues throughout the research study. Its purpose is to
respect individuals by enabling them to make voluntary decisions about their participation in a
research study. In research studies involving direct interaction with participants and/or their legally
acceptable representatives, written consent is typically the standard means of documentation of
consent. However, there are specific circumstances where a waiver or modification of informed
consent may be permitted, yet this requires prior approval from a research ethics committee.
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9.1 General Considerations
Fanarsaunaly

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 Priorto 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 be able to withdraw their consent at any time without
penalty and without having to provide a reason.
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Informed consent considered to be valid should consist of three requirements: sufficient
information disclosure, adequate comprehension by the participant, and the voluntary nature
of the 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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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 acceptable representatives about all aspects of the research study
relevant to their decision on whether to participate in it. Pertinent information refers to what
a reasonable person would want to know to make an informed decision about research
participation.
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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 can be
disrespectful to participants and may pose unnecessary risks of harm to them.
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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 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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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 can 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. 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 the responsibility to explain 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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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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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 or continue participating in the research 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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Research ethics committees should review the informed consent process, considering factors
such as timing, location, and approach used to engage 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).

AMENITUAITIIUTITUNITITOAITNUNIUATZUIUNITIOAINBULRULA UDNNEIAE N T Tadme

WU 9296387 @0NUT kaEISNNSNLYNede NN UNTNB19015IUN5ITY MRBAIUUARAATNAINTINNSURAYBU

Y 9

TunsassmidnsumsidewagmsvenuBugeulaguannany Mngfenadismideianuidediag
gndulsAuniegnlddvdnaiiunis Augnssun1sasesssunsideasinnsanidlurieliivededinig

UntlosAuasefianiuiiiodanmstivaniunisaidnanegiaunuizeay (@Ue 12.3.1)

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 An explanation of the 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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9.3.1.3 A description of any foreseeable risks and/or discomforts that participants may
experience;
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9.3.1.4 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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9.3.1.5 An explanation of appropriate alternatives, if any, that might be available and
advantageous to potential participants.
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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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Informed Consent Form

Laﬂmiﬁﬁ'a%aLLaz%amw@u&lau

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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9.4.2

9.4.3

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
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nanslayauarvenuBuranUsEnaumedutoyaLaydILLaRIANBULEN NdesdIulianunsasIney
lutenarsaduifievieenadamisuweniuilsd drudeyarmsifuluaudenivualude 9.3.1 - 9.3.3

Turagarunansanudugaualsi (wakiddaies) deanunsalul

9.4.1.1 A statement indicating that participation in the research study is voluntary, and
that refusal 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;

Fomnuiivsueniimadnindumsinuifadululaeatingla uaznsufiasnsdniolu
nsfnuidelaifinansgnusuausediiotathiiunside waglidunsdaunamsldsu
Useloviimaniniavelas

9.4.1.2 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

[

TonnuivivenIiinTiunmidelianiaeunnudusedlanaennalaglignadnuiay

Lddndusedingua waz
9.4.1.3 An acknowledgment that participants had ample time before providing
informed consent and that their questions were answered to their satisfaction.

nsfunsuIidnTiunmsidelasunaegaiismeneuiiaglinudusenlaslasunis

UBNNANILALAININVDININN LA SUAIRDUIUT U WD LA

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.

idemsdnmsenonatsieyauwasvenuBusenuazdoyaiiuaednvaldnusdu o Neglifiugienadi

Y
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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.

dlensfnwiduinerdestudunsuniefanssuiiilunadonsinie (gde 17.2.1 Jusiedna) §ideena
Jon3euenansioyauarvenudusaNLend 1IN TN Useasdnnand Tneadstuadlidnauwiyy
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9.44

9.4.5

9.5

9.5.1

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
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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 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.

v o :

ANZNTTUNNTTETTIUNTITenif SuRaveulunsnuniuenatsteyauazve Audugeuuaztoyad
Duanednualdnusdu q Aerlvdudienadrsiunisidouas/miedunulaewousssu unuimves
AENTIINS3EsTIINMT IR wvhlvulaiienasmariignios asuduauysal weedeudoniuni
fienadrsiunmsifeuasmiefunulagveussmuansaitilald auznssunisaiusssunsiseenaies

valiinsusudeuuuunesuuaz/miedoyaldmuiiiuaunas

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.

AMZNTTUNITITEETIUNTITEAITIISUIToyandndu (8sande 9.3.1 - 9.3.3) ldswuegluienans

&

ToyauazvanuBusauway/vietoyani Juaednualdnusdu o Naliiuganadisiumsidowas/v3e

funilneveusssundmiold mndeyafisnludenisdndulavesdidrsiumsidennvauly aaznssunis
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P3e55IUMTITe0Twe i ITuLiudeyadinavse irnnavesnsast iy

Documentation of Consent

AsuuiinAINEusay

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
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 laws
and regulations 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).

wiaidundngiuresnisveaudusenlasuannald §iseaslasurnuduseuduaednualdnusain

HLU13unTIduar/vI el unulaeyeusTia lenansleyaukasvenudugaumTasuarasiuilag
HLd3mNTITeuay/MIeunulaeveusTIuMmenued wavlagdidrial miniidenlaSuneunnean
6338 Tunsdlfiiiniunisideuay/vseunulagveussuliamnsaeuenarsieyauazveninudusesld
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9.5.2

9.53

9.54
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wnun1sdeuanefioteuuuia wenaind neilididnlddudensamnuuazasiuiiluenaistoyauas

YorudugeNme (U9 9.2.10 S1uME)

Researchers should provide participants and/or their legally acceptable representatives with
a copy of the signed and dated informed consent form, while ensuring that the original signed
and dated informed consent form is securely kept by the researchers.

va o

didumsdawsediuenatstoyauazvenudugeufiasnuuarasiunueuligiinsunIdeuay/ve
Funilaggeusssy vausieriuiiibiiulainfuatuenansteyauazveninuduseniiaaunuuazasiufign
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Wiullegdunsaondelneyide

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.

douniiula 9 Aedarnunvesnisiufinanuduseuduaisdnvaldnusasiivanasuaunisuazlasu

pudAlgAMENITUNITITESTINNTITE Tuuvanunisal nstufiniuuaunseismadendulunislinig
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fugauo1nuNeausUNIRS 85T TUBEAUANEE ANUTUTDU LaLIEAUAINULEEIDINISANEIITE

Y
AABAIUANITUNTAAILYARALAY TALTTTHVRINTINNITIY
Research ethics committees may approve a waiver of the requirement of documentation of
written consent under certain conditions as follows:

ANIZNTIUNITTIUETIUNTIT BTy AMseniudermusvesn1stufinauBuseuduaednualdnys

aelddeulvunslsenissasalul

9.5.4.1 A signed consent form is the sole document linking to the participant and it
might pose a serious risk of harm to the participant resulting from a breach of
confidentiality, such as in a research study involving illegal behavior; or

enashansnNdugeNiatnuAsionasiieINweNleatuidnTiunsIde uazlenans

minaeailidinudesfissindunseieuswedid1siunsidesudunaniainnis

o

azdinnssnwianudu wu lunsfnyidenneitesiunginssuntinngrunevse

9.5.4.2 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.

nslinnuugeuduaednualdnusldlivssiagrulugusulunisdisuluionssuiiay
Aiunstunsfinuide wagnsfinyidelilanennudsdedidisiunsideiiuaig
Wdeasn

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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9.5.5

9.5.6

9.6

9.6.1

9.6.2
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wnee : n1senviunistuiinauduseuduaiednvaldnusenvesuginbivilalunisadesssy Tned
Reulvidelaiausmeranasndnguiioatuayun13iovesienmuenITNITITEsITNNTITY wagi
Ttulailildasdinnguunsuazngsuideunveduly

In certain circumstances, the voluntary action 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 not
practicable.

a LYY

Tuvsaaunisal msuansamasiaslavesgidrsiunmsidversiefudeiFonduialuin “anubusen
Taete (implied consent)” @slaisndudosiarubuseniuaednvaldnes maudenduuenviloan
auBugeudumednualdnuserafinrmnzaumuvanaiesss Wensdemsdeniiuseninegide
wazgflenahsumsidelianansashlsvielsaunsauiale

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.

o

HaduauunTIdeasnsaeuitdiinsiumsideldlinnuuenlaglasunisuennaiineunazgniui
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lun13fnwide Tuursaniunisel AMENITNNITITEFTTNNITITLO TR EITLUAAIMENFIUATY

BugouiinIINTITeUay/MToRUNULALYBUSTTUAIUINLA?

Electronic Informed Consent

n1svaAuBuaulaguanna1uULdannIating

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 informed consent. It may also include the
documentation of consent through an electronic signature.

Tuvnanunisel §IdverafinnsanldnisvernuBusenlasvennanuuudidnynsedind laeddeulyiwn
Wi uRsuuleuis/iumavesantulasuuinungrunsuasng seileunveduld nsveanudusey
Inguannanuuudiannseiindineadestunmsldssuvnaznszviunsdidnnsedindlddedidnnselind

Walildungeanudussulasuannand Ingenasiutenistuiinanudugsumeaiuiietedidnnsaiing

For aresearch study using electronic informed consent or a remote informed consent process,
researchers should provide details on how it will be done, including a presentation of the
electronic informed consent form and/or any other information as it will be seen by potential
participants, how to protect privacy and confidentiality, and how consent will be documented.

FnsunisAineItenidnisveninuduseulasusnnaikuuBanynsadndvsanszuiunsvennudugey

Tnguannanimidlng gideadstiseasiBenneiunssuiunisverubugeulaguenna1ddgaiiunis
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9.6.3

9.7

9.7.1

9.7.2

9.7.3

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
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ag4ls utuansenansdoyanarvenuduseuwuudidnnsednduas/miedeyadulaludnvaeidionn
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W1san133deasiiu I5duasasnududiuduaznissnwanudy wagistufinanudueenlilu
nangIU

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.

va o @

dielaAmuifidelasuenuBusenlasvannarerihuuiunaiioulaglifinsnuiussniedideuazdidnsu
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Obtaining Informed Consent from Participants Incapable of Giving Informed Consent
nslasuaduBuganlaguannadNFidrsiunisideilianunsalvianugugaulaglasunisuennann

18
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.

dwsudfionudisunsifenldamnsalianuguseulaslasunisvennatn §ideaslasuaiudueey
nFunulngreusssy IneAddmilsdouanaanuiarantveadidnsinnside (i) vseauuseeasd
wag/Mseadeunaneulineuntil

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 for 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 research participation is deemed the best available option for
individuals lacking decisional capacity.
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AMIZNITUNIFTEETIUNTIRBReWNT Afinsanimsdisiunsidedolumadeniifiignifegdmsu

yararivInAransatunsandula

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.

WINNSVINANAINNSAvRIYARA luN1sIANBugeulneldsuNsuennaiuiissdn vt 1IvTe
A3aAs1 luvsanunsaliivanzan §33umsverudugenlaguannanangienadisiunisidedle
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9.7.4

9.8

9.8.1

9.9

9.9.1

9.9.2

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
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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.

Tuunsanunisal AnENIIUNMIITESTIUINMTIBRRuNIuTemrunluNMIvenNBugaNNGINLlneYeU

sysu wnilulumudeulefissylilude 9.9.4

Obtaining Informed Consent from Foreign Participants
m’slé’%’m’mm?mﬂauiﬂﬂuanna"mnn;ﬁn’f"ﬁ"smnﬁ%ﬁaﬁLﬂumnﬁhwqa

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 forms in a language in which foreign
participants are proficient may also be acceptable.

o a

dwdumsAnuifeifiazdndunsiuausisafiinwidouresutes enasteyauazveaubugen
msldsumsulafiunedu SuuasiinguasuaumslumssniiuieUsuiasunmsveauduseslag
vennamufiszylilude 9.9.4 uarldsueysifonanznssuniseiesssuniside amnugnivsazaIm
JedeoldvosmIunvadsnanmsldiunisnnaeulnemiisnunioyanaiidauantfuanzay wazas
Iesuoyinnanznssunsasesssunsideluviesiu Qunsdivihle) wnews : lenansteyauazveninu

Buganlunwiigiinrsiunsifenidurrienafisnudungionaduiivensuldtuiv

Waiver or Modification of Informed Consent
mseniurieusuisunisvernuduseulaeuannan

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.

winslEsumuBugenlaguonnarifuaednualdnvsnngiirsmnsiseiedudefmunlaely
uimsAnuTIdeursmsinmenaliansasudunslsmnlalsdunmseniuvdeusuasusedefmusly
nseATMBULDY Yl nsentiunieuiuAsunisvemnuBuseslnsuennanidosllivepasuanesua
F¥veyiiRanannssunmssiesssunsife Huudfanssiuasldsueugnnnglingmnevesszme

MIONUILNUTAYITOI MIUNINTFIUNNDTETITY

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
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9.9.3

9.94

9.9.5
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committee. In most cases, researchers should make efforts to retain as much of the informed
consent process as possible.

manmsuSuldsudeimualunisaiudusenla o sawismseniiunsvennudugenlngusnnariiduds
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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.

ABIENTITUNITIIEEITUNTIVEAITUSEELINNSVRNLIUMS aUSULUABUNNSTRAMN B U R lneuaNna1 U
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mudermuslunsvennuusenndell Fsdedunthiisulsveuresmaenssunisasesssuniselunis
T#Hsugraasfinsanivnusiiuremsinuiteduhfveuavdolilumsuudeudermualy
N15UVDAMUTUL D

Research ethics committees may approve a modification to some or all of the consent

requirements if they are convinced that:

ANENITUNITITUFTTUNTITE1R0UIANTUSUUAuTRMMUAlUNTYEALE UL DN UIEIUNT BN VLA

v

mndialainn1sne e tuianuuesamelul
9.9.4.1 The research study is neither feasible nor practicable to be carried out without
the waiver or modification of informed consent;

nsAneIdeliaunsavilivielianunsaujiilamnlalasuniseniunriedsuaeunis

YoANBULONLALUBNNET

9.9.4.2 The research study involves no more than minimal risk to participants;
nsenyideianudesisgiiiiiunsidelifuanudeswi

9.9.4.3 The waiver or modification to the consent requirements is unlikely to adversely
affect the rights and well-being of participants; and

mMseniurseuSulasudanuuatunisveanuduseuliuiszdinaldsfadnswar iy
Juegnfvesidnsiunside uaz

9.9.4.4 The research study offers the potential to generate knowledge that is valuable
to society.

o

nsAnyideddnenmlunisasieesdnnuiiinuadodny

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

g : Msuiuilasuderimuaiunisvennnuduseuaisliiueygyniureun i nluwintu

In research studies involving incomplete disclosure or deception for the sake of scientific
validity, researchers should obtain informed consent from potential participants to remain
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9.9.6

9.9.7

9.9.8
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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.

TumsanwiseiiinsidaweiliasuduniefinsmasnaaiieUsslovivesnnugndommeinemans
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Research ethics committees should 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.

ANYNTIUNITITESTTUNMTITuMmTU TN s Wamenliasudunseldnsrasnatlimanizslunsdin
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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 research by default
unless they explicitly object. This approach may be deemed acceptable, when culturally
appropriate, if:

Tuusdaunisel nsvwaunsideneenlnevennaneralufivenfumeaiesssy nszwiunsidensening
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9.9.7.1 The requirements set forth in Article 9.9.4 are fulfilled;
Juluanudervuaiivualilude 9.9.4

9.9.7.2 The opt-out approach is not prohibited by law, applicable regulations, or
institutional policies; and
Fnsidenoonlilagninslaenguune ngsdeuiitediuld wieulsusvesaatu ua
9.9.7.3 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.

fid1smmsideldunsuennamegafisame samfansfianunsavensuteyavesnu
uarnslisulenaetrauiaefiazdfiasmadngu il msinisdamedesifavesdns
YOIRINTINNITITE ()
Research ethics committees should not permit the use of an informed opt-out procedure in
certain circumstances when:

ANENTINNNTITESTIUNMTIElIAIToU WlvldnssuIumMsdenaanineuannailuusanIunisel e
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9.10.1

9.10.2
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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

v a

nsAnw3deineitesiuinaiadeneliiindeliudwmselinansenugs (U N1smaEIRUl
Tun/tdnlausianun (whole genome/exome sequencing)) 5 eUssLANYBLiloL8 o7l

ANNBELILATRUAY (WU Wadduiug) vse

9.9.8.2 The research study is carried out in situations where participants are highly
vulnerable (see Article 12.1.1).

nsanyIdeaiiunisluaniunisaligidnsiunsidedannusizungs (9Ue 12.1.1)

In such cases, explicit informed consent for research should be required.

Tunsaiwanil sududeslasuminuduseulaguannanegiadnndadmiunisise

Providing New Information to Participants & Reconsent

Y
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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 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 research status 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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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
n13veAdusatlaguannadlun1sIen1salan1Izgniau

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 of the necessity to
proceed with such a research study without prior consent. If possible, plans for conducting
such a research 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.

ymAmsAnyIdmsguannzgnidunausuiinefudiirsunsiseildannsalirrwdusenlaglasuns
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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
undi 10

Privacy & Confidentiality

AMATUdIUAILAZNITINEIAUEU

Introduction

uni

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.
anududiudnagnissnwvanududundnnisiiugiuvewiesssunsidelinedesivuyedniynjmneiie
AuAesdvsresidnsiunsideuazannansenuiilifiaszasdveansidesenudusgnfvesfidnsiunside
Privacy refers to an individual’s right to be free from public attention, intrusion, or interference by
others, which may cause distress, annoyance, damage, embarrassment, and/or exploitation. While

informational privacy is a primary focus of the ethical conduct of research involving humans, bodily
privacy, territorial privacy, and communication privacy should also be taken into consideration.

aududimineisdniveuazyanaiiaz Judaszainaiuaularesasisasy 115y “3n155UNIUIN
Adugeenvneliiinnuiiensow ausiag Anudene anudawnta wag/Mien1senuieu widnannuiy
dsvedaya (informational privacy) feiduisewdnvessaniunsideiinerdesiuuysdonadiadesssy us
AN duduiiniessnig (bodily privacy) anududaudlueanan (teritorial privacy) waganaduaiudalu
n5d0813 (communication privacy) Anasthutdudefiarsanmeiui

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.

nssnwimudunnesdeyniuvesidouardfdlddrmudedu 4 lunmsdunsesianuuazdoyadiuiives
fiismnside Tuvarienududmdufodesiuiyana nssnuanuduaziisitdesiudeya lunsided
\Aeadesiuuyud doyaisuny (anonymous data) vanedsdeyaitliansassydnuls luvasdidoyauuuds
(pseudonymous data) snedadoyaiildsunisuszananaliegludnuasiliamnsaszydyanaldlaonss ud
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10.1 General Considerations

Janansanalu
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10.2
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10.2.2
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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 of the risks associated with breaches
of confidentiality.

nagnslunisAuasasududiiilusznitnsassmfidnsiunsidewasnisiiusiusiudeya aaonau
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Protection of Privacy & Confidentiality

nsauasasaududiudanaznisineaauay

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
it has been waived by a research ethics committee (see Article 9.9.4). Access to medical
records to identify potential participants should only be granted to individuals who possess
the legitimate authority or right to access the information as part of their duties.

N
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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.

Aiduldmsiiurivsudeyauar/mietantinmvesuysdnndidnsumsidelagluildsuanugueeuly
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10.2.5
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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.

Pideinihisuinveulumsiliilafsnusiunsasafovestoyadiuyanauaz/miedeyadiuslned
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iansiindeeyamzyaradilaueuginwintu wiensvilndudeyaiisuy @@nonymization) nise
nslguuusls (pseudonymization)

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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wihidulule

Researchers should be aware of regulations concerning security measures for electronic data
and communication and apply them appropriately to the collected data.

ya o o =
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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,
if possible (see Article 9.3.3). Additionally, the limits of confidentiality should be disclosed.

iRdefimihisuReveulunsuennaaigid1saunsidensuisingussasivesmaiununiudeya deya
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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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ANUEUEELLALUBNNEINMININEY LIULALASUENIUINAMYNTTUNITATEETINNNTINY (9T 9.9.4)

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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10.2.9 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
undi 11

Safety Monitoring & Reporting
NIAANIUNKAZNITIIBUANNUADAAY

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
Y a o
Janansannalu

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.
miammuLLazmiswmmmmﬂaamff&‘iumsmammﬂﬂﬁﬁﬂLLaxmﬁﬁﬂwﬁﬁ'ﬁlﬁLﬁaﬁaﬁﬁuqﬁumwgu 9
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11.1.2 Stakeholders should comply with national and international regulatory requirements, if
applicable, concerning safety monitoring and reporting.

fildulddudeasujiRnmudemnuamungsuisussiuniuagsedvaina (mndeide) Weaiunis
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11.2 Safety Monitoring

N1sAAnINANUABANY

11.2.1 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 Researchers are required to assess the causality between the intervention and any adverse
events that occur during the course of the research study.
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11.2.3 Researchers and sponsors should assess and manage any changes in safety information that
arise during the course of the research study. Safety monitoring and 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 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.

Haduayun153de01anasandnfsanenIsun1saanudeyauazai1uUasniy (data and safety

monitoring board) Lt aUs¥LUTaYaAIUYADAIBYBINITNARBINIATTNUILATING AMENTIUNNT

72
wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



11.3

11.31

11.3.2

11.3.3

11.34

11.3.5

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

Anmudeyauarmudasadedunuvmddglunsnumudeyanisfinufiavauunduszey 9 Wiennu
Uaensevaeitniunside waglimuusiuagaiuayumadeieinunmsaidunisde n1susulaeu

M3ONEANITNARDINIIAGTN

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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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.

FIduaTenumnnsallidfissradiensmmuesedaivayunisidelaeiiuiinnglunseunaniifvue
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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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In the event of a death, researchers should provide any additional information (e.g., medical
reports or autopsy reports), if required, to the sponsor and/or the research ethics committee.

Tunsdimfanisidedin iduasiideyauiiudy Wy 189unMUmg vieTenumsduganadnen)
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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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11.3.6 Research ethics committees should require researchers to promptly report all adverse events
that are serious, unexpected, and possibly related to the intervention 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.

va o

AENTIINTI3EsTIINTISomsrsuali3dossnumnnsellifisUssasdiomn A$euss lainnda
wavoraiendestumauninuaauas/mietuneunside Jomitliaafndsosliiietestumanisalls
favszasd masnuteyalvsifionsdsnaidedonnuvasndoazauiduegidvesidrsnnside se
AZNTINNNTITo5TIUNTITelaeviudl nmelunsounaniimvusnuuuimseIesssuiiedosuay
ngseideuitteduld

11.3.7 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
undi 12

Vulnerable Individuals and Groups Requiring Additional Safeguards
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Introduction

unin

Vulnerability can be seen as the conditions affecting potential participants, whether intrinsic or
extrinsic, that make them prone 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 situation can
arise from physical and/or mental incapacity, socioeconomic factors, as well as circumstances within
the research context that limit their free will. Such individuals and groups may be vulnerable to
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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[ 1
ANULTUBYYIA

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 studies. Assessing the circumstances and specific research contexts
can help identify vulnerabilities and determine appropriate safeguard measures.

o a

nauuszmnsunnqugndudegulaesssudonindanuuseuns wu wn dniny wasdaelaun egelsinn

U
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12.1 General Considerations

Janansanaly
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12.1.1 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.
uAniFInIUTzUiueniliastalinguyaealadudiuszunaioun Tneiluudndudes

v Ay

d1AIADIsTYAINUTIZUNYRE TN 3INNTIE Tngnsenindndusennuasauszunaan o

ag19tioy 6 Uselam FeyanavsenguusyrnsungueakansmauTzuslaunnimilalssnm

12.1.1.1 Cognitive or communicative vulnerability
mmt.ﬂiwmwmaﬁﬂzgﬁg’lﬁamiﬁams
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.

ANUTIzUIaneaieyeyn (cognitive vulnerability) Lﬁmﬂﬁaqﬁ’uqﬂﬂa
Avramnuansolunisdndule nieegluaniunisaldliawsa
Andulalaegnediusz@nsnam

12.1.1.1.2 Communicative vulnerability pertains to individuals who are

illiterate or unable to speak or read the language used for
communication at the study site.

AULUTIZUNNNNITABEAT (communicative vulnerability) tAgaU94

1Y o A

vyaraflusvidsderseliaunsanansesiunwlelunisdeans o
anunAnYIdY

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.

ANIUTIFUNTD9RINYNAIUANAULA (institutional vulnerability) Rgndesiuyanaiena

o

anagnigldgruivegradumnisvesidunieanduegluwniiuidiin viliiAnaanu
gindundmsuminitunisindulalagadaslaiieninnisgnivdsiuuas/viedvana
LAUAIS

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.

AU TV 0931nAULN 3313 (deferential vulnerability) LA edosduyAnaii
suwmigiuzegeliilunanisieglduarauiauddlasunalsslesiannisinaniand

921UN15398 danansenusenisinaulalnaiasta

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
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unrealistically hopeful expectations of benefits from the intervention and/or
research participation.

ANUUTIFUNINNITULINE (medical vulnerability) Wigatesiuyanafisingguami
$euseTevIansUsziiuaudsaasyssloniogumazan Wewnauannds

U5z lgvua9anN SN ALYLAL/95831NNTSUSINAT VLA UTS

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, incentives, or collateral benefits are provided as
part of research participation.

AULUIIZUIINIRATYEAY (economic vulnerability) LA eaTasiuyARaAiingInsng

o

PAAMIVINMSMSNG Feonaudyiuanunimelunisiiaudugenlaglasunisuen
nanlavadnsla Welinsdalifiiwawe dgile vieUselovidrafesiibudiunilaves

NMSNTINNITITY
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.

ANUTIZUISFsAY (social vulnerability) tigatesiuynrafieglunqudspufignaesy

A1 wavonawdyiuanudssiiisiuenmsUfuRnlddusssunsenisiing

12.2 Justification for Research Involving Vulnerable Individuals and Groups
wanagmiuNTITeineadasiuyanauaznguszung

12.2.1 The involvement of vulnerable individuals and groups in a research study is ethically justified
only when:
nsfldumvesyanatanguiUssuslunsAnyidasfoniimmraduaumsnsaiesssuineiie

12.2.1.1 The objectives of the research study cannot be achieved with other less
vulnerable groups within the population;

o

TaguszasrveInsAnwITetuliaunsaussaualamniiidelunguussvinsduniinig

Wsiguiatesnia

12.2.1.2 The research study is responsive to the health needs and/or priorities of the
vulnerable group; and

N13ANYIITEUUNDUANBIWBAIUABINITATUFUANVBINGNUTIFUI bay/M3oF NG
wWezuliaudfy wag

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.

lunsdinnsfnyniduldilontafiaziinuselovilaensaneid139un5338 A
aransallineidnsaunsideliasiiuanuds st nieluviansd enaduiissainy

VATl iudntasanAn U Es st
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12.2.2 The inclusion of vulnerable individuals and groups in a research 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).

mssmyarataznguzuadlunsinyidededunmsfinsaniddy §idelimsdaynnauazngy
Wizgueenanmsiinsiunsidelaeselui@ lnglilsiieseiesseuasuifeniuanuduiussening
A071UNMTIANNUTIFUNYRININNAUAINNTTY AMENITTUNITITLTTTUNTITLAITOU N VTINYAAS
waznguzuatilumsdneide luvasfeduiviliilainfunsnisundesiunsesiisiiu (de

12.3.1)

12.3 Additional Safeguards in Research Involving Vulnerable Individuals and Groups

n1sundesdunasaanainlunisideinestasiuyananazngudsnzuns

12.3.1 After the involvement of vulnerable individuals and groups is justified (see Article 12.2.1),
researchers should 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.

a o

WollnNaduauAITveIN1TEIUTINVRIYARALAL NAUWTIEUN (T8 12.2.1) HITUAITLAUDNINTNIT
UnUaeANATOLLANANAIUWMNNZALAUANUUTIUNUARZUTZIAYN AI8819U8311ATNSWATTER13

Jude (Waildddniies) n1sveanudugaundinudmsuyananiinuusizuianiai vy,

(cognitive vulnerability) nMsuUatenansteyanazyannuBugand s uninNUUsIEUUNTFRaNS

1 dl

(communicative vulnerability) N158nagnsN15a55MIEL91590n 158 T insngaud s ug i au
L‘inmuﬁmﬁ]’mqjﬂmuqmaua (institutional vulnerability) ¥3 i1l ®991nA210Ln591a (deferential

vulnerability) n1svinlduladngidaudseuramanisunngd (medical vulnerability) fiaiuidlas

@

WiganalusasanudsswaryselesuNngaUoaiun1sNsINAITIIE LN BNANA LIS LARATINNTIFEN

v
=

Wumsshwuazaanisiia 9 1101z 0amnRNEATY NSRINTUNRETaUADULNEIAUTIWIL 35 uay

%

Praarlun1sirgluiedesdunisyalaiiunisdmsud MiauUszu1annaAsTegia (economic

U

vulnerability) wagnsidusanvesyuvudmiugnianusiguramsdsny (social vulnerability)
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12.3.2 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.
ANIENTTUNNTTIL55UMTITomsTmnufifeiumasmsuntosduaseaiiufuiisnudmivyanauas

NAUTIFUNUNNGUANLLINRSEs TSI Tatazng seL Ty unTeduly

12.3.3 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).

ANYNITUNITITEETTUNTITEDRNUARaNTIANNIIALITUYARAKAE NHUUTITUN IR EITBIUBEAT I LY
msfinideiiaue mihidunssunsasesssunsideuar/viseduiivsnwdasy (gfe 15.2.7 - 15.2.8

SU98)
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Chapter 13
undi 13

Community Considerations
NN VIIYNVY

Introduction

unin

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 linked in certain aspects or through
activities that give them a sense of belonging to the same community. Like conventional communities,
research studies can have both direct and indirect impacts on virtual communities.

o

guyuRenguiififinunseUsslovusuiuuasddnsulunsufduiusiugiuuune 9 guswenadumiensdeay
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NAUYILVOU LHBIINALYIATINAGNEVRINTITLMANZAUNNTUTTTU aeldUnTRUNNIIINLGTTY Wasiinanseny
WNBeUU Yonanil gurudmanganuTisaiotedinresulaunitend “yuruaiiow” FaaunIngnidenlesiu
Tuvdsznuvsorufanssuiivilimniandnduduniwesgusudonu nsinyideanunsadmansznuiia

MensaLaENdesaguuadoulmyuA vty

13.1 General Considerations
Hofarsaniialy

13.1.1 Community considerations are essential for showing respect for communities, their traditions,
and shared norms. These considerations are integral to ensuring that the proposed research

study aligns with the needs of the affected community and contribute to the success of
research conduct within the community.

TaNA TN VBIYUIUTANUAAYFIBNITUAAIAINAITNADYUYY UTENE] UATUTTVINGIUVDIYUYUN

s JeRasunvaniiududrdglunsilitulainns@nunidenaueiuaenadesiuaudens

vowuruiildsunansyny wazldlunsihlygnisdnfiunsideneluguwuiivszaunnudnsa

13.1.2 When conducting research in or about a community, 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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Weaiunsideluvseiieaduuyy fidulddnudeaisiansunsgiseuneunasiiiuianudesi
mamsallauazysslevifiaanis lidewsinogid1siunsidomintu uidsuluiwusuuazaindnly

YUYUAUDY ) A8

Risk & Benefit Assessment & Justification

nsUszlivanadeauazuseleviuaznisliviona

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.

Ve

AI3BUALANENTINNITITESTIUINMTITEAITUsslumnudsdinnnisallauag Uselevdiananiavesnis
AN AINYUNDWBENIULITINMTIY YUY WazauBnluguruaudy 9 1He1nnsAnvITeens

fanudssrsenansenuiivanstanulusmazsne

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.

va o

fdemsuansbiiufasslenindenniveanisAneITesoguyu &y waz/mieinng warliung

famnudndulunisdniiunsidenelugusuiiaue

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.

ya o

AIdprsnenguviliinUsylovigegasoyusu Jee1asauds Gelddrdndies) nsuusuashanuinie

[

deiAununlasuannsfineddedugueu wagnsidulunsilugmsdaviduiinUse TRvesyuwu (lu
nsaNvile)

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 the research setting, information about taboos, what to avoid, and
what to do is one way to minimize foreseeable risks to participants and their communities.

A o a

Wiednfumsidelunguniiugursnguvselunduauiiianuie Ardoy visuuufUianianvusiang

N

o o

FFuAsE1TIUTUNMeFIRL LA Tausssuag19D o Ul aemtn n1svianunlaaanui/usunnsise
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afeiUTavL (taboo) AsfiAdsnantass kasdsidein Wudsndslunisananudssiaianisaila

e
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Community Permission/Consent & Informed Consent from Individual Participants

N1358YIA/ANTULDUVBIYNBULAZNTVIANUBUBNLAEUBNNENLLI15IUNTIRY T8y ARA

When conducting research within a community, regardless of whether the research area is
sensitive, researchers should seek permission/consent from community leaders or individuals
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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.

Wosfliunsiduneluguey liiiufinsideaziienuaziBonseurselifiniy {ivemsveoygin/au

Y 9

Bugounniihyusuniayaaafigninualimduiunuiasguaguyy agrlsiny lainluaaunisallan
Au Nsey1e/AnuBugenvesihgurwsemienudulaliastieinlunmewnunisvennudueey

TnguannannddnTnnsIeseyana

In some cases, researchers should seek permission from relevant authorities before
conducting a research study in a particular community.

Tuunensdl {idumsvesygnannmiisnuiieitesnoudiiunsanyideluyuulaguyunis

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.

defiiunAdelungundiusuenguvielungueudiiniunde arflon vieuuufoRisidnuusiane

va o

§I38Asdyanndnluguyuintislunisiauinszuiunisvennudugeulaguennaniagionalstoya

wazvaAuBugey wWelviulainsvuiumswagionansamnsalaliuagmngaudwmiugienaths

v vy
LY 04 0% Y L4

M33de il nszuunsveruBuseulasuennaaslunsnimieldiuiued fuanunisaluasainy

AN TIVRIYUTUTNALITDS

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.

Y S =

dwfunsAinuideifisseziainisiusiusdeyalufiuiilaiuiindsfisrui §ideasiliiulad

Y o @

HLU199mN 9398 naenauannluguyuaudy q AgIdediujduiusameluloniasiig q wWiladdmauas/
wiomsnsziwesminuiensgnifiiuteyaiioingUsvasiniside

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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Privacy & Confidentiality

AMUTUdURILAZNITINEIANEY

Researchers should have appropriate means of accessing communities to ensure that
community members do not feel that their privacy is being violated.

va o

Aidemsiisnumunzadlunsiddsgury Weliiuladandnlugusulidanienududiudimesnane
DNALLIN

Y

Researchers should ensure that both individual participants and community members are

aware of the appropriate measures in place to protect their privacy and confidentiality
throughout the research process.

va o o

ARdpasiiulanviefidnsiumsideneyananavannlugasunsenindannsmsiinzauldiie

Y 9

Auasasrududuiuaz NS nEIANLAURaEANSTUIUNTINY

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).

AIdeAasldunnsmsivunzaniveundestodesveyuau 1wu nandesnsseyteyadinig visetnaus
deanAununnmsideleeliiiseavdesfidouledeenseiugusu lun1s3delmnedosiulssinuiifiany
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[QEARIERN)P! E]r]f'\]g\]r]LUumaﬁﬂJﬂqi‘Uiﬂwqﬂqﬁaﬂ'UGQlIGUUﬂE]uVWZLNEJLLW?Naﬂ']i’JT\]EJ (ﬂsﬂa 13.5.1 7UMY)

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

FIduesnseniniwansenuauauiionaiatuldannsujduiusivgusuaion nnsfuasesnanuiy

dufuaznmssnwmnuduresguruaiioukaraundnvesydudddgyBinasnnssuiunmsivy

13.4.6 Research ethics committees should ensure that adequate measures are in place to protect
the privacy and confidentiality of the community involved and other community members, in
addition to individual participants (as outlined in Article 10.2.9).

AMZNIINNNTATEsTIUMTITemsiiulaladunsnsifismeiioduasesradudiuiuaznis
SnwanuduveuruiingemazanBnluguruaudy q uenmilennginsiunsidesguana (MU

asllilude 10.2.9)

13.5 Community Engagement & Respect for the Community
N13UEIUITINVDIYUYULALNITANTWYNVY

13.5.1 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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13.5.2 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 enhance the voluntary
nature of community engagement.
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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, including its cultures,
traditions, and beliefs. Additionally, research ethics committees should ensure that these
plans enable community members to freely understand and express their opinions on
research processes, negotiate matters related to the research study, and ensure that ethical
and social values are foundational to the research endeavors.
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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, researchers should reach out to
community leaders, community representatives, and/or other stakeholders to address the
problem and collaboratively seek a solution.
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Chapter 14
undi 14

Payment & Compensation

N51YLEULAZANYALYY

Introduction

unin

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 General Considerations
Hafarsaniialy

14.1.1 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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14.1.2 Participants should be reasonably reimbursed for any direct expenses arising from
participation in research studies, such as transportation costs.

Hiinsmnsidemslasunsinedufvdmsvanldielaensdda o Mdeannisdhsaluns@ineide wu
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14.1.3 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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Lack of decisional capacity should not preclude 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

N1531URULATAIBAILFINSUNISIT15IUNISIVY

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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Sponsors and institutions should establish a policy and procedures 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. Participants must not be asked to waive their right to receive
treatment and compensation for research-related injuries.
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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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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 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
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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.
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Chapter 15
undi 15

Governance of Research

N1SNAUALANISIY

Introduction

unin

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
NUNSURNYBUVDIFAIUY

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 a research study has been reviewed
and approved by the research ethics committee, or it is eligible for exemption from review.
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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 Theterm 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;
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15.1.2.2 The authority of the research ethics committee in accordance with relevant
standards and applicable laws and regulations; and
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15.1.2.3 The condition for a vacation of office and replacement procedure.
Soulvnstuandumisazissdunsussmauny

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.

TunsaifaaTulifnuen3sun1ssesssunsido dureinuias 919 RaNIAMENIIUNITISUFITUNITITEVB

annvuau MeladannasinruanuUSURATaUYBILFaTHNY

Institutions should provide assurance of legal protection to research ethics committee
members for liabilities that may arise from the conduct of their duties.
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Institutions may retain the authority to disapprove 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.
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15.1.5 Institutions should provide necessary and sufficient financial and administrative resources to
ensure the sustainable and efficient conduct of ethical review and the adequate protection of
participants.
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15.1.6 Institutions should establish mechanisms to ensure that researchers adhere to the guidelines
and requirements stipulated by applicable laws and regulations.
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15.1.7 Institutions should establish a policy for compensating research-related injuries to protect
participants, particularly those involved in clinical trials.
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15.2 Establishment & Composition of Research Ethics Committees
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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 Research ethics committees should be independent, multi-disciplinary, multi-sectorial,
competent, efficient, and transparent.
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15.2.3 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).
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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:
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15.2.4.1 Two members with primary expertise in the scientific area and knowledge in
relevant research areas regularly reviewed;
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15.2.4.2 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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15.2.4.3 One member who is not affiliated with the institution.
nssunsuilsauldladeinaaiduiu
When reviewing health-related research studies, it is recommended to have at least one
physician or healthcare professional serve as a scientific member. Depending on the nature
and complexity of the research studies regularly reviewed, it may be advisable to also have at
least one member who is knowledgeable in law or ethics.
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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:
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15.2.5.1 A majority of members (or no less than one half of the members) be present;
and
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15.2.5.2 At least five members meeting the composition criteria outlined in Article
15.2.4 be present.
finssumsedietiesvhauiinssuinasivesssdusznaviiagUllute 15.2.4 egsamse

In certain circumstances, the quorum may be adapted as appropriate and in accordance with
applicable regulations.
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15.2.6 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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15.2.7 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 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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15.2.9 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 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 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.
ﬂmzﬂiimmifﬁaﬁiiumﬁﬁ’aa’m%zyﬁﬁﬂmﬁaiz aruausndu i elimuuziluysyiung

a s

Anemaninseasesssuiiieatumsinedde Welriulatladnismumuenaisiasinisisouazionans
fiiedosegansounqu egndlsiinm Auinwdasumarilinisdidmsalunmsdinduesnmeznssunis
RerfumseysiAvielieysiRnisAnyide

15.2.11 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 Research ethics committees should compile and regularly update a list of their members,
including names, genders, earned degrees, institutional affiliations, and roles.
ANNENTINNITIILTTTUMTITEAITTIUTIAsUTUUTITeTo nTsunslvivadivog ogvasinaue Fesuds
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15.2.13 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).

ANENTIUNTTATUETTUNTITeAITIA Uz UAIduRe i ureUAveINTsAnyIdefegluraulunsIua
NSNUMUVBINY FaTaiansAneIdeiinedesiunsideuuusiuile (9Ue 15.12.1 - 15.2.3 $3u6e)
15.2.14 Research ethics committees should establish and follow written procedures that allow the
committees to complete their functions efficiently (see Annex 1).
AMIZNIIUNNTIIUETIUMTITMIsIAT Az U TRmuASAliunsiiuansdnvaldnuesiiielinaznssunis
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15.2.15 To promote transparency, the policy, written procedures, and membership roster of the
research ethics committee should be publicly accessible or available upon request.

Wieduasuaulusda uleute andunisiniduatsdnwalones wardndsiedenssunisves

ANENTIUNITAIUTITUNTITEAITANUNSLNDa b laeassaueus el iiladinnsseawe

15.2.16 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.

ANENTIUNITITETTIUNTITEAITAS UM Tamsidoudugudeyassdumfuag/m3egiudeyadu q 1
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15.3 Types of Ethical Review

USTLNNVBINISNUNILATUDIEETTH

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.

95
wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

LIINUNUIMAG NYBIANIENTTUNITISLFITUNISIVYABNITNUNIULENAITLATINISIVY ALLENFTNN 8T DIVDINT

o

Fnwide wionaludndudemumulasanznssunisuuuiuruziansly Taga1atin1snumusuasesITuUTELAN

=3

3
14 9 TaenAdoafuszAuAUEBIuBINITANYIITE INOLUILUINITZIIULAT N TZUDIAMZNTIUNITITEIINNNT

@

3]

D

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:

ANIENISUNITATUTITUNTIVYAITINLALNA LNNISNUMIUNMUNZ AU USEAUAINULEIUBINNSAN YR8 1ae
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15.3.1.1 Exemption from review for research studies with negligible risk, or for studies
eligible for exemption from review;

[

AseniuaInnIsnUmMudsunsAneItendanudsadnies (negligible risk) #3e

FrsunsAnNU LA UNISEALIURINNANTNUNIU

15.3.1.2 Expedited review for minimal risk research studies, or minor changes to the
previously approved research study; and
ASNUMIULUULSIEMSUNISANYITeRlaudessin visensidsuilasantiasvaenis
Anwnideiilasusylifneuning uay

15.3.1.3 Full board review for research studies involving more than minimal risk, or
major changes to the previously approved research study.
ASNUNIULAEANLNTTUNSRULLA L AL FNSUNSANEITeN T aetuALEsa ALY
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15.3.2 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.
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15.3.3 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.

AFNUNIULUULS 19719 LT NS IAEUTE1UVDIAMENTTUNITISUSITUNTITE NS BLABNTSUNSN
Usgaunmsaiiaglasunauninensusnienuiuly Tunsnumumsneidouuuss nIsunN15a385354NIS
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15.3.4 A list 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 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.

FIUNITUNIANY VBIN1IANYITTE MU LA TUNITEALTUIINATNUNIULAZNATNITANUNIUA I8
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15.4 Criteria for Approval of Research Studies

naein1seylRn1sAne3de

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 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:

AMYNTITUNITISUFITUNITIVEAITUSLLEUNITLOUS UMD 8TTTUVDILENANTIATINITIVULATLDNENTN
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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);

nsfnwIdeiinuamaneimanswaziidneninlunisasisesdnnuiniinuesiedsny
(Quwil 5)

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);

Anuidssiiaansallddedidnsumsiteldsumsanlvivdeiesianuasauvnaunalag
dutusiuussloviimanivdemnuddyuesesdaug (quni 6)

15.4.1.3 Selection of participants is equitable (see Chapter 7);
msfmdenditrsiunsidesianuwindion quud 7)

15.4.1.4 The recruitment process should be free from coercion and undue influence (see
Chapter 8);
NsrUIUNTATIMEINTINNMTITemTUMAnnnsiudsAuLar avswaliues (quni 8)
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15.4.1.5 Informed consent will be sought from potential participants and/or their legally
acceptable representatives (see Chapter 9);

2ziin1590ANUTULRULATUBNNA1IINENBIAUTINNTITU AL/ M DEUNULAL YO USTIY
(Qund 9)
15.4.1.6 Informed consent will be appropriately documented (see Article 9.5). Written

consent is the standard documentation method unless it is waived under
certain circumstances approved by a research ethics committee; and

sgfinstufinanuduseulaguennanegiewninzan (9ie 9.5) lneanuBuseuduany
anvaldnusiolduisduiinuiasgiu uuseslasuniseniiunieldgaiunisaluised1ai
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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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fifefmuaifissweiiefuasesrududiivesidisumidenasiioliiulalunis

Shwanuduvesteya (uni 10)
15.4.2 When appropriate, additional criteria for approval of research studies should be required as
follows:
Tupsalimunzan mstinaiduidluniseydfinisfinuidedasolull
15.4.2.1 Adequate provisions are made to monitor the data in order to ensure the safety
of participants (see Chapter 11).
fidervuaiiienelunsinnudeyaiie viiulaluanudasndsvesfidnsunisive (9

unit 11)

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).

Wen1s@nydduiieidesiuuarakarnauisizuns dnsiiuinsnisundesdunses
Wafuluugomidielitulalunisduasesdnsuazanuluegifvosan (quail 12)

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).

Wean1sAnwideiiettesiuguy dn1ssunsiiaiusinvesgusuidimeny Ineadds
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fonaindusegurusudunainanmsneunsian1side (Quuil 13)

15.5 Compliance with the Protocol
n1sufuRnuenanslasiNsIve

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
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wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y $uil 22 panAu 2567



Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

stated in the protocol is referred to as a protocol deviation, and it could affect the rights, safety, and

well-being of participants.
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15.5.1

15.5.2

15.5.3

15.54

15.5.5

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.

o

A338AsandunsfnuiTeniuienaslasenisidefla Sueulananenssun1sasesIsunITIdeY
vuziReuiviuRmungssifevresantuimivguanisidennetosivuyed

Researchers should not implement any deviations from or changes to the protocol without
agreement 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.
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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.
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Research ethics committees should require researchers to report any protocol deviation or
noncompliance in a timely manner depending on the seriousness of the incident.
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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.
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15.5.6 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 Sponsors should advise researchers on the necessary corrective and/or preventive actions if
a protocol deviation or noncompliance occurs.
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15.6 Post-Approval Activities

NANTIUNAINTOUIIA

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 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.
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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
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reported to the research ethics committee along with a corrective and/or preventive action
plan.
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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.
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Research ethics committees should have written procedures for handling post-approval
requirements as follows:

ANZNTIUN1338553UN5IVeAsIsr I lun s uansdnvaldnusdmsudanistoinunndaniseusda
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15.6.3.1 Continuing reviews of progress reports (also see Article 15.6.5); and
MINUMUTIBNUANIATITIegeiios (At 15.6.5 39168) Uay

15.6.3.2 Reviews of other post-approval activity reports, including protocol
amendments, safety reports, protocol deviation/noncompliance reports, and
final reports.
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Research ethics committees should provide guidance to researchers about the elements
required in a progress report for the continuing review.

AZNIINNTTATEFIIUNTITemsTimuusihudATeReatvesdUszneuiiddulusenuauimii
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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 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 Documents
LONEITAAGY

Essential documents refer to those that individually and collectively enable the assessment of research
conduct and the quality of research data. Examples of these documents include the protocol and its
amendments, if any, informed consent forms, recruitment materials, source documents, and case
report forms. These documents should be filed and archived properly in accordance with relevant
guidelines and/or applicable regulations. The essential documents should be retained for a certain
period as required by applicable regulations.
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15.7.1 Researchers should receive training in preparing, filing, and archiving essential documents.
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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 documents as appropriate to the
type of research studies in accordance with relevant guidelines and/or applicable regulations.
anfumslimuuzi lunsfoauazdaassminensundisouasanznssunisaiesssunsidve el
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15.8 Quality Management

N1IANITAUAN

Quality management is essential for research because it ensures 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 the integrity and
impact of research studies.
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15.8.1 Stakeholders involved in research involving humans should 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 that research studies
are adequately monitored. Sponsors and/or institutions should determine the appropriate
extent and nature of monitoring based on a risk assessment, taking into account other
considerations such as the complexity and size of research studies. Monitoring serves the
following purposes:
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15.8.2.1 To ensure that the rights, safety, and well-being of participants are adequately
protected;
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15.8.2.2 To verify the accuracy, completeness, and verifiability of reported data; and
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15.8.2.3 To ensure that the research conduct conforms to the approved protocol and
applicable regulatory requirements.
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15.8.3 When sponsors perform audits as part of their quality 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 have been conducted in compliance 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
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Data management is essential to ensure the quality, integrity, and reliability of data, and to ensure
that the data can be effectively analyzed, interpreted, and utilized to generate credible research
results. It encompasses a range of activities throughout the research lifecycle, such as data
management plans, data collection, data documentation, data storage, data analysis, and data
sharing. Good data management practices also help to ensure compliance with relevant ethical
guidelines and applicable regulations governing research, as well as to promote transparency and
accountability in the research process.
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15.9.1 Data management, including electronic data handling, should be designed to be fit for
purpose, ensuring that the validation of systems, data protection, and information technology
security are appropriately addressed in accordance with applicable laws and regulations. It
should allow for the traceability of any changes made to the data and prevent the deletion of
entered data. A secure system should be in place to ensure adequate backup of the data and
prevent unauthorized access.
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15.9.2 Institutions should provide facilities and information technology support to ensure the secure
storage of data and facilitate necessary audits, when required.
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15.9.3 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
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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 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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15.10.3 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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15.10.4 Researchers and sponsors have the responsibility to publish or otherwise make the research
results publicly available, irrespective of whether the results are positive or negative.
Researchers should adhere to relevant reporting guidelines when reporting research results
and be accountable for the validity and integrity of their reports. If there are any restrictions
on the right to publish or disseminate the research results, they should be stipulated in the
contract or agreement before the research project begins.
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15.10.5 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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15.10.6 Researchers and sponsors are encouraged to communicate the research results to
participants, communities, and/or 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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15.10.7 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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15.11 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.

ATLAINITNVDITLUUNINUNIUAIUASESTIHLaneiul U Tuusiazan1du Fuegiuninensidled nsiatuasi
ANUAILNTOIUNTNUMIUSUIS EEITUvRsan T UM AL Dl ns ANutIswARINd naa T unilsa ey

AUrileadAUIINLDAUNITIvY

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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15.11.2 When feasible, institutions should have provisions in collaborative agreements with research
partners from developed countries or other institutions with higher 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

NN53YLUUSINLD

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 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.

[

an1ue1thuleuneiiaanmznITuNIsIsEsITNNTITEYaRe lunsMumuNIs3dewuusudelunany
antuin e UsuU TN sITe ke liiuse AN a1 nunnT ulasvania ean sNUNIUAIUTEEIIUN

o lneddeulviulevietuldduaiuuinsgiunaadesssusasilidulalunsduasesdng Ay

' Y

Uaende uazanuduegfifvesfidrsiuniside 8nvis aasdinsvdennasuaz/vsetuiinanudilaseng

a 1

Junmemsivandugainusiufiefieasuninniviavevveusasiie saudinisdnassainusuinee
suaTeiigItesium e Aniugid13mnTIde

15.12.2 A research 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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15.12.3 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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15.12.4 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 leading institution.
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15.13 Conflict of Interest
AMUIALGIINaUse eyl

Conflicts of interest may compromise one’s professional judgment towards 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 non-financial or 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. 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 indicate research misconduct, but failure to recognize and
manage them could result in ethical violations. Institutional policies should prioritize financial conflicts
of interest as they strongly influence the research conduct. Nonserious conflicts of interest may be
managed through disclosure, while serious ones may require appropriate management strategies.
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15.13.1 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

AswUstunayselestnunsivewazwinnssy Wy @nswavkalselosulunsngdunia
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15.13.1.2 Collaborative agreements between the institution and another institution or
the sponsor, concerning benefit sharing in particular.
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15.13.2 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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15.13.3 Researchers should adhere to the institutional policy on conflict-of-interest management.
AiduasuuRnuulevievesanfuiediun1sdnnisanudaudamesaUselovl

15.13.4 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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15.13.5 Researchers should disclose any conflicts of interest in accordance with the journal’s policy
when publishing or disseminating research results.
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15.13.6 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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15.13.7 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
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they attend the convened meeting, they should abstain from participating in decisions related
to those studies.
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Chapter 16
unii 16

Social Sciences Research

ANSILNNFIAUANENS

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 the methodologies, processes, and outcomes of research endeavors within
the social sciences and other related disciplines.
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16.1 General Considerations

Janansanna iU

16.1.1 Although social sciences research applies ethical principles similar to those in health-related
research, the specific context, 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.
mnagynsAnuideluyusy defiansanitasuliluund 13 asgninusuld

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 organization to which the participants belong. 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 some 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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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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Recruitment & Informed Consent
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Researchers should ensure that individuals contacted through a snowball sampling technique,
a technique involving finding and recruiting participants via referrals from existing or initial
participants, do not feel that their privacy is being violated. 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.
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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 that 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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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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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 TUEIUAILAZAITINEIANUEY

115

wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



16.4.1

16.4.2

16.4.3

16.5

16.5.1

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

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 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 collected data may sometimes
involve third parties other than participants. Researchers should be 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

Fanan5019u 9 ludaunisaldnnig

In conducting covert research, in which researchers collect data without 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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16.5.2 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
undi 17

Research Involving Human Biological Materials
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Introduction

unin

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

Janansanna iU

17.1.1 Research involving potentially identifiable human biological materials obtained directly from
individuals should be reviewed according to the ethical principles applied to research involving
humans.

o

ndeinetesiuiandininvesyudienassudmnuladeldunnnuanalaensinlslisunmsmunun iy

o

nanasusTINNITR UM AT nAgIeiuNywd
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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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
commits to not re-identifying them.

'
v d = o £%

Jayaierfuiandinnlasunisduninludnuaenldamisassy ladndsinuveudives

o =

TanTinmuuvieruiissyiwenlesiuyana uaziiduaclifindeduidivesianginm
waglimdudyaninezlidoulussydmuvasmnian

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
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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 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
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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;
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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 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
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materials and related data in an identifiable format. Additionally, researchers
should ensure secure protections for privacy and confidentiality.

L9sunsentiun1sveANHBNLaNANAMYNITNNTITETITNNTITE (1ude 9.9.4) Tunsdl
i {ifemsTimmuauiauenssunsdesssunsise Auanddiifuiinisdnuidelal
annsosudunslalume fidmnlilitagtnmveamuduasdoyaiifeadedusuuuy
fannsnszysauld venani fideesiliilafimsduasosenududuiuazns

SnwanuauNduAslasnse

17.2.3 Potential participants and/or their legally acceptable representatives should be provided with
the information that a reasonable person 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 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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17.2.3.4 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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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.

wenmileande 17.2.3 onvdndudedifoyaiiuifuiiensdwmansznunedniuazanudueygiives
idnsaunsiveneiunsfiusius Msdaiiu waz/vsensliiantanmuazdeyainedes §ideen
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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.

nauiareylAnisveaNudusaukuuAnde AMENTINNIFITEETINNTITEMSTIIRTUlad A LB uEey

dulilyanuduseuuuuaseunay (blanket consent) Haugnlildiandinmvesuyuduasdoyad
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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.

Jorunualunisvennudusenliilldiunmsideninestesiuiantinindsunu (anonymous) w3egniil
Tilsunu (anonymized) Wiesnngideliiansnsadenlesdunariuivuanalayanavilld dadu dodia

WnenfunsazlinnssnwauduIadeinanties

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
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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).

yanafiliannsalirnudusenlaglsiunsuennanluvasifinisifusunusas msdniuiagdanm
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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 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

n1sAugLa

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 the confidentiality of data. All governance systems should adhere to
the accountability 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.

123

wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



17.3.3

17.34

174

1741

17.4.2

Handbook of the National Policy and Ethical Guidelines for Research Involving Humans
AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd

an1dumsivualassasienisiduguamndslafiazdmiuiandinmvesuyed suudeiandnminge

PNMANAdeTeMsinwluanung1ua wisumetayailieites ieingUszasmnmidelueuian

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.

v '3 o d
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If human biological materials in Thailand are to be exported for research purposes 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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Return of Research Results and/or Unsolicited Findings

v a v A a Ay %
ASHAINANITIVBLa/Ysaaenaunulaelulanela

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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With prior approval from a research ethics committee, researchers may consider returning
unsolicited findings if the findings are analytically valid, clinically significant to the participant’s
health, and actionable (i.e., where some available measures can be taken to prevent or treat
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the disease). In some cases, individual counseling may be necessary, particularly when
returning some specific genetic findings.

Py o
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17.5 Other Considerations in Specific Circumstances

Janansaundu ¢ ludaunisaldnnig

17.5.1 Researchers should not utilize human biological materials and 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.

dadelimsldusslevdnniandininvesuyvduasdeyanineitesnnyanaiineuainudugenlunis

Y

Jafiuuaz/mionisldiaginanuasdoyaiitisitosseunds Wednisneuninudusey su1A15TInIMAIS
M TiagBinnuazdeyafiiieItemnusyuun1sMiuguaNdncnsy
17.5.2 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.
TumadeiieesiviandinmiiauaziBengeuas (Wu Jagiiieitesiunisduiuuesywivse
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undi 18

Research Involving Genomic or Multi-Omics Approaches
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Introduction

unin

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 concerns 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.

n533edlunneItesiumsfnwasiugnssursedlunvaawiasyana Tuvaeinisidedanlednd Fasauda (usily
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18.1 General Considerations
Hafarsaniialy

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.

gildulddudelunmideiiieitesivisnmsmalunviedaileindnisnseninimeadanldlunside
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Informed Consent

N1599ANNEUANTAEUBNNET?

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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Privacy & Confidentiality

AMUTUdIURILAZNITI NEIANEY

In certain genomic research studies, researchers should be aware of the possibility of involving
other family members or relatives in such research studies due to their association with the
participants.
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Researchers should be sensitive to the 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. Safeguard measures should be in
place to prospectively protect individuals and/or families from discrimination resulting from
genomic information.

{idumsiinuazidenseusedadneusuniienadiansenudenisseymnuvestoyadlug (W Ay
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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.

Ve
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Return of Research Results and/or Unsolicited Findings
v a v A a dy My
NMsuIINan1sIveuay/msedaunulaelilansla

If there is 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 potentially relevant
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 Inadditionto 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. 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
FaRsandu 9 Tuaarunsalsing

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
undi 19

Artificial Intelligence Research
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Introduction

unin

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
concern, 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
Fanansanalu

19.1.1 In artificial 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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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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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.
Researchers should also develop and implement policies and procedures for data
management, including conducting regular risk assessments and creating data breach
response plans. Additionally, real-time monitoring of artificial intelligence systems should be
done to promptly detect and respond to potential security threats or other issues.
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Research ethics committees should review whether the protection of privacy and
confidentiality meets the requirements set forth by applicable laws and regulations.
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Transparency & Potential for Bias
aulusslanazanudululdnaziinadnuades

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 result from unbiased and fair
selection processes, utilizing diverse and comprehensive data sources without discrimination.
In some health-related research involving artificial intelligence algorithms and models,
assessing short-term and long-term health impacts may be essential.
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Other Considerations in Specific Circumstances
FaN51U 9 Tudaun1saldnig

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 intelligence causing infringement of intellectual property rights.
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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
undl 20

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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20.1 General Considerations
Janansannalu

20.1.1 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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20.1.2 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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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

20.2.1.2

20.2.1.3

20.2.1.4

For a research 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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For a research study that has the prospect of direct benefits to child participants
but involves 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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For a research study that has no prospect of direct benefits to child participants
and involves more than a minor increase over minimal risk, it should be
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reviewed and approved by a highly competent or recognized research ethics
committee specializing in reviewing pediatric research.
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Researchers who interact with child participants 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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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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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 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

Janansaundu q ludarunisaldnnig

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
undi 21

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

unin

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.

YA o

ansnillon1ananssa ansiinTsn waransLuLynsasTIelarANARINT SIUgUAMTLANA1eiY YV Teua

Y

ee

o

ANENIIUNITISETITUNTITINTudesia s dudiirwmAglfunis fadnaznisineanlun1siteNiedas

1Y

c

YA @ASUAILD1ILANUFSITALVUN VLA D UATIELAULALN18 AT LA UINIZINNAITUNT ALY ILAT /Y5 D

2\}

e =

URDUNITITENDINTUSUNTIUFRDNITNIUATISUIBLANNIINLS TBNAITAUIPIUDSHFITUNEINUNITUTELI YA

2

deanazuseloviiarnisveanuusesulaguannaniilmiududoulilawintewiaasiinnisAnuIseenavinlman

AnudssazUsElovinunsnluasssvsafinnisnae

21.1 General Considerations

Janansanalu

21.1.1 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 the population that includes women, it is advisable to include a representative number
of female participants.
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21.1.2 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 include or exclude pregnant women or breastfeeding women

in a particular research study should be determined based on a thorough 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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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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119Aa1N (non-clinical studies) MNEITBITUERINAADINGIATTA

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.

YA o

FiduuazangnssunsaiesssuNsidsmmanaugastrismudssiemsnluassivieinmsnuas
AuddyvesesdinnuiiiinfesiumudesnsiugunmvesansiinssAvieansiruiyas Msiduns
avnauesldunIsdauasy 1wy nsunsnuesdiniunnesiiinninnisdeassdvienisuuyas n1s
unsnussdmiuneitdmansenudeussrnsluiienainaedinishaldlussrinsdesssuieliuuyns

A28 Lagnsunsniasdnsungdmansenunenisnluassiviemnmsn

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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Tuyaaunisel ANYNIIUNISI3E5IIUNITIT8019 U IR AT A ETLANEN T8N ANE B IR
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duidnenmlunisasuaudmsdinunddyuaglianunsadiiumsluansilildnnssavieldlvuuyns
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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.

ANNENTINNTITEETINNTITE IAITEUIAlvIINsAnYATeiertosiunIsunsnusewas /M3 0T unau
A1539891913N8 LN AAINUNNITABNISN AR LA /USUNT bl@1u15a NS uUsEnAUwnans Nl lana

AanssAtunsuisegeUaendy viuan wazgnngranela

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.

Tunsdldulng Auznssun1sasesssunmsidelimssugnlisuanindlenianinssiviseansiinssidilu
NANYNIIINALIVDIAUNITUNINLBILAY/MTTUNDUNITITETO19NB IALANANANITRENITN AALEDS

Mziinduasenemnluassadaniuninuselerinisdaule o AnetdnAalaognenn

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 for terminating a
pregnancy or determining the viability of a neonate.

v aa

HIdeuaz/m3aidminidenddiusinlunsfinuidedediidiuiertodunisdndulale 4 Mdeadu

a1 T8 visetuneunltluniseAnisiinssavselunisiansanaiueysen (viability) vesmsnusniin

Informed Consent

N1599ANNEUIAUTAYUBNNET?

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.

Fidemsvennd nlvansndlentansassinsuimnudssenisnluassdmnniniuiindenssily

va o A

5EMI9NI5TINN19338 Tuursaniunisal §i3easiUnedayaunyiionaid1siun1sidein ey

Y

HANsENUseMeMLarNsasyusluswAnMeLtuil

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 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.

Tunsfinwiideiifeadesiunsunsnuganas/Mietuneunsidefionadmansenusenanbunssdnsenn
13N ansinssduseans iunynsdindidasslunsdnduladnasdisumsely egalsinu §3deaisde

Tonalymninwusneiudn1vemisnluassAusadinnisn MnwInIUsyasAasyinguiiuy

Safety Monitoring & Additional Safeguards
ms?mmum’mﬂaaﬂffﬂLLazmiUn{jaeﬁmﬂiaeLﬁmﬁm
Researchers should implement measures to ensure that women of childbearing potential do

not become pregnant while participating in a research study involving an intervention and/or
research procedure that carries the potential for harm to the fetus.

N

1Y

Waasihuesnisllujuaimeliiulanansnilonaniasssazluinsnssdluvazidisulunisfing

=5

@

FeAneteatuNTNINLYILaL/ M atuna NI dudunsedensnluasss

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).

v

AIdeassinuay Qunsaltviale) wefanunadnsvesnisaeassililulenatslasainiside uwuilaas
AsauAguAMIUaenduuazauegfifiveans naenuaunInveuAntussBrduLAYITEYE1Y HaNTIa

WUANNAAUNAveIMISNIUATIS ansiiassiaisanunsadenyiuiwnunguaneld (ade 21.2.4 S3ude)

Research ethics committees should ensure that no incentives, whether monetary or
otherwise, will be offered to pregnant women or their partner to encourage the termination
of a pregnancy.

AzAsIINsRsEsTIINMTITe M lriuladazlifnsiauedagdle lidrezdusnGuviosdedu Tty

ansinssnvsenasefioduasulviginisninssa
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Chapter 22
unii 22

Research during a Public Health Emergency

N15398 1UYN1ILANRUAUETISITUEY

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, including 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.

nsiinnganduiuas sy Wy anumsaldufidivianissesuiavedse awnsahlguansenuauguaing
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22.1 General Considerations

Janansanna iU

22.1.1 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.

wiins3dslugienizaniduinuassaguasietuegidagiuiueiiu wifnisssslifunnsgiuni

3U535U 8n1e AenadTemsivanaduaunlstukivesnnuieteddunistesiuiay/vmiansdanisie

AURMIINSEUINVBILTA

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.
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nsIvemsanidunsideidislilddarnsdunsunisnevausssennzanidu duieidestunisuseidiuna
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NINDUAUBINBNNLANIAU

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.

WesndnwagveinsidendiTauinisegienimiilugasnnganduduaisisage §io19ins

panwuuNsIseludnuueusSuUdsulau et iuUseanS A nlunsWauINEn A1 SwWIne

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.

'
o w ' a

nsrmdendidnsiunisideegradusssuiiodudsddyedreddutieiiinanzanidudiiuasisagy
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\Wesnnsiingwennsiindn MIfnuarauazngulsIzuIIeanAlskisun1siaIsaeg NTaUARULAL T

WIAKADUANADT

The prioritization of a certain population during enrollment 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.

nstaduanudAgylunssulssvinsuenadudilunisfinyidenesueatodnauinmaunalagdain
nsoUdsusTIUALITUNITIRaTINS NGNS (T8 7.3.1) Msghuduluviunvesnssuinvedlsafingy
Usensunengu wu guRnuuwimii e1aldsumsindrduanudfglunissudnlunisfinunide v

TAwiniaunsanfen st Tasnelusesennandlanau Mnninaunsalauselesulnensaannadaiu

Risk & Benefit Assessment & Justification
nsusEiuaMudsuasUsslevduaznisTivunus

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 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 v Y v
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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.

DY)

ANENTINNTTTTUNTITe1RTveliITedamssuununsusluteyaiiosiulay/msansuustu
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YanTinmlwenarslasiniside lnewluianuddguesnisaguuselesideussansvseguyuiilu

wiasleyauay/viodandinim

Informed Consent

N1599ANNEURNTAEUBNNET?

Researchers should design the informed consent process to be comprehensive and
compassionate, taking into account individuals who may be in traumatic situations.

£

dIdumseenuuunszuIunIsvenuBureulaevenna 1 insounguuazimuiueniiule lnedid

yarafionnnagluanunisalinsenunseiieuinla

While obtaining informed consent, researchers should underscore the difference between
research and humanitarian relief for potential participants to prevent confusion and
misunderstanding.

luraugvinsvenudugedlaguennand §I98A5INE1E9AINUANA9TENI 1IN TITeUAaEAITUTIIMN
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Payment & Compensation

N5 RULASAIVALYE

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 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

UaNA1TUIVBIYUYY
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Researchers should engage the affected community in the research study to ensure that
cultural sensitivity is promoted and respected (also see Article 13.5).

.

gideasliguvuitlasunansenuddiusulunisfnideiiielrduladninsduaiunaziansnaiig

azldungouneinusTu (9o 13.5 Tiueme)

In certain circumstances, researchers may cooperate with local health authorities of the
affected community to ensure or promote additional safeguards for participants.

Tuysanunisal §Idveratiudledumhsnumuguamlurissduvesuyuilasunansenuivelvdula

eduasunsunlesiuasesiisiiudmiugidnsiunsidy

Ethical Review & Approval

N1SNUNIUAIURIUTITULAZNITOULR

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.

v a wva
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Tnesu

To facilitate a rapid review of research studies, research ethics committees may necessitate
additions or changes to the review process in the written procedures.

W 981LEANLEEZAIN IUNITNUNIUNISANEITDE195IAL5) AENTIUNITISEFITUNITITED19nTudas
WlRNvSaasuwlaanszuiumsnumuluisaiunsiuatsdnualdnys

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.

meldanunsalitmg AnenITIN1TIsesTIUMTIgoRisamuienlunsianisussguiailoutie

AAANUFLWNUGUA NN UAATUTIALITBITUNTUTEYURUUNUNTN AUTENINNTTUNNTITEFTIUNTIVY

146

wewngUsenaunmsiaruiulenmadinnunsideuriend asuseu 65 Y Ui 22 A 2567



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

AleuleUBUNIIA WauInwnuIsesssudmiumsideninesdesiuuywd
Annex 1
ANANUIN 1

Written Procedures for Research Ethics Committees

Fandun1siiuatsanualdnusaInTUAMZNIIUNITITITITUNITIVY

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.

'
a =

e niiuntsiiluatednwaldnysdmSUAMENIIUNITISEFITUNITITEAITTINDG (welidiniies) asrUsznau

solull wWialvlulainnsadunuresnnenssunisg $8ase fuainvaieavnivd nMalen1aaIu Jauaiunss

TUseansan wazdianulusla

1. Constitution of the research ethics committee
ANSNDFIAMEATINNITISYFITUANTIVY

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

NNSARLABNULAY NTLAIRINTTUNTISIIUNNTITY MURBIUTILA RS vouluRiY (Fa5auds
TrgUszasrnanuazrauLun) uazdorvuanazdeulunmsusiaty

Composition and quorum requirements

ToMMUATDIRIRUTENB VLAY DIAUTEY

Function and authorities

wihiwaseua

Training requirements

JoMUUANISENBUTH

Management of the confidentiality of documents and conflicts of interest
MsTansBeinisinmanuduretenasuazaudaudmsaUselow

Selection and invitation/appointment of independent consultants, as well as their
roles and authorities

ﬂ’]iﬁ@]LaaﬂLLaBmiL‘Tjiy/LLﬁimzﬂﬁU%ﬂw’laﬁiz HRDAIUUNUIMUAZEIUND

Supporting office and its terms of reference
driinnuivihmihiaduayuiasveuiunnuvesdinmu

2. Submission procedures and documents required for review, as well as the determination of
studies that are eligible for exemption from review

TUNDUNTTULBNAITHALLENANTNINTUFINTUNITNUMIU MABRUNIAIMUAIINISANY AT lasU

ANSYAVIUIINNITNUNIY

3. Management of submitted documents
A3IANISLENETNIUIN

4. |Initial review procedures
ATANTAUNTNUNIUTULSIN

a.

Expedited review procedures and decision options
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Weandunsnumusuusiwazmadontunsdindy

b. Full board review procedures and decision options
WadunsnumulagannssunsiuuiuausLasmaienlunsinau

c. Criteria for approval and determination of the frequency of continuing reviews,
when required
LﬂmsﬁﬂWiayﬁaLLa:jmiﬁmummmﬁmadmiwumufﬂ'aLﬁm Aunsaifisniu)

d. Post-approval requirements for researchers
Formruanaenseulfdmiugide

e. Procedures to facilitate rapid reviews of research studies in case of public health
emergencies, if applicable, which may include the preparation of extra meetings
Wiudumaiiieseanuazmnlunsmumunisinyideedmaiiilunsdiiiannizanau
AUATITGY mnfetes) %nmmmﬁamﬁmL@%&JumiﬂswmﬁmmﬁuLam

5. Post-approval procedures
WAnduNVAINTOUTR

a. Continuing review procedures and decision options

FTerudunsnumusaiiewazmadenlunsindy

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

Wanfdunsnumusenunduinnendenisendia (wu IFandunisnuniunisuiluenans
159n13398 S1enunuvaeady ssnunsidesvuldanenaisiaseniside/nsluujifag

nnszleuvedanIdu wavsenuiioEedunsive) wesmadenlunmsingu
c. Site monitoring visits, when required
madeuruinmuaninine Qunsaifisndu)
6. Meeting procedures
Tanlunsusey
a. Preparation of the meeting agenda
M3IAATELINTENTUTEYY
b. Conduct of the convened meeting and methods for arriving at decisions (i.e.,
consensus or voting)
nsAnfiun1sUsyyuuazdslunsihlugnisdndu (W dunuiivienisasaziuudes)
c. Preparation of the minutes
mM3dnmseduAnnsUTEYL
7. Documentation and archiving
mstuiinuagnsdaiuienansegradussuu

a. Archiving of documents, including a document management system, where
applicable

msdaLiuenasegraduseuy Femnteszuun1sdnnisienans QUU%UV]ﬁﬁWIG?]J)

b. Maintenance of the confidentiality of documents including the period of document
storage, accessibility, and disposal

ASNIANUSUVDLDNETT BITIUDITLHLIANUNITIAAU NSRS kaLNISAITALeNANT

8. Handling of complaints of participants, researchers, and others
nsianisteseaieuvesidnsunmside {3 uarynnadu 9

9. Quality assurance of the research ethics committee’s operation and performance
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nsUszAiuAuAMNSULURANULAENANTALILIUYBIAMYNTTUNITITLETTUNNTINY

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.

A o

MR : BAnTdunITRuUEIuTNINA AU AwurdmMTUITY F9019TIudsunaunisansTel
WAZNNTESUIBTDAIUA

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.
nsauIaluNTdea1siugIde W nseunatimaniawinisduenarsaudianisdndy asinisseylily

Fanfiun1siduatednualsnuys IneAansNaINNTaYIRULNITUNITISUFITUNTIE
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AV VIV BNAVINLALAYINGT AULLNEVANANS UANINLB BV UL

Jaggapan Cadchumsang, Ph.D.
Assistant Professor
Department of Social Sciences, Faculty of Humanities and Social Sciences, Khon Kaen University

HYIemans19158 A5 I3 Tnguuas

AMAIYIEIPNINGT ANTUYBEANANSLATFIALAENT ANTIVEITEVOURAY

Secretary
LAYIYNITAMLTINGIUY
Tipakorn Intajak, M.Sc.

General Administration Officer
Research Administration Section, Faculty of Medicine, Chiang Mai University
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Annex 3

ANANUIN 3

Expert Panel

AMZENTIAMUIA
Y 9 9

There are 37 experts who contributed to the review and provided comments on the draft of this
National Policy. 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.

Avsenand 37 au Tdlunmuniuazlinnudiuseuleusuisnda atuss Inadudunuvesifidulidau

Weeing q Fesudean1ti AngnIINNTITYSTINNTITY Hatduayunisive nilgnuiugua Lasyuvu Jouas

[

anvIesunulauanslivnuaismuainuiienes (N8N )

Adisak Tantiworawit, M.D.
The Medical Council of Thailand

o o

SRIANERNSIDTE ULLNNIDAFNA AURITING

AVLNULNNYAN

Amorn Leelarasamee, M.D.
The Medical Council of Thailand

AEARNTINTENLIAAN WIBwNNgaus Aansedl

AILNULANYAANN

Anongnai Yangsriphithak
Novo Nordisk Pharma (Thailand) Ltd.

WndunTngeeusaly Siaiiving

@

USEnluln washan Wsun Wsenelng) s1im

Anun Chaikoolvatana, Ph.D.
Ubon Ratchathani University

593ANAN319138 3. Lndunsetiud lvanaiaun

WNINYREUATIYENH

Aphornpirom Ketpanya, M.D.
Forum for Ethical Review Committees in Asia and the Western Pacific Region (FERCAP)

WARSHEIA T9IAEANTINTE Unndndiaansalisug inadaan

U Forum for Ethical Review Committees in Asia and the Western Pacific Region (FERCAP)
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Busaba Supawattanabodee, Ph.D.
Navamindradhiraj University

HY8AERI19758 A3.UWUT ANTASUUR

URNINYIBYUIRUNTIDINY

Bussara Sukpanichnant
Armed Forces Research Institute for Medical Science (AFRIMS)

AT GUNAIYTIUN

A0UWIIINYIANERSNTENNGNINT (AFRIMS)

Chaichana Nimnuan, M.D., Ph.D.
Chulalongkorn University

HYILMans19158 A5, Wisknmgdevuy duug

PANTUUNTING G

Chanchai Traivaree, M.D.
Phramongkutklao College of Medicine

Wulon AENI1158 Wewwmdnads tnss

IMPIFEUNNEANARSNTZLINGINEN

Chawalit Natpratan, M.D.
Community representative

WBUNNINIAN WaUseyu

FIUNUYUYY

Janewit Nuansang
Burapha University

219159 UING WIAKES

UNNINGTHY TN

Jirarat Phempusri
Food and Drug Administration, Thailand

WdNINYATTN LU AS

ANTNNUANLATIUANTDIMIS AT YT

Juntra Laothavorn, M.D., Ph.D.
SIDCER-FERCAP Foundation (Strategic Initiative for Developing Capacity in Ethical Review & Forum for
Ethical Review Committees in Asia and the Western Pacific region)
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;J“aﬁ% SIDCER-FERCAP (Strategic Initiative for Developing Capacity in Ethical Review & Forum for Ethical

Review Committees in Asia and the Western Pacific region)

Kanokwan Pornprasit, M.D.
Clinixir, Co. Ltd.

UNMERQYINUNITIU WIUTEEND

USunmatwas (Clinixir)

Kittima Sriwatanakul, Ph.D.

Pharmaceutical Research and Manufacturers Association (PReMA)

AT.ARRL ATIALNA

annANIdeuarnanNdiue (PReMA)

Kwanchanok Yimtae, M.D.
Foundation for Human Research Promotion in Thailand

FNENTIAY WNNENQIUTBUN BULA

yalfduasunsfnuideluauluuseindlne waan.)

Napakkawat Buathong, Ph.D.
Prince of Songkla University

HYIuA1ans19158 A9.0uA530 Taves

UNINYBYAIVATUATUNS

Nattharmma Namfah, Ph.D.
Burapha University

9139138 A5.0lg53311 1

N INGIRYYTHN

Nithipun Suksumek, M.D.
Phramongkutklao College of Medicine

Wulen 58Man319158 UBuImMEISIUS quais

IMYIRYUNNYANAR S NN AN

Nuallaor Chulapasars
Community representative

ANUIAGE JaUaal

ALY

Orawan Silpakit, M.D.
Srithanya Hospital

UNNEUYI0TITIU Aavzia
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Patcharaporn Sudchada, Ph.D.
Naresuan University

799MANINTY AT, Wndunsvdaivansel gaugn

U INYIBEULTAIT

Penchan Pradubmook Sherer, Ph.D.
Mahidol University

FOIANANTIA5E ATYIUNS Useiuyw wesises

U INBBURRA

Phanthipha Wongwai, M.D.
Khon Kaen University

HYI8Aans19158 wnndudanssaiin Jedls

URNINYIREUDULNY

Pravich Tanyasittisuntorn, M.D.

Medical Research Network of the Consortium of Thai Medical Schools (MedResNet)

WeunndUseIY Anyeyansaums

wsetgITenguaaTuwnmamansuisuseindlng (MedResNet)

Sangkae Chamnanvanakij, M.D.
Mae Fah Luang University

WARIVEN TOIAENTINTE UNVENYILAILY T1UEIUAY

LN INABWUN A

Somruedee Chatsiricharoenkul, M.D., Ph.D.
Mahidol University

FRINANTIITY AT, WNNEneana dnsd3asna

UNINYIRLURANG

Sumonmal Manusirivithaya, M.D.
Navamindradhiraj University
whvEnganuinag utadsIne,

UNINYIRYUIAUNTIEINY

Suthee Panichkul, M.D.
Forum for Ethical Review Committees in Thailand (FERCIT)

WANS FOIMIANTIANTE UUINEES Witluna

yusuasesssuNTIvslunuluysewmalne (FERCIT)

Tada Sueblinvong, M.D.
Chulalongkorn University
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Thipaporn Tharavanij, M.D.
Thammasat University

FOIANANTINTY LUNINPIRWING 5198111

URINYIRYTIIUAERNT

Thumwadee Tangsiriwatthana, M.D.
Khon Kaen Hospital

WANEEPNIR AIRT I

Tsanguaaudveuuny

Varavoot Sermsinsiri
Food and Drug Administration, Thailand

LWNFUNTIINIE LERNAUS

ANTNNUANLATIUANTDIMIS AT

Vichai Chokevivat, M.D.
Ministry of Public Health

PgunngIte Tuad Tnu

ATENTNEAITITUGY

Wanawan Doherty, Ph.D.
Naresuan University

HYIem1anI1315¢8 3. dad and

U INYIBBULIAT

Wanitchaya Tanpurekul
AstraZeneca (Thailand), Co. Ltd.

AN TN FuLiieIna

Ustnwaan i WUsewalng) 310

Werayut Kunasirirat
MSD (Thailand), Co. Ltd.
WndunsIvens ANAIINY
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