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Disclaimer
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HunrnmenisvesUsamalng senslsfiniu Tunsdififdeasdoioatu
msldnuvisenisinutennumwlve gntemutenunesinegy
Wunanlunsldsuuaznisfianu

This document was originally prepared in English to align
with international standards and has been translated into Thai
for publication purposes. In the printed version, the Thai text
appears first as Thai is the official language of Thailand. However,
in the event of any doubt or uncertainty regarding the use or
interpretation of the Thai text, the English version shall prevail

and serve as the authoritative reference.
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Preface
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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.

n1sdgnilaninuiuazadnudnlainediuasesssuniside
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fifendosiuiyudrufimsszgndldluyaansuas s nuiiild
sulumsidosnuari Judeddyesneds Faausosfunisin
sULUULAzAANTINeNg q Wu nMsdandngrseusuiiafuaiesssu
mMsIseiAateaiuaywduazuuUfoRfunsIdonanainia
wonandl Mt s MLaEMThURRTeUNSNma Tl ude
TaenafesiuuTunvotsEwelny Asiduasunnusiuiionay

AMsUsEauNusEnIshemietaalaiduagnes

It is essential to cultivate knowledge and understanding

of human research ethics and its applications among personnel
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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 alisnment with the context of

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

of the rights, safety, and well-being of participants.
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anauaznnseidsuiiieades udsddafangmneuazngsedou
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fdwdeduasuliiiidnlddmudoniedes bitwaduiide auy
N331N15958555UM I luywe andu visedatuayunTide Tuns
afiunseriuguanisfnuideidulunundnasesssu lnedneds
WnsgIfeIiueglugUsssu

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

manner.

ANUNUNITIVEBIAIIR (3%.)
National Research Council of Thailand (NRCT)
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Preparation of the Handbook of the National Policy on Ethics
Oversight and Ethical Guidelines for Research Involving Humans

nsdnvihaleatuilisuiuiensuwanMEyina Fausenay
MBI NNUTTAUNTAlLAE AN IMUASEETINMTIRe N1 Teq
Aunyed ulguisuaziwimsluaiiedaidulagledawuimig
P3esssunazngszileuiiluiiveniuetnaniwnaislussauana
LaIEAUYIA SIudngraneNURulYd naonauuIuNYeINITIdEeN
= v )
Netasivuyudlulsewmelng

The preparation of this handbook commences with the
appointment of a working group composed of experts possessing
experience and knowledge in the field of human research ethics.
The policy and guidelines were prepared with consideration of
well-accepted or widely recognized international and national
ethical guidelines and regulations, applicable laws, as well as

the context of research involving humans in Thailand.

AMLYNULATIUTIUDNANTAMTUNITINYIN TIUTENBUNIEY

The working group has gathered documents for preparation, including:

(1) MANITLFITUUALLUINIIDTETITNAING U Belmont Report
1ne National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research (A.f.

1978), Afledmiumsufuan1sideneadtinia: Az
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TumsthlUHuR (esdniseundilan a.f. 2005) Universal
Declaration on Bioethics and Human Rights (84AN"3
ASANY ’3‘1/]8’1?1’1?1(5]% LAY IRIUGTIULINENUIZU R A.A. 2005)
Standards and Operational Guidelines for Ethical Review
of Health-related Research with Human Participants
(@srnsaundelan A.e. 2011) Declaration of Helsinki, Ethical
Principles for Medical Research Involving Human Subjects
(Wnneaualan A.A. 2013) International Ethical Guidelines
for Health-related Research Involving Humans (Council
for International Organizations of Medical Science (CIOMS)
A.f. 2016) waz ICH Harmonised Guideline, Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical
Practice E6(R2) (International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human
Use (ICH) A.A. 2016)

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

Handbook of the National Policy on Ethics Oversight
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(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);

uleune W wagngszdeuvesnAdeiisatesiuuywd
Tuaw%’gam%muazmmmﬁlu 9 Wy U.S. Code of Federal
Regulations: Title 45 Public Welfare Department of Health
and Human Services Part 46 Protection of Human Subjects
MunadEuanT3es 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
(e 2018) warAuAaAIIREee Ethical Conduct in
Human Research of the National Health and Medical
Research Council Australian Research Council Universities
Australia (p.#. 2018)

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

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
WIMeRSEsTINAMIUMTITeineIteaiuny L
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(3)

(@)

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);

WUINDTUTITH NYUUNEY LLazﬂgizLﬁwTuUizmﬂlm L))
wueasesssuNMsimdeluaululssinelne (susuasusssy
nsiveluaululsywnalng w.e. 2550) WWIN199TEEITY
ns3deluin (vusuasesssunisiseluaululssinalne
w.A. 2558) Wagngraneuazngisdeuiiteduld uas
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

enansiieadosdu 9 59183 WHO Tool for Benchmarking
Ethics Oversight of Health-related Research Involving
Human Participants (83An15aunsialan a.A. 2023)

Other relevant documents, including the WHO Tool for

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



Benchmarking Ethics Oversight of Health-related Research
Involving Human Participants (WHO 2023).

AgUleATEIMasessIuuaeng sedounaeaty
Tsfinnsansiguuuunsideunasidon wdeulfifuusasunala
Tunisssgfieasudl amzviauldndassadesuuuunindsu
IﬂaﬁmumﬂsmﬁuﬁwﬁmuazSEJ‘UL'%&NLf‘:amimaéamwé’m%aﬁﬁsm
wardofiansanse q auldifomiimun 21 un luustazun Aazshaw
Issneruaaman Tneuunumuazhiirmssuiinveuvessials
dudeiiiendes Fasamfedide angnssunissesssunsidely
uywd anntu uagtatiuayunive ietelildwlfdudsannse
thiuaadluuszgndlflutiunvesnu wasimuaulsunsiinseungy
wazimunzauiuuIunnideiifeatesfuuywdluvszimalne
nsouilomasusiarunianiryhaudetu Smsdiauslufivsey
AnugyuiionTeuazUuuiluliigndeauazanandosiunuamig
ana saufeuiunvissiuneding nseuiievnvesuleuisuasuuamis
Pusrnujaiiuianssuiluveamsidefiistestuaned feowad
Fdedumzuiaiite Wy nsiduifsafundnduriayulnmio

(%
=

w3osdiounnd Felisameglugiioatud (desainiideinanid
ﬂg]izl,ﬂsmLLazéﬁ’aﬁmuﬂﬁme}maaﬂlﬂ

The working group conducted an analysis of several
ethical guidelines and regulations, considering both their writing
style and content, and used them as a source of inspiration
when drafting the handbook. The working group has structured
a writing format by specifying the issues and organizing them

based on ethical principles and considerations, resulting in a

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
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total of 21 chapters. For each chapter, the working group drafted
key statements emphasizing the roles and responsibilities of
stakeholders involved, including researchers, human research
ethics committees, institutions, and sponsors. This enables them
to apply the statements within their respective contexts and
establish a comprehensive policy suitable for research involving
humans in Thailand. The contents of each chapter, drafted by
the working group member, were presented at working group
meetings for discussion and correction to ensure their correctness
and alignment with international guidelines and the local Thai
context. The content framework of the policy and ethical
guidelines focuses on classic activities of research involving
humans. As a result, some specific topics, such as research on
herbal products or medical device research, were not included
in this handbook due to the presence of distinct regulations and

highly detailed requirements.

Tumssadomiluusazun pavienlgdrdaenansuums
WBusssuiisdosiuutazun iledieatuayunsdewion wu
Ethical and Policy Issues in Research Involving Human Participants,
Volume | (S1891u0azdaL@unLusvee National Bioethics Advisory
Commission A.e. 2001) Fsiinsuanlddmsudendluund 12
TeyanataznguiUszuisuudedldsunsuniosiuases
Wiy wonand auzauddldnuniuieniainuuinis
Tnsivdeuuamsiiiislddunisuiulss Wy Clinical Research in

14 Handbook of the National Policy on Ethics Oversight
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Resource-Limited Settings, A Consensus by a CIOMS Working
Group (CIOMS a.A. 2021) wag ICH E6(R3) Guideline on Good
Clinical Practice (GCP) Step 2b (ICH a.A. 2023) lagiiu1nansad
wazdfulfseninenszuaumadeu Welidomlugiofinuriuai
waraenadastusmsiilufivensuluseduana

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 to ensure that the content in the handbook remains up-

to-date and consistent with internationally accepted guidelines.

AlloatuMaldriunszuun U lngrenuAnWiug e
v o = & Y ! ! o &
PNELTEIYRY 37 AU Fadudunuvasunumeng 4 lu 5 magdiu Al

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

representing roles in five sectors:

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
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(1)

(2)

(3)

(@)

ANUIINURINESUUTOAAITY

Representatives from universities or institutions;
FaunuINAMENITUNITATE5TINNNTITEluNyudRlaTy
N135UTBIAMAINANNNINTFIU Strategic Initiative for
Developing Capacity in Ethical Review (SIDCER) %38
UINIFIUTTUUIUTBIAUNINAMLNTTUAITIIUTITUATINEY
Tunywdveslssinalng (NECAST) saufafiunuainvusy
s3es5sunTIveluauluUszwalneg (FERCIT)
Representatives from human 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;
Fhununmhsnuivihmihidugaiuayunsise
Representatives from agencies that act as sponsors;
FILNUIINEIUNITUAMZNTTUNITOIMITHaZET (98.) 3D
migumfuguassiunAfisuinvouiiuguaniside
ﬁLﬁmSﬁaqﬁuwwé; LAZAILNUIINAIUNUANLATIUNNT
onsuazen (a8.) viemhenuiiuguasssunAnsuRiavey
fﬁ’ﬁﬁ"uaLLamﬁ%’aﬁLﬁ'm%’aaﬁuwwé; Way

Representatives from the Thai Food and Drug Administration
(FDA) or regulatory agencies at the national level

responsible for overseeing research involving humans; and

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



(5) FUNUINYUYUNTBRANTINNTIY

Representatives from communities or participants.

somnangnnuliUFuURgloatuuasiauesieriala
dudenns q Tusewienmsuszriansal Tnslonansatuislaiing
wensunduledvesdinnumsideuieand (1) WesuilsufAnudiu
PNEFITUTY ABETNUlATIUTIALAAILLaYYNsUSULAlY
Aot lugatugavhelssumsafiuimeuns

Subsequently, the working group refined the draft of the
handbook and presented it to various stakeholders during public
hearings. The draft was also made available for public comment
on the National Research Council of Thailand (NRCT) website.
The working group gathered the comments and made further

revisions to produce the final version, which is being published.

e : ludeunanay a.A. 2024 Wnndaunnulaniueuns
Declaration of Helsinki atful a.a. 2024 visil giloulousurisn
IvhemsiuguaimuIesTTILaLIIMSesTIId M UM TIdER
Aendeatuayudativd Swmsannsniluuasasnndosiundnns
Algsunsuiuusslmilu Declaration of Helsinki 2t a.a. 2024

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

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
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Introduction

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.

24 Handbook of the National Policy on Ethics Oversight
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1.1 Jnguszaed
Purpose
1y ¥ ‘:’lj‘:lo./ s
ANDAVUULINGUIZAIALIND
The purposes of this handbook are:

'
v a

1. duaSuanuimmihvesmsideiiieadosiuuywd uas
atliTsmsiulalunisfunsedns anuasade uaz
anudusgiipveadidnsinnside
To facilitate the progress of research involving humans
while ensuring that the rights, safety, and well-being

of participants are adequately protected;

2. dnlviiunsguiediulunsaidunseulsesssuves
nveTietesiuuywdlulssmelng was
To provide a unified standard for the ethical conduct

of research involving humans in Thailand; and

3. duasuanulinngavesarsisusurenszuIunTIvY
Aelulszenuie
To foster public trust in the research process within

the research community.

1.2 vauwauazn1sUszanaly
Scope & Application
dfl’ 1 L% z-:‘{’ Y v av o a ¥ U L3
Wemlugleatuiiussyndldiunsideineitesiuuyudnn
Ussinnludsemelngluveuwaiiaummauna Ineunanasusssuuas
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fofasaunvesmaideiifedesiuuyed Genseunquianiseeniuy
AMIMUNIL MsAEuNTg wasRanssudy q MAedestunisise
fanam Tuusdazunazitornuvanede Welimdnmeiemuugih vio
Tuunansdl e munderimundunngligianlsdudnilulssynd
THilelvilalumsdniunsedsiiatossmmeansiseiifutosiu
suywdlulsanalne loatuilildnseunquunuiuuvosdeinnsn
fustessuifetesiumidemietestiuuyed uaglildiiy
Sunsthiuaaneiausly madluesndunsiauuesUssendld
fuanmumsaldnzaunuviinzay flanlddnuduersdnlusodd
MNMaRSesITIMas/ven s dudu 4 vieussiagrumaTausTIy
fosiufletuasdognitumsniessaluuiunsunng

The content in this handbook applies to all research
involving humans in Thailand to the extent reasonably possible.
The ethical principles and considerations of research involving
humans are the primary focus of the handbook, which covers
the design, review, conduct, and other activities related to such
research. In each chapter, multiple articles are formulated to
provide a principle or guidance or, in some cases, to set out
specific requirements that stakeholders can apply to ensure
the ethical conduct of research involving humans in Thailand.
This handbook does not encompass all aspects of ethical
considerations related to research involving humans, nor does
it always offer definitive guidance. Its use requires interpretation
and application to specific circumstances, as appropriate. When

necessary, stakeholders may need to draw on other ethical
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guidelines and/or regulations, or local cultural norms to clarify

ethical obligations in specific contexts.

dusfsudwitnsmneiieiddiiaauvos Al
o tngusrasivesgioatuiviiy dermundumeimsdanmy]
musyiuteyniuvsetoiauawuzlagliri “aee” “A3s” uay “01”
Tned1in “dies” vsuendeterimuatefuiisnudosfifay fi
“Pny” vsvenfununufiRnuuzivFefalnsoun Falasvhldied
Huwnufoanananvienissasdiileufifinu dh “o1a” tsuen
federimuamadeniienalsdueyanulisidudesufoinmu See
TgianuganeulunmssindulawaenisillUuon

The glossary section is intended to provide definitions
of terms used solely for the purpose of this handbook. Specific
provisions are categorized according to their level of obligation
or recommendation using the terms “must,” “should,” and
“may.” The term “must” indicates a mandatory provision that
needs to be followed and complied with. The term “should”
indicates a recommended or desirable practice that is generally
considered the best or preferable one when followed. The term
“may” indicates an optional provision that may be permitted
but not required, allowing for flexibility in decision-making and

implementation.

mMsufiRmuuleusuaziumsasesssudunmslinissuses
WAENSIIUILIEAVS Aulaende wasauiluegifvesdidnsiunside
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Issunsdunses uazdeyansiteiimmnindete gloulsuiouisi
11978NTAAUGLARIUATYTITULALLUINIAIUITUTTTUA MY
eAeReesuLyudansnihlliviesnsd dasiiidlsdude
fisiiunns atuayu uaz/sserduguansideiifedesiuanudly
Useinelng nsufiimudenniumanguang lddagauunngrng
vi3oae1du agusnuileveuavesulsUBUALIINWNUATEETIY
atuil wazforduniyuiiuendnamnuesnisiifuguaniside &
dnllddhudeivinisuinveulumneseuiasufoRmungneuas
Formundungsudeuiiteulinmuadsenauanssiulunuiun

IUVFAUALUNAITUY

Compliance with the policy and ethical guidelines provides
assurance to the public that the rights, safety, and well-being of
participants are protected and that the research data are credible.
The Handbook of the National Policy on Ethics Oversight and
Ethical Guidelines for Research Involving Humans can be adopted
or referenced by stakeholders conducting, supporting, and/or
regulating research involving humans in Thailand. It should be
noted that compliance with legal obligations, whether statutory
or otherwise, is beyond the scope of this policy and ethical
guidelines and constitutes a separate aspect of the governance
of research. Stakeholders are responsible for ascertaining and
complying with all applicable laws and regulatory requirements,

which may vary by jurisdiction and funding source.
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2.1

2.2

unn 2
Chapter

DASWAWN

Glossary

ANSANadla

Assent

A o a < = iaa ! a
nstudumNuBugeNYBLANYTOR I NHiAIIUNNTIVNIER
Yoy Fslasunsuseiivindianuanunsalunsdnduladnia

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

decision-making capacity

N15ASAFDU
Audit

N139192980UAINTTULALLENANTNLASITDIAUN1TITU DL
&, @ a 1 2 -
Wuszuvwaziludase eembhesnuneslurionisusn e
UszLilunn nlag TIulazANgNABIANYSalveIN1ANY
398

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

of a research study
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2.3

2.4

30

Uszlyvd
Benefit

LY

saaa a = a v
NAANEVANLANIINATANYIINEY
A favorable consequence arising from the research study

'
a

v« Tuuiunvesnsidediisadostugunim @i
“Uszlenl” mnefadedifinuaideuiniiisadesiugunim
yiornuduegiia viall annsafimsanldhiiusslomiinenss
sordnsunsids mnduusglovdfldsuiuinnmadiio
WINILNINUYIIUNITANYIITY

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

participation or the intervention in the research study.

SUIANTTINN

Biobank
adsiiAuTIuTLazinfuianiinnvosyuduardoyad
Aerteaitelilunside

A repository that collects and stores human biological

materials and related data for use in research
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2.5

2.6

AUBULBULUUUANINS

Broad consent

a P v oo ) A v PRI o YY)
Anudusenililidwmsunisidelusuipniisadesivian
a Av @ P N v A A v ! v
Finnnaniull waz/vIedeyaiiieites lngenvegniels
YDUWATHNIENIDVDULATNININGAI

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

nEwWe - ANBugaNkUUUANINEAINRIZAeTEN I
AMUBUIONAMTUNITITNUT LN WAV UATINANINNTT
nseyIanuuUatslailifiifedifale q (MiFendn
“ANNEULBULUUATOUARN”)

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”).

th
Children

yarafdaliussaifnnglunmsiinudugauldmungmne
luwngunamavesiunfaiunsAn ¥

Individuals who have not yet attained the legal age of consent

in the jurisdiction where the research study is conducted
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2.7

2.8

32

vanews : ludsenelne fin vaneds yaraiifongdini 18 7
‘U'%‘LUJiaJ muwsziwﬁmaﬁﬁumauﬁﬂ LLGilﬁiamﬁﬂqﬂﬂaﬁUiiq
dRnmglaemsausaneldngruneduidsiuly

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

applicable laws.

AREAINNeAFTN

Clinical equipoise
aarunsaifingudidervigiianuliniuousiufedfy
nsunsnueslafidnindmiunngauaindiivue Wednw
WIBUEUNSUNINUE9ERIsnIaNINNI

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

A5NAARINIAALN

Clinical trial

mMsfnwidefieenuuuiniiieyssidumiulasasds Usyavua
waz/vionadnsiAeatesiuaunmiudanisunmduie
WANTINAY q V898N IATesTlounmd WienIunsnuEIdY o
(Beonamuiaenviaen videsamunudu 9) luingud
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2.9

2.10

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

n30uUeAY

Coercion

n13ldnsTuYineindunsie n1sadny wienisuuyly
sUnUUdY 9 WletaduliynnainsmnsAnuide vidoogsom
nsfnudesie Inedareruuszasdeinsanaimnya
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

=]
ﬂm&’ﬂ’iiﬁlﬂﬂiﬂﬂ%ﬂﬂﬁ‘lgﬂ‘lju

Community advisory board

NAUYAAR TIUTENBUAIEANITN L UYNTULAL/NTBRAILNY
I3 va & = Yo v ¢
93Ans gnidunszuendedliiuyuvunazasiounauselev
LaryuNeIueIguYIY nieudlndeyailedn deya uag
nsatuayudmiulasimsidelasinisialasanismils

A group of individuals, including community members

and/or organization representatives, who advocate
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34

for and embody the interests and perspectives of the
community, while also providing community insights,

information, and support to a particular research project

N15HEIUIINVDIYUYY

Community engagement

nszuILMsfiaisauuieuaznsUfduusseviedide
warguauluduneudis q vesnszuaungife deud
nseenuuUkasNIYRWUlUUE NS VUL UR maiiusiusa
Toya NTHATIEN UAENITHEUNIHANITIY

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

VB : VOUAYDINISUAIUTINVDIYU YLD IANA UL
T,mamamquﬁﬂﬂsﬁuﬁy’uw}'ﬂmmqf]uﬁagaLLaz/w%miU%’ﬂm
M50 IUDIN1TTEINTINDE199TIT AL A1 TINIUTIUAY
Tumandudu yuvueadeniiazlaifidiusiuiulassnside
Tnense umdonilazsunsunazlddnduunu

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
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2.13

actively engage in a research project, opting instead to

acknowledge it and register no objection.

N155NYIAINAU
Confidentiality

Foyniulunssnwanududivesidisiunside lne
viliulaindeyadusuasdeyadiuyanaiinininalign
Uawe azlallasunsiUamevsawusduivyanavizontieeu
lalldFueugn Vuwinaametduagldduaygnangidi
$1uM %8 vielaemhsnuiiieitedunsdlim

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

[ 14 ¢
AMuTALd1sayselevil

Conflict of interest

Audafumesayssleviseninadaesduly Tuiunistu
UF Y30IVIAN VBIYARR MBI Y3oaNTU FINTUTIAHA
nilionvdenaidesiadnnanila
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36

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

such that fulfilling one may compromise another

e - AutangamanaUselerilunmIdeiintudlions
Usglovilvasuana e viean1due vdmadevsevinl
Amileuazdaaidesriannnugniesanysainionugneves

'
=]

AIANEIITE Y3eaNS Aulasnny neauLTusLNRvUDq

Y
v

AI1331NTIY

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.

ANSNUNIURDLIBY

Continuing review

NSEUIUMINUNIUIAEANENTINNITIIEEITUNM Iy
Fevhmsusziiiunsineidefimdsdniuegiduszes el
fladinsAnuidedinaduluaundnisesssu

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

to ensure that it continues to be ethically acceptable
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2.16

2.17

GLNRHT

Data repository

& Ao g w ~ o Uy A4 o o

wundaiuteyaviseguteyanlasunisesniuuiiiodaiu
Jan15 wag/v3euUsludeyansideludnuasnlauinsgu
wazdiuasUaendelugissseznamils sungsudeundedu

Tlunsmiuguanisdaiu n1sld waznisudstudoya

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

ASTUIUNISEUALNEAIIUDSI

Debriefing

nszviunsUnmedoyadledsadunsdnsun1sfinuideun
A M TideiiveyaudiugnunUalivisegnadlaviaena

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

upon completion of participation in the research study

N13UaINAI

Deception

The deliberate act of providing inaccurate or false

information to participants with the aim of manipulating
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38

participants’ behavior or responses for the purpose of
the research study
ﬂﬁf\]ﬂf\ﬂﬁsﬁmﬂaﬁlﬂgﬂﬁaﬂﬂ‘%aLﬂULﬁ%LLﬁﬁgL%’lfimﬂ’]ﬁ%ﬂ
TneflnsjamneiiiedanisuieruaungAnssurdenisnou
aussesf s siteifioTnguszasdvesnsinuide

o A < o aa
nu1Ewe - n1suaenalslaevalufedunisnseinfiie
355U LIULALATUBUTRIINANLNITUNITITLFTINNITINY
Tunywdluaniunisaldnme (9de 9.9.6)

Note that deception is generally unethical unless it has
been approved by a human research ethics committee

under specific circumstances (see Article 9.9.6).

v ol & a
Jloindudaszainnisunasasgua
Emancipated minor

A v a ° | ¢ aa 9
yanafiudziiongiinitnuanisussainnislunisl
augueeslimungine uildsuamumangineluguesivey
WI99INADIUNNSAII NG WU NTEUTENSDANEIAE

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

vinewe : Gerindudaszannisunasesguaiiodnaunse
Tiaususeuldmenuesazliogmeldsmnalnaseniy
ngvuevesrUnAsesdnsely
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Note that emancipated minors are considered capable
of giving informed consent and are no longer under the

legal authority of their parents.

2.19  A159NLIUANAITNUNIY

Exemption from review

UTELAVT99N15NANTUN IAUAMENTTUNITAUETTUNTIT Y
mywﬂmmgimﬁswaﬂamﬁ’u ﬁizq’jﬂ msfnwiEedades
vilslsiognelidorimunsungsuidouiivzdetinsmunuy
AuasEsTIULaElASUNITOULR

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

requirements for ethical review and approval

MULUG) : NNSALIUAINATNUN U TE T UNISANYN I8
fifinnudsadniios (necligible risk) AOKLINTINNITIAE 138
dmsumsAnuideiieatostudoyafilnmedeansisns
Wity Tuuensdlonslddnsunsinuiildiedunsided
Aetaiuyed

Note that exemption from review may be applied to
research studies that pose negligible risk to participants
or those solely involving publicly available information.
In some cases, it may also be used for studies that do
not constitute research involving humans.
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2.21

40

ﬂ']iVIUVI'JULLU‘UL%'J

Expedited review

Ussnnvasnmsnumuilllinisnuniulaeamenssuniswuy
Auane Fanmugnssuniatesssumsidelunyedldly
msnuvIUazeyRnsAnyAdeftinuidesieddnsiunside
lsiAuaands s

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

minimal risk to participants

WUIELAR © “NITNUNIULUULEY” UNIATI91958N T
“MIMUMULUUEISA” Y158 “Msnumnusuutauyng” luwmn
FUFTIUAY/VTRNY SeiTeudY

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

other ethical guidelines and/or regulations.

WINTFIUNIIILTTTY
Ethical standards

YAMENNITHALLUINNTTEFTTUTLASUNSEeNsulusEAuang
wazszauw @ Fehelviulalidnnisidenneitesiuuywd
AiiunneEeliasusTId
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2.23

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

involving humans is conducted in an ethical manner

a

nsUfTANT IS eadiindia

Good Clinical Practice

1MSPUEMSUNTODNKUL N3ANLTLNS MITUTin NM13AT 1Y
wazMINENURaM IeifetestuNyed Feiuuseiui
dvid anuvasade wazanundusgitvesiidnianniside

e

1#5un1sduases wazdeyasiufwanisidefisnoud
Audede

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

DUNTY

Harm

v & = ‘:{I a Q’f{
HaNsEVUAUaUVsaIANsallaficlssasdla o Ne1aindu
AINANSITIUNTANYINE

Any negative consequences or adverse events that may

result from participating in a research study
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2.24

42

Veve) © JunTIeasaRlaviaesuluy S5uidunsne
NNINNY N9TAL NNFIRN NNYMNY UALNIUATYFAT

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

economic harm.

FATVINNVRIUYBE

Human biological materials

'
[y all

Sanildinanuyud gy Gen Jaanz ofuay eide wad
Mdue vioveamadlusrameviotandu 9) Jsenaldiu
nMafunuTaiteinguzasdlunsidedidume vieie
fnquszasdau o Taeldihaemannelivieldluvmedui

[y |

Fanataziinisiunldluniside

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

murewg A1 “YanTanimvesuyud” ludiioatud
liirsounquitsTanannildinanuvaadsndd (Wu wad
lad@fidmineluviesnain) deliiaunsnszydiynnai
Duduiliavesiaginanla

Note that the term “human biological materials” in

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



2.25

this handbook does not include biological materials
that are obtained from commercial sources (e.g.,
commercially available cell lines), which do not allow
for the identification of the individuals from whom the

materials originated.

ARIZNITUNITIILTITUNTITE Tuayue
Human research ethics committee
' a A a Y Aou a ° XY

nquyuaAadaseintinSuiiavevlunisvinlndulaly

NSANATENEVS ANuUaansY LLazmmLﬂuagﬁﬁmmﬁﬁﬁam

MY wawtivelinanyseiukiansnsauieiunsAuases

Aand1d laenisnumusazeudfenalslasin1sidenay
A A v A & a =~

ona1sneI Tl ulunuuInggIun1eesesssy Sauds

NSNUIMUNISANEITEDEHDLIDIAUNTEN AT AFUNSANEA

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

VUG @ “ANENTINNITATUETIUNTITTUNYWE” UeAT
213UNI “AULATIUNITNUNIUIDIADIUU” “ARENITUNTS
ATYTITUDATE” “AZNITUNITISUSITN” “ARUZATIUNT
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44

3YSIIUNNIVY” Y39 “ANZNITUNITNUNIUDISTIU” U
WUIN9RTETITULAE/YTang sl uau

Note that “human research ethics committee” may
sometimes be referred to as “institutional review board”,
“independent ethics committee”, “ethics committee”,
“research ethics committee”, or “ethics review board”

in some other ethical guidelines and/or regulations.

weugbididuladude

Impartial witness

yeralsifduiedestumsdnuide uiumumdune iy
nszUILMsYeRNBUYen LieBuduindeyaluienansteya
wazvamNBusaNlasuNITEsUIEeEgNAeY TR Wag
dilale uazileBuduingidnimnsitensedunilasvey
sysulvimnugugeulagadnsla

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

consent

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



2.27

2.28

2.29

nsawedildasudou

Incomplete disclosure
amumia}ﬁQﬁé’aﬂﬂﬂm’fa;ﬁaﬁﬂﬁﬁyuazLﬁm%ﬁumiﬁﬂm
eluseninnseuiunsvemudueulnguanna dwmali
;:iﬁmwﬁﬁmmﬁ%’aiﬂlﬁ%’u%ﬂﬂam‘ui’hwﬁmﬁ’umsﬁﬂwﬁ%’a
A situation where researchers withhold some essential
and relevant information during the informed consent
process, thus not fully informing potential participants

about the research study

ANSYaANNBUYaNlATUNNEIN

Informed consent

nsvvIunsiyeralasuteyatiefiunnudtuven1siing
AVYMAYIVBINUNNTANAULIVDIRY LATANAIUTNTINANTANEN

[y

Fsnulneanasha

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

Lanmsﬁﬁagau,a::mammﬁuﬂau
Informed consent form

A & [ Y] = 2 a v \val v
L@ﬂﬁ’]i‘l/lL‘Uua’lﬂaﬂwmaﬂﬂﬁmﬁj‘ﬂ%mﬂaﬂmE)UFLMLLﬂIZ\IJVIE]’H]L“lﬂ

FUNTIVYIUTENININTLUIUNTVEANUB UL DU AR UBNNETD
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wardufinaudugeuvesiinsiun1sIdelunisidnsiu
N3ANYITY

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

for participation in a research study

e © lenanslayalasvenuBusey ihavegluguuy
nszmuisedidnnselind Ussneumediudoyauaradiunans
ANuBurel lnganadnmssadulenanssiuatuineInse
weniduenaisdrudeyanazdiunaninnudueouliniy
AN AL

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.

N32UIUNTSIADNDBNIABUBNNET?

Informed opt-out procedure

nalnvianssurunisnazdiyaraiisinnsAnyidelag
onlus LiuusmnIsUiasnsdisin eilseaiulalaing

2% N A = 1% v a a v
n1slvdeyaiiieanaieliyanaaiunsadndulaiedu
nsidenaenie
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A mechanism or process in which individuals are
automatically included in a research study unless they
actively decline participation, ensuring they receive
adequate information to make an informed decision

about opting out

VLELYR 1 NTEUIUNIERNDDNLAUDNNATILANAIINID
nmsdeniiililaeinly Feyanadeadeniiazidnsisly
N13ANYIINE

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.

an10u

Institution

peAnTUTovtsunIasuIolonsufininaunIefuny
duiumsideAndesiuuyd Tnsflesdnsniomieauy
TmsatfuayuRanssuiifeatesiunside

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

and that provides support for research-related activities

e : “aontu” eraluldvsaandunisfing antiide
V3BlINEIUA
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Note that an “institution” can be either an educational

institute, research institute, or hospital.

ATILLNINLYN

Intervention

mi%’mmw‘%amiﬂ%L1J§smimaLf\mmﬁﬂizﬁ’]ﬁuﬁn’fﬁw
mMATeSeanmndesesidnumsideuie Snqustasdly
N15778

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

for research purposesd

VPR : AT “NITUNTNUDL” DIIMUEANNTINEININTTY
1n 4 figudumsiiiovilfgunmonnuditu seonautuneu
maneanle q Aldlunsifununudeyauas/vietan
Fanmiite TngUszasAlunmside deeganelddsninainy
U196

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

fall under the above-mentioned definition.
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Hunulpgyausssu

Legally acceptable representative

yarailasuaugmnelinguineviselasunisseniuniung
seifgurasantuitanunsalyanudusesuvisesnaulawny
yAradunllanunsalienudueenlaglasunisuennariedla

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

wanewe : lwusaaunisel gunulaeveusssuanaiuyana
fimausas favsa funases FAuduau doyuia Rving
aundnlurseuniaiilnddn fisunasosguayanatiu wiaumy
Aduisensuludeny

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.

AULHYIAN
Minimal risk

SEAUANULESNLA8UEINNNSWNS T UNSANYIBNTVUA
1 < [y} a [l | [y}
wazAmuunzidureunsenaIanIsaiiliunnluninseeu
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AudssAUsEansmlUNBluTdinusedniu selusewing
ANSMNIVINNIYUIBNITNAABUNINININGINIUUNG

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

AMULAIMNNLANTDYINANLT LA

Minor increase over minimal risk

sefumNudsaiAunudssr uilineliAnfunnasie
aunmuazanuduegiidvesiiinsiunsidveselitiddny
The level of risk that exceeds minimal risk but does not
pose a significant threat to the participant’s health and

well-being

ANSANAIY

Monitoring

N15N587NUBINITAIAUAKALATUTELEUAINAINTI VDY
ms@nuiseielviulaidinmsditums Sufin uagseauem
NATLATINTTITY FBANTUNTUINTEIN wazTamvunnI
ngaeLdeuiitaduly

The act of overseeing and evaluating the progress of

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

requirements

nsliufuRnungszileuvasaartu

Noncompliance

{ va o |

€ al A Y
ADTUNTIUNHNIVYNIBNU

Y

dulddudsdulivfianung
suifisvvesantufimiuguansidefiieadesiuayud

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

involving humans

HUnAT09

Parents
A a [ =) Ao a
UITALAL/NRTIBUAIVDILAN Mi@yﬂﬂﬁ%iUN@%@UiUﬂ’]i@jLLa
[ 1o =3
wazAUUUDYNATDILAN
Mother and/or father of a child or persons who are

responsible for the care and well-being of a child

v : A3 “funases” Taevhluvanefs Sanmnsangl
Afiavsedanunsniugysssy sgnelsinnu Tuuaniunisal
o Taguszasdlunisldundaniseygn/anudugenain
AUNATEY “HUNATEY” 913MINEANTINEY HUnATEIAIN
Uszananguaneunisuasnided seldsauides funasos
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aﬁ’aamwmaﬂamuﬁ%’ﬂﬁgﬂﬁﬁumuﬂg]wmmﬁlaﬁmiaﬂlﬁﬂ ey
yaraduiisudnlluanugunissdesvdedfifinenduogie
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.

K11371n1573

Participant

yaragdsiinnideya YanTann udenisnevausdde
nsunsnUeEe Aansedu videramlaegide sl A was/vie
AnsgiloTngusrasdlunside

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

13

HN5I10N15798”7 UNASIDNREENIT “Dnddiins”

Y

NUNBLUR) -

N vy av a = a o
98 %li‘Uﬂ’]i’J"ﬂEJ IULLU']V]"I\TﬂifJﬁiillLLaS/MﬁaﬂaigL‘UﬂU@u

Note that “participant” may sometimes be referred to as
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“volunteer” or “human subject” in some other ethical

guidelines and/or regulations.

UayadiuunAa
Personal data

9] A a Y Y} 44' o v
Joyala 9 MAgItesivyaranaansassyiwnulivsessy
fnulaian

Any data relating to an identified or identifiable individual

wnews : doyadiuyaaailudiunilivesdoyadiui lag

Y 9 Y

1% v W

wiudndudeyaiifedesiudmuresyanalngdimng

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

identity.

NINTTUNEIN1TOYIA

Post-approval activities

Aanssudiddusdrsdeiles dsdndudmiviidouazaas
nssNNse3EsTIIMAdEluayed Weliiulaindinisu§oa
mmu1mﬁ;n;wu‘vl1ﬂﬁ]‘%aﬁﬁﬁmMé’qmﬂmsﬁﬂwﬁﬁalﬁ%’umgﬁaﬂ%&uﬁﬂ
INAMLNTIUNTITETITUNTIE WL e

The ongoing activities required by researchers and human
research ethics committees to ensure compliance with

ethical standards after the research study has been
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54

initially approved by a human research ethics committee

VGWR © NANTTUMAINTOULRATEUARUEINITTIBNULAY
NSNUNIUANUAIMTNVDINTANYIITE ARDAIUNNTTIBNUY
N5ANMIN WAz sNUNINTeinanuANUaensie vionsd
fiimadeavuainenaislasinside uaz/amionsliufcd
mung szileuvedanIty

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.

Q’ﬁmmﬁ'ﬁ'wmﬁﬁ'a

Potential participant
yarafldsunssyiterafinaandinsemuinueidmsiu
nssunlun1sAne1ive

An individual who has been identified as a potential

candidate for enrollment in a research study

< 1 o/
AMUUUEIUAT
Privacy
Youwavsoanmiyuaraliansiazlasunnududid Uaen
91NANAUIIYDIATITUYY NITEET UIBNITTUNIUAN
By
Y
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A domain or state within which an individual has the
right to privacy, free from public attention, intrusion, or

interference by others

nnewe - deyadiudidininilayafiuiazuanaliliiiie

Toguszasrinng Tnelianunianisiiaumgaunainosly
NUAKYADAISITUL VIO I ND IR US aIRDU

9

&

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.

dayadIuna
Private information

Joyanefivurraiiintuluusuniuaaaausanianiale
agangauNaInazliinsdunavsetuiiniintu

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

observation or recording is transpiring

newe - Jeyaduiifininiayafiuiazuanaliliiiie

& o a [ Q{' 1 |
Toguszasrinng Inelinuaianisiaumgaunainasly
ANUALKYADAISITUL VIO e TR USyaIRDU

Y 9

Note that private information also includes information

provided for specific purposes by an individual, with a
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reasonable expectation that it will not be disclosed to

the public or used for other purposes.

LBNE5IATINTSIVY

Protocol

lonansiiesueanauin winsa Tanusvasd nseenuuy 3
fofinnsanduaiessunazain uaznsinnisinuide e
Tilainsfneideazdufiuniseshadussuu Ifnesgu
wazilasesITy

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

MNEI : 1UAzIBEAYRITaYAUAY/viTe TN TANTIAULN
Usgnsonadawsesliluenansuenm1eain lnedinsonadely
LONANSLATINSITY

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

separate documents referenced in the protocol.
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ANSLIUEUUANNLENEISIATINISIEY

Protocol deviation

t:ll =) a a v
nswdsunUawisonisieauila 9 3nnseenwuun1sivy
WsotunauNTITeszyluenansiasansifelasuaud®an
ARIENTINNFITUFTIUNTIVe TNy wdnountll

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

approval from a human research ethics committee

NUGLUR) “madesuunenansiasniside” viedaen
nueds “nsHuenanslasinisive” Tukuiniaasesssy
uay/videngizidoudu

Note that “protocol deviation” may sometimes be
referred to as “protocol violation” in some other ethical

guidelines and/or regulations.

n1sUsEAUAMAIN

Quality assurance
nszvrumsiiusyuuildifiovliuladnssuuaivay
AMNNEUTEANSHA

A systematic process used to ensure that the quality

control system is effective
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N13IAIUANAUNIN

Quality control

UININIVTRTURBUT IR LTUN TN TIRaR U U]
TMNUAFIMSUANAINUBININTTUTIAITRINUNTIY

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

N138559EWNTINNTITY

Recruitment

nszvIuMsAuyaraniotaulaslunsinuide vie
Msszygfienadngmmide

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

potential participants

[ o v Y Y a o
’Jﬂ@!‘l/ﬂ‘lﬁii‘lﬂ']ﬂdﬂﬂi’)ﬂﬂ'ﬁ?ﬁ]ﬂ
Recruitment materials
A & [ LY A CYSRL [

wnasiiluatsanwaldnyiniedslanviadla 9 Ly

I A a a s ay v g ] =
aqiugﬂwumzmwmaaLaﬂmmma A dudrunilavng
NITUIUNTATIMEINTINANTITY
Any written documents or audiovisual materials, whether

in a hard copy or electronic format, used as part of the

recruitment process
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ilgumiugua

Regulatory authorities

visuvesiguievesanntuiiionualunisiiugua
e wazdeduldunsgruneasesssuvisengrangdmsy
MeidefiAetestuuywd

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

for research involving humans

N353
Research
=2 1% Y a ¢ | & P 1%
NsANwIALATT AT viTeneasteg1nlussuy el
& Yy & a oA Y = < =
WPaveLNaaTe Awslval visenannsililunisaang neug
= awva A g & @ Y a s
wsowudUfun talunugiulunisiawisuingimans
wialulad dpummans uyweatans wasfauiIneinisuuusg
ANg o TIuviieassuinnssuianansatluldusglovils

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

innovations that can be of benefit when being utilized
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VUG AT “N1TITY7 SainefanIsnsIadeuaeng
JuszuurSeRanssufieenuuusniiomuvieddniely
msthlugesdnuiiannsahluldlfogianiiaeng vie
anudlalushderieunngnisallasngnsainds vied 1
suuiafanssuiumssuguaUndvieldumds uay
mslinanfarmaaedililssueyRusnmsmaasmianain
(#5end1 “mslimemnnmss’)

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”).

nsadeiietasiuuyed

Research involving humans

Aanssila 9 Adnindunsise 3 () dudumsiuyaea Lite
Tilsun 1 fnwn waz/v3elnsentayauas/Mseiantanim
vio (@) 1o 14 Anwn Tins1e9i waw/vidoaiadeyadiusi
aansnszysldiuas/vieYanTanwdiannsasyysamls
e tnguszasdlunsise

Any activities defined as research that (a) is performed on

individuals to obtain, use, study, and/or analyze their data
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and/or biological materials, or (b) obtains, uses, studies,
analyzes, and/or generates identifiable private information

and/or identifiable biological materials for research purposes

NUNYLNR - “ma'ﬁ%’aﬁtﬁ'msﬁmﬁuwwé” ATBUARUEAIVT
WWRINVAIGAIVIITT FINTINITUNNE INeAansaunImn
dpurans uywea1ans n13Anw wazinalulad dmsu
MIIeIUNgANsIUAERS danurans wazuyvermans idu
TUaulsgnmavesrenIsunsduasuIneImans Iduuas
WinnTsy 1ereuuImUUatunsaniunsIdelunyed
AIUNOANTIUAANT FIAUAIENT WASUYBUANEAS

Note that “research involving humans” encompasses
various disciplines, including medicine, health sciences,
social sciences, humanities, education, and technolosgy. For
research in the fields of behavioral science, social science,
and the humanities, compliance with the announcement
of the National Commission on Science, Research,
and Innovation Promotion regarding the guidelines for
conducting human research in behavioral science, social

science, and the humanities is required.
ANSANYIIRY
Research study

NMsRTIAdUVSERANISUMTUTEUULAZILASIAS19 Teanuuy
UNBADUAINIUNITITLINNEVTENAFBUALUAFIUT NN
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'
a

lngUfUAnuenaslasinsiTenseyisuas unaudnniey

9

dusunsinuniuutoyauaziiaszideya

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

o 1

MR A1 “MSANENITY” vaneeinsidedseiania
Uspunymiiidatumuionaidenieausfgiunsidedimne
Tuvauzdidnin “mside” Wudmluiirseunquianisnsa
aeuvFenansslsELaneng q fin1anda

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

various types of investigations or activities.

Ya v
WY
U
Researcher
da v dou a o a av o a 19 o
q@ﬂammﬁmmumﬁuaﬂumimLuumi’sfﬂwmmmadﬂu
Uywe
An individual who is responsible for the conduct of

research involving humans
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e : A1 “EIe” Samsnefaivtiig (Leesasendy

«Ya v

HIdevan”) Belinthnsuiaveulaesulunisanidunisias

[y

MAuguan1sAn®1IdY o @ unAne1ide

Note that the term “researcher” also refers to the leader
of the team (sometimes called “principal investigator”)
who has overall responsibilities for conducting and

overseeing the research study at a study site.

ﬂ’JﬂﬁJL’?iIEN

Risk
mmu'wzLﬂuﬁﬂzLﬁﬂﬁumiﬁaLLamumﬁammeLiwaﬂ
Sumsetu

The probability of the occurrence of harm and the

magnitude or severity of that harm

vaneg : AdsafiiieadeadunsAnwideaiunso
ATOUARUVIANELILN TINEAIIABIMNITIeNTY medala
yedsns MangUIne uaznasygia luusanunisal Anaides
waronnieidestunissnainnududiuinaz/vie
nsaudiamssnwauay Jeenunsadinafienusegnediuddy

Note that the risks associated with a research study
can encompass various aspects, including physical,
psycholosical, social, legal, and economic risks. In certain

circumstances, these risks may involve the invasion of
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64

privacy and/or breach of confidentiality, which can have

significant consequences.

ﬂ'sﬁugnﬁaaw'}ﬁwaﬂﬂ'}ﬁm%
Scientific validity

Y

AMAINUBINITORNLUUNITANYIIRY SeideudTide uay
AELNIEE

ez weliiuladinanisidedlafiaing
Jedold

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

and reliable

AAINIINGIAENS
Scientific value

;:1' = a o a 1 o 1 & v
n15n13@nw13deddrugislunisiilidesdninuinig
ANYANENS I UE1V AANUINTLS

The contribution of a research study to the body of

scientific knowledge in a particular field

winnsallaiieUszasAineus

Serious adverse event
mansalliflsszasamsnsunmdla 9 7 (n) dewalidedin
(@) 1 udunsefedin (a) Fosdnsunssnululsaeuianse
¥iliszaznainissnululsmenunauiuiy (1) dwaldin
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[ =

ANuiinsvselinuaunsairseguueilld Ay vise

o

() LNAANURNAUNALANWLAWTDAUANITLAN LA

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

AMAMNINET AN

Social value

o

Usglovillumeuiindnuenalasuanndeyaddayiiiinain
NSANYITY
The practical benefits for society that might be gained

from important information generated by a research study

Reduayun1sive

Sponsor

yAna U3t an1liu vieesdnsiiuihisufinveuluns3isy
I0N13 way/viseluativayunisAnwidy

An individual, company, institution, or organization that
takes responsibility for the initiation, management, and/

or financing of a research study

' o a

EUY : FIT8UNANRIRNNTNTISURRYRUB IR ATUAYY
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VA v

nsieluusESeT e wazeraiteninu “ﬁj’maﬁt,‘flu
Hatiuayunsideme”

Note that some researchers may take some or all
responsibilities of the sponsor and may be called

“sponsor-researcher”.

aldauladude
Stakeholders

'
v

yana nNau vsere lanuaulansedeiialun1siden
\NeUBdiuNLe
Individuals, groups, or parties with an interest or concern

in research involving humans

mnews - ulingiduladudslunsideennsiniyana
NAY Lag/MIBRNEAN 9 viangau vaenau wag/vevianedy
frih “gildanlddude” lugioatuilnevdnudmanedes
dwlddmdendn 4 fhe laud {338 AaenssuMITesTIY
n9delunyed andu waghatuayuniside

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

committees, institutions, and sponsors.
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AUTUYDUIINAIUNY

Surrogate consent

ANBugeNNlasuIINHunulaeyeusITUVRIYAAaTll
aunsabirnudugaulnelasunISUBNNAINIEAULDI LS

Consent obtained from a legally acceptable representative

of an adult incapable of giving informed consent

¥ a 1| o
msnlaradndunissnen

Therapeutic misconception

v v 1

an1uN1SNE15uN15I38 i laANULAN A9 LI

Y
=

matsalumsnyideiunslasumsguasnumensinme
AuEasgIudMiUNMsRuTie Ry

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

Jgymnliinnda
Unanticipated problem

¢ & = ) an o a P
winn1sal Usgaunsal visenaansta 9 Nlininfn 9019
WEIVBINUNNSIUNTINNITIFU AL LNL AU FLIADDUATIET

LY

NWNATUNUEIYNSTIUNTIVE NI DUAARDU

Y 9

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

participants or others at greater risk of harm

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
WIMeRSEsTINAMIUMTITeineIteaiuny L

67



2.66

2.67

68

ANSNALNUAIS
Undue influence

2 U o & a o d' 1 1 =1 % Gl Q‘N‘ﬂl dll
nsldanuduiusidsoruanldiviniisuiunieisou ¢ e
nadunIeldnInaneynnasg1sllamgaunalidisiy
M3AnIdevTetsINsANY s iammanuianaliFenis

The use of an unequal power relationship or other means
to exert unjustified pressure or influence on individuals
to participate in or continue participating in a research

study that they might not otherwise do

yaneve : vsnaiiumsenasmisaniunisalifinisiaue
AvaenAuluvdelimnzean elwlfndamudusey
Yl Iun19Idelun1snsiunisinuride lnedase
Insugnuiivanzautesidiisiunside Ssunndadendy
“msgslafiuais”

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”.

Afidunulngluldnsla
Unsolicited finding

aananrunulagluainfsnsslulasddaszninanisnenive

Y
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Feorafislemalunsifulsavionneilifedasiumay
NTIENANUIO INQUILAATDINSAN IR

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

purpose of the research study

YARALAZNAULUIIZUNS

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

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

or give voluntary consent.
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Policy Statements
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Institutions must establish a policy stating that ethical
review and approval by a human research ethics committee
is mandatory prior to initiating any research study involving

humans and/or recruiting participants.
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Institutions must establish a policy to ensure that the
human research ethics committee receives adequate

resources and support to operate effectively and efficiently.
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Institutions must establish a policy that requires all

AleulovBuAdIIENIMAuLaAUITEsIIU Uay

71

WIMeRSEsTINAMIUMTITeineIteaiuny L



3.4

35

72

researchers affiliated with the institution to be trained in
human research ethics and conduct research involving
humans in accordance with ethical standards and

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

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

laws and regulations.
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Human 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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Human research ethics committees must have the authority
to operate independently. Their decision to disapprove of
any research studies must not be overruled by institutions

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

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

in the ethical conduct of research.
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Researchers have an ethical obligation to conduct their
research study in compliance with the protocol that has
been approved by a human research ethics committee,
while also adhering to institutional regulations governing
research involving humans, as well as relevant ethical
guidelines and applicable regulations.
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Research involving humans should be ethically justified
based on three fundamental ethical principles outlined
in the Belmont Report, namely respect for persons,
beneficence, and justice, as well as relevant ethical

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

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

standards and should be described in a detailed protocol.

n153987ReadesiuuyedAIsBuLazaiunsaensele

ANUEBAIaNTsallakarasEAnTUR U1 TIn I8
U A a % ¢l %

WHaguaNAsiilaiguiuUsElevuinans

Research involving humans should be initiated and

continued only if the foreseeable risks and burdens to

participants are justified by the anticipated benefits.
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The selection of participants should be equitable and align
with research purposes. Individuals or groups within the
population who may benefit from research participation,
even though they may be deemed vulnerable, should not

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

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

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

in accordance with applicable laws and regulations.
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Participants who are vulnerable to coercion or undue
influence should be given additional safeguards appropriate

to their vulnerability.
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Introduction

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

or repetition study.
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Social value refers to the broader benefits that a research
study brings to society. It considers the positive impact that a
research study can have on individuals, communities, or society,
extending beyond the immediate benefits to participants or
scientific progress. Maximizing social value can be achieved
through the widespread dissemination of research results,
collaboration with community partners, and engagement in
knowledge translation activities for the practical application of
research results.
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The primary objective of research involving humans is
to yield valuable results to society that cannot be obtained by
other means. Consequently, scientific value and social value
are crucial in conducting responsible research involving humans.
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5.1.1
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General Considerations
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Research involving humans should have scientific value
and offer the potential to generate knowledge that is

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

place.
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All research personnel should be qualified by education,
training, and/or experience, including training in human
research ethics, enabling them to conduct research
studies ethically and perform their tasks competently

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

the protocol as part of the ethical considerations.
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Human 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 human research ethics committee may rely on
other committees that systematically conduct a review

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

intervention, or other controls as a comparator should
align with ethical standards.

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

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
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(e.g., invasion of privacy and/or breach of confidentiality) that

participants may encounter during the research study. Meanwhile,

anticipated benefits can be direct benefits to participants and/

or indirect benefits to other individuals, groups, communities, or

society. The complexity of assessing risks and benefits in research

studies may arise from various factors, such as identifying the

risks and benefits, determining their magnitudes or impacts, and

evaluating the likelihood or possibility of their occurrence.

6.1

6.1.1

86
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General Considerations
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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.

Handbook of the National Policy on Ethics Oversight
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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 procedures performed for
research purposes and should not include those that
exist regardless of whether participants take part in the
research study. Meanwhile, anticipated benefits should
also be distinguished from those that may occur even if

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

selection of participants.
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6.1.5

6.2

6.2.1

88

TenafvziAnUselomilnonseefidismnisidenslasu
msUszidiulaedanndngrumsineimansiifissnevie
foyanieglutiagiuinifudnuurveselovifiainns
wazdffiayld¥uussloiiy

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

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

informed consent process (see Articles 9.3.1.3 — 9.3.1.4).
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Risk & Benefit Assessment & Justification
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Research studies involving humans should be initiated and

continued only when the risk-benefit profile is favorable
and justified.
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6.2.1.2
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If there is the prospect of direct benefits to
participants, the risks should be reasonable
in relation to the anticipated benefits to the

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

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

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

study should be promptly reported to the human

Handbook of the National Policy on Ethics Oversight
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6.2.4

research ethics committee for review and approval (also
see Article 15.5.2 - 15.5.3).
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Human 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
and conducting safety reviews, if any (see Article 11.3.7).
If the risk-benefit profile is deemed unjustifiable, human
research ethics committees should have the authority
to suspend or terminate approval for the research study

according to their written procedures and/or institutional
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6.3.1

6.3.2
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regulations. If human 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, human research ethics
committees should assess post-study provision plans and
communicate with researchers regarding the possibility
that participants or relevant groups within the population
will have reasonable access to these products or

interventions, when applicable.
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Introduction

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

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

convenience, and/or other unrelated factors.
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Fair Selection & Approaches
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Researchers should provide equitable access to research
opportunities for all potential participants. Vulnerable
individuals and groups should not be unfairly excluded
from research opportunities without sound scientific and/

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

other considerations outlined in Chapter 8.
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Other Considerations in Specific Circumstances
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During a public health emergency, when potentially
effective interventions may be scarce, researchers
and human research ethics committees should
carefully consider the justification for prioritizing certain
populations for enrollment in a research study. The
reasons for selecting the population may be based on
ethical frameworks concerning resource allocation (see

Article 21.1.5).
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Introduction

Recruiting participants is considered the initial stage of
the informed consent process, and in certain circumstances,
recruitment and informed consent may occur simultaneously.
Recruitment strategies may vary widely depending on the research
context. These strategies may include using telephone or email,

engaging physicians for patient referrals, recruiting from patient
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information based on medical records or registries, employing

a snowball sampling technique, or advertising through digital

platforms. The approach should be appropriate for the research

study’s context, taking into consideration diversity in terms of

race, ethnicity, gsender, and other factors. A single research study

may employ multiple recruitment strategies.

8.1

8.1.1

8.1.2
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General Considerations
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Recruitment activities should adhere to the ethical
principles of respect for persons and justice. These
activities may include advertising, identification, contact,
screening, and preparation for obtaining informed consent
from potential participants and/or their legally acceptable

representatives.
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8.2.1

8.2.2

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

dealing with vulnerable individuals and groups.
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Recruitment Process
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Researchers should describe the recruitment strategy in
the protocol and provide justification for their approach
to identifying potential participants. The level of detail
should be proportionate to the foreseeable risks of the

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

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

101

WIMeRSEsTINAMIUMTITeineIteaiuny L



8.2.3

8.2.4

8.2.5
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Researchers and human 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 human 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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Human research ethics committees should advise
researchers not to have direct contact with potential
participants without prior connections due to privacy
concerns, unless potential participants have been
informed about the research study through appropriate
means or by someone with whom they already have a

relationship (also see Article 10.2.1).
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Human research ethics committees should carefully
consider the potential impact of monetary payments
or other incentives, whether provided to participants,
researchers, or others involved in the recruitment of
participants. This consideration is essential to ensure
that monetary payments or other incentives do not
unduly influence potential participants into agreeing to

participate in the research study (also see Article 14.2.4).
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When required, researchers and sponsors should ensure that
necessary resources are available to facilitate the recruitment

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

the recruitment process.
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8.3.1
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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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Prior to dissemination, all recruitment materials intended
for use with potential participants, such as information
sheets, verbal scripts for word-of-mouth or in-person

recruitment, and direct advertising (e.g., posters,
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brochures, television, video, internet ads, and audio
advertisements), should be reviewed and approved by

a human 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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8.3.4

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.
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Introduction

Informed consent is a process through which individuals
are provided with relevant information about a research study
and voluntarily agree to participate in it. The process begins with
the initial contact with a potential participant and continues

throughout the course of the research study. The purpose of
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informed consent is to respect individuals by enabling them

to make voluntary decisions about their participation in the

research study. In research studies involving direct interaction

with participants and/or their legally acceptable representatives,

written consent is typically the standard means for documenting

consent. However, there are specific circumstances where a

waiver or modification of informed consent may be permitted.

Such exceptions require prior approval from a human research

ethics committee.

9.1

9.1.1

110

Yanasaunlu

General Considerations
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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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Prior to participating in a research study, potential
participants and/or their legally acceptable representatives
should give informed consent voluntarily. Participants
and/or their legally acceptable representatives should
have the right to withdraw their consent at any time

without penalty and without having to provide a reason.
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Informed consent, to be considered valid, should consist
of three key requirements: sufficient disclosure of
information, adequate comprehension by the participant,

and the voluntary nature of decision-making.
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9.2

9.2.1
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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 human 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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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
reasonable persons 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 human research ethics
committee (see Article 9.9.6). In general, such actions
are deemed disrespectful to participants and may pose

unnecessary risks of harm to them.
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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 clearly comprehend the nature of

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

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

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

participants and/or their legally acceptable representatives.
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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 in 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

Handbook of the National Policy on Ethics Oversight
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explained and understood, and that informed consent

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

such circumstances appropriately (see Article 12.3.1).

9.3  83AUTENAUAIAYYDINITVDAINBUBBULAEUBNNETD

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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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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An explanation of the purpose of the research

study, the expected duration of the participant’s
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9.3.1.3

9.3.14

9.3.15

involvement, and the procedures to be

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

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

be expected from the research study; and

'
= = 1

n1sesUIEMIAeNmIgaY (9d) F9819iled
I ¢ 1 wa I )

LLaxL‘LJ‘meIEJSU‘umaQwaw&miwmi’ma

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

Handbook of the National Policy on Ethics Oversight
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9.4.1

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
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An informed consent form consists of an information
part and a consent part. These parts can be integrated
into one document or may be prepared separately. The
information part should meet the requirements of Articles
9.3.1 - 9.3.3, while the consent part should contain, but

is not limited to, the following:
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A statement indicating that participation in
the research study is voluntary, and that
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9.4.1.2

9.4.1.3
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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;
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A statement indicating that participants have
the right to withdraw their consent at any time
without penalty and without having to provide

a reason; and

mM3sunmuhdihunsidelasunategaiisame
neunazlvaudugaulaglasunIsUBNNa) wae
mauasmInEIlasuAmauIuunwelanad

An acknowledgment that participants had
ample time before providing informed consent
and that their questions were answered to their

satisfaction.
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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.

= ¢ co A v o 4 a a g =
\dlennsAnyidenedesiutuneurienanssuiiduniaden
Junz (gfe 17.2.1 Jushedy) fidvenvdawieuenais
ToyauazranNNEUaNLYNIING MU INgUseasAnsna?
IagAsduasladaauungenadnsiunisideuas/v3e
AunulagyausTTuINIsUfiasialiainudugeudniy
@ s & = o ' v oya o
Toguszasnmluniadendenarilalafaduniniuiain
nsnsmlunisAnyidewan

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
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declining to consent for such optional purposes does not

exclude them from taking part in the main research study.
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Human 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 human research ethics committees is to ensure that the
forms are accurate, complete, and written in a language
that can be understood by potential participants and/or
their legally acceptable representatives. Human research
ethics committees may request modifications to the forms

and/or information as deemed appropriate.
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Human 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, human research
ethics committees may request researchers to add such

information or provide justification for its omission.
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Documentation of Consent
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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 regulatory
requirements may serve as an alternative to writing a full
signature. In addition, the informed consent form should
also be signed and dated by an impartial witness (also
see Article 9.2.10).
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Researchers should provide participants and/or their

legally acceptable representatives with a copy of the
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signed and dated informed consent form, while the

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

participant’s personal and cultural circumstances.
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Human research ethics committees may approve a waiver
of the requirement of documentation of written consent

under certain conditions as follows:

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
WIMeRSEsTINAMIUMTITeineIteaiuny L

129



130

9.54.1

9542

lena1swansNUduganasudulonaisiiies

Y v

aduieidenlesiugidnsiunside wasionans
Fanameraneliinanudssenisiindunsie
YUIWALIIINNTIBINNTALTANTTIN Y
anudu wu lunsAnuidefiietestungingsa
Anangvane vie

A signed consent form is the sole document
linking to the participant, and it might pose a
serious risk of harm to the participant if a breach
of confidentiality occurs, such as in a research

study involving illegal behavior; or
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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.

wnewe : Mseniunstuiinanuuseuduane
anwaldnusenalasveyymlmilalunieasesssy
NINEITEA1UITOUNAUBNARARAENANFIUTN

Handbook of the National Policy on Ethics Oversight

and Ethical Guidelines for Research Involving Humans



9.55

aﬁuauumﬁawafﬁiaﬂmzﬂiimmﬁﬁaﬁ‘immﬁ%’a
Tusnyud waghliiulainnsiuiunsdananlaidn
songuineuayng sz douitduly

It should be noted that a waiver of written
consent may be ethically permissible, provided
that researchers present the human research
ethics committee with the rationale and
evidence to support their request and ensure
that it does not violate applicable laws and

regulations.
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In certain circumstances, the voluntary actions of the
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participant itself may constitute what is commonly
referred to as “implied consent”, rendering written
consent unnecessary. Other alternatives to written
consent may also be ethically appropriate when face-to-
face communication between researchers and potential
participants is not feasible or practicable.
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9.6.1
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Sponsors should verify that informed consent is obtained
from all participants before they are enrolled in a research
study. In certain circumstances, human research ethics
committees may request researchers to provide evidence
of documented consent from participants and/or their

legally acceptable representatives.
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Electronic Informed Consent
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In certain circumstances, researchers may consider
using electronic informed consent, provided that they

follow institutional policies/guidelines and comply with
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9.6.3

applicable laws and regulations. Electronic informed
consent involves utilizing electronic systems and
processes that employ electronic media to obtain
consent. It may also include the documentation of

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

be documented.
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Whenever researchers obtain informed consent through
a virtual context with no face-to-face contact between
researchers and participants, researchers are responsible
for maintaining records that document informed consent,
in accordance with the institutional guidelines and

applicable laws and regulations.
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Obtaining Informed Consent from Participants

Incapable of Giving Informed Consent
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For potential participants who are incapable of giving
informed consent, researchers should obtain surrogate
consent from their legally acceptable representatives,
taking into account the participant’s advance directive,

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

available option for individuals lacking decisional capacity.
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If an individual’s lack of capacity to provide informed consent

is temporary or episodic in nature, in certain circumstances
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when appropriate, researchers may obtain informed consent

from potential participants when they are able to do so.
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In certain circumstances, human research ethics
committees may waive the requirement for surrogate
consent from legally acceptable representatives if the

conditions specified in Article 9.9.4 are met.
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Obtaining Informed Consent from Foreign Participants
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9.9.1

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 human 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 human research
ethics committee. It should be noted that informed
consent forms in a language in which foreign participants

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

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

as possible.
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Human 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
human research ethics committee to exercise judgment
and determine whether the necessity of the research study

justifies any modifications to the consent requirements.
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Human research ethics committees may approve a
modification to some or all of the consent requirements

if they are convinced that:
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9.9.4.2
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The research study is neither feasible nor
practicable to be carried out without the waiver

or modification of informed consent;
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The research study involves no more than

minimal risk to participants;
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The waiver or modification to the consent
requirements is unlikely to adversely affect the

rights or well-being of participants; and
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The research study offers the potential to

generate knowledge that is valuable to society.
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It should be noted that modifications to the
consent requirements should be permitted only

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

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

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

culturally appropriate, if:
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9.9.7.1

99.7.2

99.7.3
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The requirements set forth in Article 9.9.4 are
fulfilled;
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The opt-out approach is not prohibited by law,

applicable regulations, or institutional policies; and
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Participants are adequately informed, including
the ability to withdraw their data, and given
a real chance to decline participation. Any
limitations of the participant’s rights, if any,
should be disclosed.

ANENIIUNITI38555UNTITetunyudliarsa gy nlild

ASZUIUNISHABNBBNLABUDNNAN MUUNNEIUNIT 11D

Human research ethics committees should not permit

the use of an informed opt-out procedure in certain

circumstances when:
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The research study involves controversial or
high-impact techniques (e.g., whole genome/
exome sequencing) or highly sensitive tissue

types (e.g., gametes); or

¢ Y
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The research study is carried out in situations
where participants are highly vulnerable (see
Article 12.1.1).
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In such cases, explicit informed consent for

research should be required.
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Providing New Information to Participants & Reconsent
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Researchers are responsible for providing participants and/
or their legally acceptable representatives with important
new information that may be relevant to their 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 coommunication with documentation in the record,
a letter to participants, an informed consent form addendum,
or a revised informed consent form. The timing of providing
new information may vary depending on the circumstances,
such as the status of research and the urgency of the matter.
A full reconsent process may be necessary for substantive
changes in the protocol, or when new information significantly

alters the risk-benefit profile of the research study.
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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
ynnsAnuITeifeItunsguanIzanidunaunuiaz sy
Aiirsunsifeiliannsalinudusenlaglésunisuen
nanlagliffunulneveusssuinionazlimnudugeuuny

N

WeasivarakiAuEnIINN1TSesTINNTITeluLYYd

D e®

o

faaugudulunisaniunisinenidesenaiilaelldl
msvernudugeulineu innlululd mslameununsaiiy
nsAneTefnandeas suensluguvunnsfiny iy

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



wiAntu uazdatnala 9 ngurumslésunisudlvegg
szl uenant msvenuBusenlnsvennatilneiiy
fandleftniunsideitusnazannsodadulaliiagey
FunNsAnwITesensell

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 human research ethics committee for the necessity
of proceeding with such a research study without prior
consent. If possible, plans for conducting the 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.
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Human research ethics committees should assess

whether the requested waiver of informed consent for
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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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Privacy & Confidentiality
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Introduction

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

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

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

identified indirectly through a code or pseudonym.
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General Considerations
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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
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of personal data and/or private information, should
be described in the protocol. Appropriate physical,
administrative, technical, and/or research design
safeguards should be implemented, taking into account
the nature and level of risk associated with breaches of

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

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

data anonymization or pseudonymization.
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Researchers should collect the minimum data necessary
to answer research questions, and the period of data

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

and apply them appropriately to the collected data.
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Researchers are responsible for informing participants
about the purpose of data collection, how the data will
be used, any foreseeable risks, and their rights regarding
data handling, including the right to withdraw from the
research study and request the deletion of their data,
if possible (see Article 9.3.3). Additionally, the limits of
confidentiality should be disclosed.
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For research studies in which researchers collect
identifiable private information of other individuals (which
are referred to as “secondary participants”) through
interactions with participants, researchers may be required
to obtain informed consent from them, unless it has
been waived by a human research ethics committee
(see Article 9.9.4).
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Institutions bear the responsibility of providing necessary
resources to uphold the confidentiality and security of
personal data and/or private information derived from

research involving humans.
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Human 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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Introduction
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
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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.

111  YeRarsanialy

General Considerations
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Safety monitoring and reporting in clinical trials and
other health-related research studies, where participants

are exposed to interventions, should adhere to ethical
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11.1.2

11.2

11.2.1

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.

Ailehulddudsmsuf iRmuderimuniung suleusyauei
warseduaina (miniieaded) Readunisinniuuas
N15T1891UMNUAANE

Stakeholders should comply with national and
international regulatory requirements, if applicable,

concerning safety monitoring and reporting.

ANSANMINANNUAANY
Safety Monitoring
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Researchers should have a data and safety monitoring
plan when a research study involves an intervention
that poses more than minimal risk to participants. The

plan should include data review and identification of

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

159

WIMeRSEsTINAMIUMTITeineIteaiuny L



11.2.2

11.2.3

160

reportable events, the establishment of stopping rules,
clarification of roles and responsibilities of researchers
and research staff, and the designation of the monitoring

entity.

Aidedndudonssiiumnuduiiusseninansunsnusiuas
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Researchers are required to assess the causality between
the intervention and any adverse events that occur during

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

to the human research ethics committee.
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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.
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Safety Reporting & Review of Safety Reports
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Researchers should report all adverse events and/or any
abnormal laboratory results that are deemed critical to

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

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

research ethics committee.
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Sponsors should report safety issues, including serious
adverse events that are determined to be unexpected
and possibly related to the intervention and/or research
procedures, to researchers, human 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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Human 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.

ANYNITUNITATETTTUNTITE I UUYBEAITNUNIUT 891U

Y - v o ! 1 =2 s
AnudasadeiiielidulalniugnisallufisUssasdngeany
lasun1sdnnisegramuizay wasnaasuifeiuaudes
wazUsylevivainsAinuifedenseglunaeinvunsauuas
AMAHABUANAIT

Human 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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Vulnerable Individuals and Groups Requiring
Additional Safeguards
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Introduction

Vulnerability can be seen as a condition affecting potential
participants, whether due to intrinsic or extrinsic factors, that
increases their susceptibility to exploitation through coercion

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

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

measures.
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General Considerations
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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.

12.1.1.1  anudneviansailygiienisdoans

Cognitive or communicative vulnerability
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yanafivinmansalunsindla
visoogluaniunisaliiliannsadndu
Talaegadiuszdnsnm
Cognitive vulnerability pertains to

individuals who lack decisional
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capacity or are in situations where
they cannot effectively make

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

at the study site.
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Institutional vulnerability pertains to individuals
who may be subjected to the formal authorities
of others or live in confined settings, making
it challenging for them to make voluntary

decisions due to potential coercion and/or

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

participation, affecting their voluntary decisions.
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Medical vulnerability pertains to individuals
with serious health conditions who may lack an
appropriate assessment of risks and benefits due
to their unrealistically hopeful expectations of
benefits from the intervention and/or research

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

or stigmatization.

WiARAgMTUN1TRENNEITasUYARaLANgNUTITUN
Justification for Research Involving Vulnerable Individuals

and Groups
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The involvement of vulnerable individuals and groups in

a research study is ethically justified only when:

Handbook of the National Policy on Ethics Oversight
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12.2.1.3
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The objectives of the research study cannot
be achieved with other less vulnerable groups

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

and
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When the research study does not hold out
the prospect of direct benefits to participants,
foreseeable risks to participants should be no
more than minimal or, in some cases, may
represent only a minor increase over minimal

risk.
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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. Human 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).
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Additional Safeguards in Research Involving Vulnerable

Individuals and Groups
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After the involvement of vulnerable individuals and
groups is justified (see Article 12.2.1), researchers should
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
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and benefits associated with research participation to
avoid therapeutic misconception and the false promise
of improvement for individuals with medical vulnerability,
careful consideration of the amount, method, and timing
of payments to prevent undue inducement for individuals
with economic vulnerability, and community engagement

for individuals with social vulnerability.
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Human research ethics committees should also be
knowledgeable about additional safeguards required for
certain vulnerable individuals and groups in accordance

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

orindependent consultants (also see Articles 15.2.7 — 15.2.8).
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Introduction

A community is a sroup 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
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different cultural backgrounds. Community considerations are

particularly important when the research question applies to a

particular community or involves marginalized groups, as they

help create more ethical, culturally sensitive, and impactful

research outcomes. Moreover, a community also includes an

online social network known as a “virtual community,” where

members are connected through shared interests, activities, or

some other common aspects that foster a sense of belonging.

Like conventional communities, research studies can have both

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

research conducted within the community.
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13.2.1
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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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For research in the fields of behavioral science, social
science, and the humanities, compliance with the
announcement of the National Commission on Science,
Research, and Innovation Promotion regarding the
guidelines for conducting human research in behavioral

science, social science, and the humanities is required.
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Risk & Benefit Assessment & Justification
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Researchers and human research ethics committees
should assess the foreseeable risks and anticipated
benefits of the research study from the perspective of
potential participants, commmunities, and other community
members, as the research study may have different risks

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

research study within the proposed community.
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Researchers should strive to maximize the benefits to the
community, which may include, but are not limited to,

sharing knowledge or findings gained from the research
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13.3.1

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

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

informed consent from participants.
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In some cases, researchers should seek permission from
relevant authorities before conducting a research study

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

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

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

the context of the research study.
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Privacy & Confidentiality
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Researchers should have appropriate means of accessing

communities to ensure that community members do not

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

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

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

process.
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Human 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 (see Article 10.2.9).

13.5  AMSHAIUTINVIIYNYULALNITLATTNYUYY

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

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

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

social values remain foundational to the research study.
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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
human research ethics committee. Additionally, they
should engage with community leaders, community
representatives, and/or other stakeholders to

collaboratively address the issue.
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Payment & Compensation
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Introduction

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
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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.

14.1

14.1.1

14.1.2
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General Considerations
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Payment to participants should be viewed as compensation
for their time, effort, burden, and inconvenience. It should
not be construed as a benefit derived from research
participation. Also, the amount of payment should not
increase in relation to the level of risk of the research

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

studies, such as transportation costs.
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Providing appropriate payment and compensation for
participation in @ minimal-risk research study should not

raise concerns about undue inducement.
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Payment for participating in research studies should
be made on a prorated basis to avoid undue influence
or coercion of unwilling participants. Participants who
withdraw or are withdrawn from research participation
should be compensated in proportion to the amount of

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

14.2

14.2.1

14.2.2
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Lack of decisional capacity should not prevent participants
from receiving appropriate payment and compensation.
Payment and/or compensation may be provided in such

a way that participants can benefit from them.
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Payment & Compensation for Research Participation
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Researchers should inform participants of the amount,
method, and timing of payments, as well as the terms and
conditions related to compensation for research-related
injuries. Arrangements for treatment and compensation as
a result of research-related injuries should be described

in the protocol and the informed consent form.
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Sponsors and institutions should establish a policy and
guidelines to address the coverage of treatment expenses,
including rehabilitation costs, and compensation for
research-related injuries. Sponsors and/or institutions
should also secure adequate insurance to cover such
compensation, irrespective of proof of fault, particularly
for clinical trials involving investigational products.
Additionally, participants must not be asked to waive
their right to receive treatment and compensation for

research-related injuries.
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Sponsors, institutions, and researchers may reach
an agreement regarding the circumstances in which

institutions and/or researchers must be responsible for
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14.2.4

14.2.5

196

treatment expenses and compensation for research-
related injuries, for instance, in cases of negligence or

failure to follow the protocol.

AMENTINNIT9TE5TTuN AT B uNywd A lTuladn
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Human 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.

AENTIUNITIEETIUNTIE ULy wdemsiasanihiderimun
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AOKLINTINNTINY

Human research ethics committees should determine
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14.3

14.3.1

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.

Janansandu q ludarunisaianwig

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 19.3.1), 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
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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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Governance of Research
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Introduction

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  MUINSURAYBUVBIEAUU

Institutional Responsibilities

andulugrugdfyeeadiunumddnylunisdadouassisdd
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539 maemawiliiulaluannmuesnsidefidudunislnedide
Tudaitn ulsuneiifduguansifeiifsdestunyudianuddnds
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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.

15.1.1 andudesimuauleuieiisafunismuniusiuaiesssy
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Tdudunmaideifetestuiyudldfseilonsdnuide
fuldfunismuniuuarenifanamenssunisaiesssy
mafelunedudindu vieeglunasifldsunsenduain
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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
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15.1.2

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 human research ethics

committee, or it is eligible for exemption from review.
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9 9

Institutions should officially establish or appoint a human
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 human research ethics committee

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

15.1.2.1 2715¥A1599BUUIVDINTTUNITITYTITUNITINY
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15.1.2.2

15.1.2.3

Wieas1vaunaszniteanuindulunisinw
Prwsitesaz ot mualunsUTuUTIrusiuan
IIemanswasyuteasdiaulivival

The term of appointment for human 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;

’eﬁ’ﬂ‘mﬁ]ﬁuammzﬂiiumiﬁﬂﬁiiumﬁi’fﬂuquﬁ
aunnsgIuiAgTeazngrneLazng sz
Aaduld wag

The authority of the human research ethics
committee in accordance with relevant
standards and applicable laws and regulations;

and

a

LU lUNITRUINNFA LU LA ITANTUNITWAIA
VALY

The condition for a vacation of office and

replacement procedure.

Tunstiaadulifinauznssunisasusssumidelunyudves

AULBY D1VTNNIANENTTUNITITEsTIUNTITeTuny s

Handbook of the National Policy on Ethics Oversight

and Ethical Guidelines for Research Involving Humans



15.1.3

15.1.4
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In cases where an institution does not have its own
human research ethics committee, it may rely on a
human research ethics committee of another institution,
governed by an agreement specifying the responsibilities

of each party.

anUuAITIn AN UsiUN1SANATOM NN YMINELANTIUNS
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Institutions should provide assurance of legal protection
to human research ethics committee members for

liabilities that may arise from the conduct of their duties.

antuenvanudvslunislioutinisfinuide whnagliy
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Institutions may retain the authority to disapprove of
research studies even if these studies have received
approval from the human research ethics committee. Under

no circumstance does the institution approve a research
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15.1.5

15.1.6

15.1.7

204

study that has been disapproved of or received a negative
opinion from the human research ethics committee unless

there is evidence of an abuse of authority.

andumstanininensniesnsiukaznsuimsisniy
wazifiosne Weldiulannismuniusuasesssusiivly
pgiiUszAnSamuazdedu uddlinsduasesiidnsu
MITefifeane

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

adequate protection of participants.

andumsimuanalniiielvisulaingideufuiniuwuimie
wazUarruanunguEnekazngselsunUeAuly

Institutions should establish mechanisms to ensure that
researchers adhere to the guidelines and requirements

stipulated by applicable laws and regulations.

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

particularly those involved in clinical trials.
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Tuaiyud
Establishment & Composition of Human research

ethics committees
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Human 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 human research
ethics committees should adhere to relevant ethical guidelines

and applicable regulations.

15.2.1 ANENITINITISEsTTNNTIdElunywdivntnsuiaveunan
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Human research ethics committees are primarily

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

205

WIMeRSEsTINAMIUMTITeineIteaiuny L



15.2.2

15.2.3

15.2.4
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responsible for ensuring the protection of the rights,

safety, and well-being of participants.

ANENTIUNITITETTIUNISIFelunywdaisidasy
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Human research ethics committees should be independent,
multi-disciplinary, multi-sectorial, competent, efficient,

and transparent.

AENITUNITITEFTTUNTIETUNYBEAITAL LU
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(afd 15.3.1 33u6178)

Human 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).

ANENIIUMIATETTINNM TRl dnIsUsENaUMENIIUNS
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A human research ethics committee should consist of at
least five members, ensuring a balanced representation
of genders and promoting diversity. The human research

ethics committee should include at least:

15.2.4.1 NT5UN1SADIAUNTAUTEIT Y RanTuaIV)
WeemansuazianuiluinunITenieteidl
I [
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Two members with primary expertise in the
scientific area and knowledge in relevant

research areas regularly reviewed;

15.2.4.2 nssumsvilauiifianudeimgvdnueniniionn
arvineeans TnelddeyaidsdniAoady
MIYRLTUNNTILETINVDINSANITNLHLBIVDT
yuvy Taglawziiieadostufidiisiunside uas

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

15.2.4.3 nssumsuieruiildlddetnanduiiy
One member who is not affiliated with the

institution.
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When reviewing health-related research studies, it is
recommended to have at least one physician or healthcare
professional who serves as a scientific member. Depending
on the nature and complexity of the 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 human research ethics committee should establish
a quorum requirement to ensure the completeness
of the ethical review of research studies. It is generally

recommended that:

15.2.5.1 dfinssunsanulng (3o ldidpeniniwmilswesnssunis)
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A majority of members (or no less than one half

of the members) be present; and
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15.2.7

15.2.5.2 1NS5UN159819U08MIAUNATIATULNUNUD 4
aaAusznauiseylilute 15.2.4 ag3use

At least five members meeting the composition

criteria outlined in Article 15.2.4 be present.

Tuvraniunisel eeAUszyuenalinisusulldeuniy
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In certain circumstances, the quorum may be adapted as

appropriate and in accordance with applicable regulations.
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When human 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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15.2.8

15.2.9

210

When human research ethics committees review
research studies involving children (also see Chapter 19),
there should be at least one member or independent
consultant who is knowledgeable about the lives and
social perspectives of children. If the human research
ethics committee reviews a pediatric clinical trial, this

member or consultant should be a pediatrician.

Wonnznssumsaiessaumsideluuyudnumunmsfinuide
fiRedastuliosds msiinssunsessosvilnuitiiugn
uazUszaumsaifivangasitevhmihidusuuvesifesds
When human 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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Human research ethics committees may have alternate
members who can substitute for regular members in a

convened meeting. Their roles and authorities should
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15.2.10

15.2.11

be defined and clearly stated. In principle, alternate
members should have comparable expertise and
representative capacity to the regular members for whom

they are substituted.

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

regarding the approval or disapproval of research studies.
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To maintain the independence of the human research
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15.2.13

15.2.14
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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.

ANENTIUNITATEETIUNMTITIUNYWEIMITTIUTINMASUTUUR
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Human research ethics committees should compile and
regularly update a list of their members, including names,

genders, earned degrees, institutional affiliations, and roles.

AMENTINNNTITEETIUNTITeluNywdmIslimuueuAd Iy
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Human research ethics committees should provide
guidance to researchers regarding the scope of research
studies falling within their jurisdiction, including those
pertaining to collaborative research (also see Articles
15.12.1 - 15.12.3).
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15.2.16
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Human research ethics committees should establish and

follow written procedures that allow the committees to

complete their functions efficiently (see Annex 1).
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To promote transparency, the policy, written procedures,
and membership roster of the human research ethics
committee should be publicly accessible or available

upon request.
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It should be mandatory for human 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 human research

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY
WIMeRSEsTINAMIUMTITeineIteaiuny L

213



ethics committee members in reviewing the ethical

acceptability of research studies.

15217 AgNIsuNIsesTsumMidslunywdnislasunisameden
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Where available, human research ethics committees
should be registered with national and/or other relevant

databases.

15.3  USZLANU9NISNUNIUAIUDIETTTU

Types of Ethical Review
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Although the primary role of human 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 human research ethics
committees, it may be necessary to have various types of ethical

reviews corresponding to the level of risk of research studies.
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Usznaunie

A human research ethics committee should provide a
review mechanism appropriate to the level of risk of

research studies. This mechanism may comprise:

av ada
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ANULEYILANUBY (negligible risk) ®IAIUIU
ASANENENNE S UNITENIUINNAITNUNIU

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

exemption from review;

153.1.2 MIMUMULUUSEmTUNMsineideifianudesh
viensiasunlaudntosveinsdnuideiilasu
ouifrouniig uaz
Expedited review for minimal risk research
studies, or minor changes to the previously

approved research study; and
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15.3.2
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216

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

previously approved research study.
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AniznITINTasesTTINTIdelunyudvielaenssunnsidl
Uszaunisaliagldiunounng Ssduasiuinasinisentiu
INNTNUNIY

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

criteria for exemption from review.
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Expedited reviews may be carried out by the chairperson of
the human research ethics committee or by one or more
designated experienced members. In expedited reviews of
research studies, designated human research ethics committee
members may exercise all the authority of the committee,

except for the authority to disapprove of research studies.

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

naein1sayiAnIsAne ATy
Criteria for Approval of Research Studies
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The criteria for approval of research studies serve as a

benchmark for human 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.

15.4.1 ANENTINNITATESTINNMTIdEluLyudAITUsTliuNTSeausy
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Human 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 human 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:

Handbook of the National Policy on Ethics Oversight
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15.4.1.1 M3fnwifedaunIinemanswarifnenimn
Tumsadsesdruiidnursodsns (qund 5)
The research study has scientific value and
offers the potential to generate knowledge that

is valuable to society (see Chapter 5);

154.1.2 anudsafinnanisalldsodidrsinnnsiseldsu

mMsanlvindetesfianuaraumnanalile ey
Ussleviifimanivzennudifyetesdniiug
(@,wﬁ' 6)
Foreseeable risks to participants are minimized
and reasonable in relation to anticipated
benefits or the importance of knowledge (see
Chapter 6);

15.4.1.3 nsfadondihmmsidediamuindien (qunil 7)
Selection of participants is equitable (see
Chapter 7);

15.4.1.4 n32UIUNTATIMAUIIUNTITEAITUIIARIN
nstudeRuuazdvSnaiums (Quni 8)

The recruitment process should be free from

coercion and undue influence (see Chapter 8);

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

representatives (see Chapter 9);

15.4.1.6 aziinstuiinenuBugeulaguanna1 o mNIay
(ade 9.5) WnsanuBuveuduaednualdnusiie
Duisduiinuasgiu duusazlasunisendunie
TanunsalunseenaildiuouiRanauenssums
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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 human research ethics committee; and

15.4.1.7 fdafnuafiiisanaiiofuasosninududiudy
Yol TIdeLaie liulalun1sSnm
Y] v N
AIUAUYDITBYE (QUnW 10)
Adequate provisions are in place to protect

the privacy of participants and ensure the

confidentiality of data (see Chapter 10).

15.4.2 lupsailwsngau asinaeiiisislunmseud@inisAinuide
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Fastoluil
When appropriate, additional criteria for approval of

research studies should be required as follows:

Handbook of the National Policy on Ethics Oversight
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154.2.1

15.4.2.2

154.2.3

fivervuaiiganelunisinmuteyaiiielviiula
luanulasnsdeveeElinsiunside (quni 11)

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

dlensAnyiieineIvesiuyanaLanguUTIE U
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dieliiiulalunsAuasednsuaranuluegnives
WINW (Ui 12)

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).

dlonsAinynideiiedosfuguay azfiniss
nsdusiuvesguvulaeAdisdeiiansanau
PusIATIiUIALsTIN Ussiwdl wazanuide
flashu maonuNANIENUTioARAT e TTLAN
MSHELNIHANTIEE (Uil 13)

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
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resulting from disseminating research results

(see Chapter 13).

155  msujianuienanslasenisive

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

and well-being of participants.
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Researchers should conduct their research studies in
compliance with the protocols approved by a human
research ethics committee, while also adhering to institutional

regulations governing research involving humans.

Handbook of the National Policy on Ethics Oversight
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Researchers should not implement any deviations from
or changes to the protocol without agreement from the
sponsor and prior approval from the human 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.

1553 deamanunmsidonuunnienaslasimsideriensliufoa
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Upon detecting any protocol deviation or noncompliance,
researchers should report it to the human research
ethics committee in compliance with the post-approval

requirements of the committee and/or institutional
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regulations (also see Article 15.5.4 and Article 15.6.2)

and provide a corrective and/or preventive action plan.

ANYNITUNITATEsTIUNTITE I uNYBdAIsAmualigIdy
senunsideavuanenasiassnisidenionishiufoa
pann sz deuresaniuliviuna Tusgfuaruiousies
WANTS0l

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

committees may report their decision to the institution.

Handbook of the National Policy on Ethics Oversight
and Ethical Guidelines for Research Involving Humans
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15.5.7

15.6
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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.

Y
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Sponsors should advise researchers on the necessary
corrective and/or preventive actions if a protocol

deviation or noncompliance occurs.

NINTTUNAINTOYIIA

Post-Approval Activities
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Once research studies have received approval from a human
research ethics committee, researchers should adhere to the post-
approval requirements as provided by the human 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 human research ethics committees is
essential to ensure that research studies are conducted in accordance
with ethical principles and applicable regulatory requirements.
Communication with human research ethics committees also provides
an opportunity for researchers to seek advice on ethical issues that

may arise during the research process.

15.6.1 Walasuaudiiananiznssun1sasesssunsidelunywe §ide
msnsentindawasUfURnutemmvuavaainseylinauinney

226 Handbook of the National Policy on Ethics Oversight

and Ethical Guidelines for Research Involving Humans



15.6.2

15.6.3
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Upon receiving approval from a human research
ethics committee, researchers should be aware of
and comply with post-approval requirements as
provided by the human research ethics committee and
institutional regulations. Failure to do so may constitute
noncompliance, which should be reported to the human
research ethics committee along with a corrective and/

or preventive action plan.
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Human 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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Human research ethics committees should have written
procedures for handling post-approval requirements as

follows:

15.6.3.1 NMSNUNIUTIBNUAIAMIMTIaEseLiles (ale
15.6.5 SIuse) Lae

Continuing reviews of progress reports (also see
Article 15.6.5); and

15632 MInumuMsuianssuvdniseyiisy q 3
sadeanisuibuionaslaseniside s1897u
aaende enumadesuunnenaslasns
Wo/nsldufianungseidevvesanidu was
erudloadiumsive

Reviews of other post-approval activity reports,
including protocol amendments, safety reports,
protocol deviation/noncompliance reports, and

final reports.

15.6.4  AoensIuNsasesTIumMTIdelunyudnisvimuwueh
LngIdenefuasdilsznoufisnlulusieau
ANUATINEMTUNINUNIURBLTDY

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

continuing review.

Handbook of the National Policy on Ethics Oversight
and Ethical Guidelines for Research Involving Humans
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Human 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.
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Continuing review is generally not required for
research studies approved through an expedited
review procedure unless the human research ethics
committee has documented reasons to believe
that such a review would enhance the protection

of participants.

15.7  enanstuiinglAgy

Essential Records
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Essential records refer to documents and data in any
format that, individually and collectively, enable the assessment of
research conduct and the reliability of research results. Examples
of these records include the protocol and its amendments (if any),
informed consent forms, recruitment materials, source records,

and case report forms. These records should be properly filed and

Handbook of the National Policy on Ethics Oversight
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archived in accordance with relevant guidelines and/or applicable
regulations. Essential records should be retained for a specified

period as required by applicable regulations.

15.7.1 fRpaslasunstinevsalunisdawten nsdaduily uag
nsdaLiulenasiuiinddgeiadussuy

Researchers should receive training in preparing, filing,

and archiving essential records.
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Institutions should provide practical guidance and
resources to researchers and human research ethics
committees to ensure proper archiving of essential
records as appropriate to the type of research studies in
accordance with relevant guidelines and/or applicable

regulations.

158  N13IANITAMAN
Quality Management
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Quality management is essential in research to ensure
that research studies are conducted rigorously and systematically,
maintaining high standards of validity and reliability. It encompasses
a range of activities, including monitoring and audits, aimed at
ensuring the credibility of research data and adequate protection for
participants. Good practices in quality management also strengthen
the confidence of other stakeholders, including funders, policymakers,

and the public, in terms of the integrity and impact of research studies.

158.1 fidwlddrudefiivifestunsisefiividostuuyud
Arsdaviszuuauamluveuafisndu iilelviuladn
nszUIuMswazAansIuRegnelivihfsuReveuvomuy
TUnmunesguiifedesazngszdouiiteduld meUseiu
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Tasamsideuazdormuasungsufouiiveduld wazdoya
mMeAdeldsumsass Tuiin uarsenuaBNAsTILAT U
Stakeholders involved in research involving humans

should establish quality systems, to the extent that is
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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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Sponsors and/or institutions, if applicable, are responsible
for ensuring adequate monitoring of research studies.
They should determine the appropriate extent and nature
of monitoring based on a risk assessment, taking into
account other factors such as the complexity and size

of research studies. The purposes of monitoring include:
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To ensure that the rights, safety, and well-being

of participants are adequately protected;

15.8.2.2 {NenTIRADUANLNGBI ANHATUNIU WAZAYTINALNTA
lun1InTIvdeUveIeLAN T8 kA

To verify the accuracy, completeness, and

verifiability of reported data; and

15.8.2.3 ielusiulainniseniunisiveduldauienans
lasan1939unlasvendfvasdaninunniung
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seifgunvanuld
To ensure that the research conduct conforms
to the approved protocol and applicable

regulatory requirements.
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When sponsors perform audits as part of their quality

assurance system, it is crucial to establish written procedures
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to uphold the quality of all aspects of research studies in
accordance with applicable regulatory requirements. The
primary goal of audits is to evaluate whether the research
studies comply with the approved protocol, written
procedures, and applicable regulatory requirements. It is
imperative that audits remain independent and distinct

from routine monitoring or quality control functions.

159  msian1sdeya

Data Management
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Data management is essential to ensuring the quality,
integrity, and reliability of data, as well as enabling effective
analysis, interpretation, and utilization to generate credible
research results. It encompasses a range of activities throughout
the research lifecycle, such as data management planning, data

collection, data documentation, data storage, data analysis, and
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data sharing. Good data management practices also help ensure

compliance with relevant ethical guidelines and applicable

regulations governing research while promoting transparency

and accountability in the research process.
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Data management, including electronic data handling,
should be designed to be fit for purpose, ensuring that
system validation, data protection, and information
technology security are appropriately addressed in
accordance with applicable laws and regulations. It
should allow for the traceability of any changes made
to the data and prevent the deletion of recorded data.
A security system should be in place to ensure adequate

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

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

available to relevant regulatory authorities upon request.
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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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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.

15.10.1

15.10.2
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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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Institutions should have a policy for researchers regarding
data sharing to promote open science while ensuring the
protection of participants’ privacy and confidentiality in
accordance with ethical standards and applicable laws

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

enrolling the first participant.
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Researchers and sponsors are responsible for publishing
or otherwise making research results publicly available,
irrespective of whether the results are positive or
negative. Researchers should adhere to relevant reporting
guidelines and be accountable for the validity and integrity
of their reports. Any restrictions on the right to publish or
disseminate research results should be stipulated in the

contract or agreement before the research project begins.

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

239

WIMeRSEsTINAMIUMTITeineIteaiuny L



15.10.5
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Researchers should be aware of the potential negative
consequences that the publication or dissemination of
research results may have on individuals, institutions,
organizations, and/or communities, and address these

concerns appropriately.
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Researchers and sponsors are encouraged to communicate
the research results to participants, communities, and/or
policymakers, if applicable, in a clear and comprehensible
manner. Communications or presentations should be
precise and unambiguous to prevent the research results
from being interpreted tendentiously or misused in specific

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

by a human research ethics committee.
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Capacity Building & Strengthening Ethical Review

Systems
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The capacity of ethical review systems may vary across

institutions depending on the available resources. Strengthening
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the ethical review capacity of one institution by another should

be considered as a part of research collaboration.

15.11.1

15.11.2
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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 human
research ethics committee members to enable their
participation in national and international forums and/or

networks of human research ethics committees.
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When feasible, institutions should have provisions in
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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
human research ethics committee members, as well as

infrastructure development for research.
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Collaborative Research
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Collaborative research involving researchers from various
institutions has become progressively more prevalent in recent
years. However, such research may present challenges concerning
ethical review, coordination, and data sharing. Establishing a
robust governance system to guide and facilitate the collaborative

research process is indispensable. This system should be able to
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guarantee that collaborative research can be conducted ethically,

effectively, and efficiently while protecting the interests of all

stakeholders involved in the research project.

15.12.1

15.12.2
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Institutions may adopt a single human 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.
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A human 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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When contemplating reliance on another human research
ethics committee for the ethical review of protocols and
related documents, the relying committee should take
into account the qualifications, expertise, and capacity
of the reviewing committee, as well as whether it has

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

and/or the lead institution.
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Conflicts of interest may compromise professional
judgment regarding a primary interest, potentially affecting the
credibility of data, as well as the rights, safety, and well-being of
participants. These conflicts can be categorized as financial or

non-financial, and as real/actual, perceived, or potential. They can
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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 human
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. Human research ethics committee members may
introduce bias when reviewing research studies in which they

have a conflict of interest.
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Conflicts of interest do not automatically constitute
research misconduct, but failure to recognize and properly
manage them may lead to ethical violations. Institutional policies
should prioritize financial conflicts of interest, as these strongly
influence research conduct. Nonserious conflicts of interest may
be managed through disclosure, while serious ones may require

appropriate management measures.

15131 d1duarsiivuaulguisieafun1sdanisaudaud
manavszlorinianisiiulunsise wleuiemaiiiens
AsouAqudDwialUl (udlaidiaifioaing)

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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Research and innovation benefit sharing (e.g.,

intellectual property rights and interests); and
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15.13.4
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Collaborative agreements between the
institution and another institution or the

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

human research ethics committee members.
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Researchers should adhere to the institutional policy on

conflict-of-interest management.
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Researchers must disclose any conflicts of interest,
especially financial ones, when submitting the protocol

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

disseminating research results.
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Human 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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Human research ethics committees should have written
procedures dealing with the conflicts of interest of their
members. Human research ethics committee members
should disclose any conflicts of interest and avoid
reviewing research studies in which they have a conflict
of interest. If they attend the convened meeting, they
should abstain from participating in decisions related to

those studies.

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

251

WIMeRSEsTINAMIUMTITeineIteaiuny L



Handbook of the National Policy on Ethics Oversight
252

and Ethical Guidelines for Research Involving Humans



unn 1 6
Chapter

NMIS3vuNvdVAUAMEQS

Social Sciences Research

unii

N1933en1sdnumansaTauAguraIgaIvIn1sluvauLn
Yosdsnumansiazaanilandu 4 Wy wywerans Anvimans
WIYweIngT dnaeans arsauneeians anndnenssumans
weIamans wavans1sauenand mansivaniliandeuiside
fjaitfunsinvusngnsaliifsdesiuayvduagnaianisdany
Fnimnsluaivardfnwmafinssusnsslunanvaoudyy
fsluuiummsgimansuaziiuiiadion Ineliisiivunudoyad
ANNATEY WU N1581590 MSEUNIWAl MTFUNR NMTaunUINgY
MIneaes Usvr1iiasal nsvegeu nsinkasUsediuna au8ansm
Aanssudng 9 a3essaunAdeiiigdesiuuyudiunumddyly
N5MMUATElEUITITe NTPUIUNNT UagkadnsvenTIdeluaun
Fipurmansuazeansuuady o fiedes

Introduction

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
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study of human phenomena and societal dynamics. Scholars in
these fields study different aspects of human behavior in both
geographical and virtual spaces, using diverse data collection
methods, such as surveys, interviews, observations, focus group
discussions, experiments, public hearings, testing, measurement and
evaluation, and performing activities. Human research ethics play
a crucial role in shaping research methodologies, processes, and

outcomes within the social sciences and other related disciplines.
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For research in the fields of behavioral science, social
science, and the humanities, compliance with the announcement
of the National Commission on Science, Research, and Innovation
Promotion regarding the guidelines for conducting human research

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

responsibilities align with ethical standards.
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Similar to health-related research, social sciences research
should be designed based on scientific methods, taking
into account factors such as site selection, research
methodology, determination of sample size and the
number of informants, eligibility criteria, sampling and
selection methods, and the selection of experimental
and control groups, if applicable.
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16.1.3

16.1.4
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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).

nafudumsifensdsaumansluiiufiadioustanolviin
ﬂizLﬁuMNﬁﬂﬁiiuﬁmesi'mf\]mﬁuﬁmqgﬁmam% LU
UsziuiiiAndestumsassmgidnsrunsise nssuiunsve
anuBugenlaguonna uaznisAuasesrududiuas
n1ssnwanudy gldulddiudsnisfionsunussiau
wieniluaesiunesnsfivansauiioduesosddniunmsise

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
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16.1.5

16.2

16.2.1

should consider these issues and implement appropriate

measures to protect the participants.
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If research studies are to be conducted in the community,

other considerations outlined in Chapter 13 are applied.
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Risk & Benefit Assessment & Justification
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Researchers and human research ethics committees
should consider the foreseeable risks and/or potential
negative consequences that may occur to participants,
as well as to the community or associated organizations.
Those risks may involve aspects beyond those outlined
in Article 6.1.1 and may include, but are not limited to,

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

population should be demonstrated.
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When conducting research on sensitive issues, researchers
and human 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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16.3

16.3.1

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

appropriate measures to minimize and manage such risks.

s vYa o

HevUszifiuusslovdveansidomedenumans {idouas
ARzNTINNSTIEsTIUNTITEluNyEdmsmTsiaUssiiud
wenwitleannuselemisegidsunsideseyana Wu s
lWdasdmnuimeainemansuasnisiaiuaiefneninyes
guow lunatensdl N153denederueansenvlineliin
Usrlewilnensewianidnsiunside uienadnmasoyuvy

FIAN NUILIU LAL/NIDWIWINTT

When assessing the benefits of social sciences research,
researchers and human 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, an approach
involving recruiting participants via referrals from existing
or initial participants, do not feel that their privacy is
being violated. Additionally, researchers may involve a
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
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16.3.3

16.3.4

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

other harm to participants.
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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
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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 data collected may sometimes involve third parties other
than participants. Researchers are responsible for respecting
the privacy and confidentiality of third parties who may be
directly or indirectly affected by the research study.
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Other Considerations in Specific Circumstances
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In conducting covert research, in which researchers collect
data without the consent of participants, researchers
should justify and emphasize the benefits of using such
a method over others. In general, covert research should
be avoided unless it is the only way to collect valid and
reliable data (provided that a waiver of the consent
requirements according to Article 9.9.4 is justified and
approved by a human research ethics committee). This
approach may be employed in settings where regular

access to the source is hindered by relevant authorities,
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or where openly revealing oneself as a researcher could
result in biased or unreliable results due to participants’

altered behavior or responses.
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When conducting a research study focused on a single
participant, researchers should provide justification to
the human 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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Research Involving Human Biological Materials
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Introduction

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
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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.

171

17.1.1

17.1.2
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General Considerations
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Research involving potentially identifiable human
biological materials obtained directly from individuals
should be reviewed according to the ethical principles

applied to research involving humans.
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17.1.3

17.1.4

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
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human research ethics committee unless they are eligible

for exemption from review. Exemption from review may

be granted in cases where:

17.1.4.1

17.14.2
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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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The information about biological materials has
been recorded in a manner that the identity of
the individuals for whom the biological materials
were obtained cannot readily be ascertained
directly or through identifiers linked to the
individuals, and the researchers will not initiate
contact with the individuals and commit to not

re-identifying them.
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17.1.5

17.1.6

17.1.7
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The secondary use of human biological materials and
related data should align with the scope specifically
agreed upon by participants and/or their legally
acceptable representatives. If the proposed use falls
outside the scope of previously given informed consent,

reconsent may be necessary (also see Article 17.2.2).
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Since the primary risk associated with research involving
human biological materials and related data is a breach
of confidentiality, stakeholders should ensure that there
are adequate provisions in place to protect the privacy

of participants and maintain the confidentiality of data.

n1sleudne/dewiadandininvesuyuduaztoyaiineites
TUFaniuduAITANIUNISNIUNNTIFULUUANNT LT DAY

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

271

WIMeRSEsTINAMIUMTITeineIteaiuny L



17.2

17.2.1

272

ftonnasemsuilefinnassuiuFoansutsiiunadss o
(¥® 15.12 $3578) ANENIIUNTITESTIUNTITEluLyLd
AYTTATUIANUMNIZAUYDINTMAUALAAUITUTTTUUAY
nsmiuguanigluantu

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). Human research
ethics committees should consider the appropriateness of

ethical oversight and governance within institutions.
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Informed Consent

Va v

Fifurslasuaudusoulasuennaiaingiienainiou
N153euar/vsoRunulag Y UsITNAMSUNISAYTIVTIN
msdafiu waz/vdenslifanTanmvesyuduazteyad
Rendeaiienguszasdlumide Fuwsderdmuslunisve
AuBUEaNlASUNTENIUINANENTIUNITITEETIUNITIVY
Tunywd (nude 9.9.4) nsveanuduyeuwuulanIdmsy
nsliluewanealumadonununisveauduseulag
vennandumzdmiunsiinusuladunis Tnedifeulyin
finsiuguasgravinza (e 17.3)

Researchers should obtain informed consent from

potential participants and/or their legally acceptable
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17.2.2

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 human 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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Specific consent for such use has been obtained;
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Broad consent consistent with the scope of such

use has been obtained; or
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Awaiver of consent has been granted by a human
research ethics committee (in accordance with
Article 9.9.4). In this case, researchers should
provide justification to the human research
ethics committee demonstrating that the
research study could not practicably be
conducted without using human biological
materials and related data in an identifiable
format. Additionally, researchers should
ensure secure protections for privacy and

confidentiality.

eI TIdeuae/viseriilngyeussiuaislasuteya

=D eXe

Iy deansiiielduszneunisdndulafedfuines
ouqliliTantanmuesyuduasdoyaiiiisadesiianunsa
seusnulaluowianneldveunvasnudugouwuuLla
niadelyl feyafidndudmiunisvenudusennuuds

AMalaeyluusenaunie

Potential participants and/or their legally acceptable

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

includes:
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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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A description of the scope of future research
that may be conducted with identifiable human

biological materials and related data;
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A description of the duration for which the
identifiable human biological materials and related
data will be retained, as well as the storage location

(e.g., within or outside Thailand); and
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An explanation of safeguard measures that
will be implemented to protect privacy and
confidentiality, as well as their limitations,
including any potential negative consequences

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

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

regarding acceptance or objection to such usage.
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17.2.7
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Human 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 human research
ethics committee to provide justification as to how the
research study will not have an adverse impact on the
rights and well-being of individuals whose information

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

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

of consent (also see Article 19.5.1).
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Researchers may consider implementing a tiered consent

approach when conducting research involving human
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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
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Biobanks should have a governance system that includes
appropriate facilities, equipment, access policies,

oversight mechanisms, and written procedures, to
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17.3.3

ensure the safe and quality storage of human biological
materials and related data in accordance with relevant
standards. Adequate physical, administrative, and
technical safeguards should be implemented to prevent
unauthorized access to human biological materials
and related data by third parties. Custodians of the
biobank should ensure the implementation of sufficient
safeguard measures to maintain confidentiality of data. All
governance systems should adhere to the accountability
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.

nsleudhe/dsetantinmussuywdiazdeyafiisados
mseganelédennasnisloudne/deietan deasuslnedl
WarESU YennasndsimmuaveuRaLar szeran s lndneu
ADATLILIMINIIAMIMevasnszanamsifiimua

AleulsVIBWAATIRIENIMAULAAIUATEEITULAY

281

WIMeRSEsTINAMIUMTITeineIteaiuny L



17.3.4

17.4

17.4.1

282

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

specify the arrangements after the designated period of use.
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If human biological materials in Thailand are to be
exported for research in other countries, institutions
and researchers must ensure that such exportation of
these materials and related data aligns with the consent
provided by participants and/or their legally acceptable
representatives. In addition, approval from a local human
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
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In determining whether to return individual research
results and/or unsolicited findings to participants,
researchers and human 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 human research ethics
committee, researchers may consider returning unsolicited
findings if the findings are analytically valid, clinically
significant to the participant’s health, and actionable
(e.g., where some available measures can be taken to
prevent or treat the disease). In some cases, individual
counseling may be necessary, particularly when returning

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

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

if any.
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Research Involving Genomic or Multi-Omics
Approaches
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Introduction
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,
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and transcriptomics, expands its scope to encompass a broader
range of molecular aspects of biological systems. Since
genetic materials contain highly sensitive information, this
raises unique and complex ethical issues surrounding privacy,
confidentiality, informed consent, data sharing, and the potential
for discriminatory use of genetic information. As the scope of
genomic or multi-omics research expands, it becomes imperative
to navigate the ethical implications inherent in this field. Striking a
balance between scientific progress and ethical integrity is crucial
for upholding public trust, protecting the rights and well-being
of participants, and maximizing the benefits of genomic and

multi-omics research for individuals and society.

18.1  FaRarsauvialy
General Considerations
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18.2

18.2.1

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

technologies as they are developed and applied.
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Informed Consent
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Researchers should obtain informed consent from
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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 human 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 9.3.1 -
9.3.3. This approach is necessary because whole genome/

exome sequencing has the potential to reveal a significant
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18.3

18.3.1

18.3.2

amount of identifiable private information, as well as
to uncover sensitive information about an individual’s

health, ancestry, and/or other personal traits.

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

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

discrimination as a result of genomic information.
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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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18.4.1

Researchers and human research ethics committees should
be aware that even after de-identification, there remains
a potential risk of re-identification through the linkage of
genomic information with other data sources, especially
when involving whole genome/exome sequencing data.
The possibility of re-identification and its associated risk
should be disclosed to potential participants and/or their
legally acceptable representatives during the informed

consent process.
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Return of Research Results and/or Unsolicited Findings
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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
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or relatives agree to be notified of such information (see
Article 17.4.1). Researchers should respect a participant’s
decision not to receive such information. Researchers
may also inform participants that they can still change
their preferences by contacting the research team if it is

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

approval from a human research ethics committee. In
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addition, genetic counseling may be deemed necessary,

especially in the case of some specific genetic findings.
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Other Considerations in Specific Circumstances

18.5.1 Msfldusinvesyuy $3U8N15USNEIMNToNUBNTY AT
adunmsfiefidenaunuiasiununudeyailunanyaaa
v v A = & a =% v
nlasudeniiesnniluaundnvesyuvulaguyunila (de
13.5.1 - 13.5.3 53u678) il {IT8A5TauwNuAInaabily

Y

LONANSLASINISIVEAIE

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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Introduction

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.

AleulovBuAdIIENIMAuLaAUITEsIIU Uay

297

WIMeRSEsTINAMIUMTITeineIteaiuny L



19.1

19.1.1

19.1.2

298

Yanasaunlu

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

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

respected to the extent possible.
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Risk & Benefit Assessment & Justification
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To justify the inclusion of children in research studies,

researchers and human 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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19.2.1.2
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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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19.2.1.3

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
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19.2.1.4

risks should not exceed the minimal risk. In
certain circumstances, human 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 reviewed and approved by a highly

competent or recognized human research ethics
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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 human

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



19.3.2

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
human 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
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19.3.3

19.3.4

304

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 human research ethics committee
(see Article 19.3.5). 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, human research ethics
committees may waive the requirement of child assent

for certain age groups in accordance with relevant ethical
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19.3.6

19.4

19.4.1

306

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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19.5.1
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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. Human 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.

Other Considerations in Specific Circumstances
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When child participants reach the legal age of consent
during an ongoing research study, researchers should
obtain their informed consent to continue participating in
the research study. However, in some cases, researchers
may request a waiver of such informed consent by
providing justification to the human 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.
Human 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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Research Involving Women of Childbearing Potential,
Pregnant Women & Breastfeeding Women
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Introduction

Women of childbearing potential, pregnant women, and
breastfeeding women have distinctive physiologies and health
needs, making it essential for researchers and human research
ethics committees to give them special considerations regarding

inclusion and exclusion in health-related research. They may be
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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.

20.1

20.1.1

21.1.2
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General Considerations
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Women should not be excluded from research unless there
is a valid scientific or ethical reason to justify their exclusion.
For clinical trials involving therapeutic products intended
for use by a population that includes women, it is advisable

to include a representative number of female participants.
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20.2

20.2.1
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Ethical reasons to pursue health-related research involving
pregnant women or breastfeeding women are rooted
in the concept that they deserve equitable access to
effective and safe treatment options. A decision to include
or exclude pregnant women or breastfeeding women in
a particular research study should be determined based
on a careful evaluation of the risks and benefits (see
Article 20.2).
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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 19.
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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 human research ethics committees should carefully
assess the risks to the fetus based on a comprehensive
review of the literature, including non-clinical studies

involving pregnant animals.
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Researchers and human 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
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women. Certain research areas deserve a promotion, such
as interventions for conditions resulting from pregnancy
or breastfeeding, interventions for conditions affecting the
general population with anticipated use during pregnancy
or breastfeeding, and interventions for conditions affecting

the developing fetus or infant.
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In certain circumstances, human 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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Human research ethics committees should not permit a
research study involving an intervention and/or research
procedures with teratogenic potential to be conducted in
settings where women of childbearing potential cannot

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

outweigh any conceivable societal benefits.
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Researchers and/or research staff who are engaged in
the research study must not be involved in any decisions
regarding the timing, method, or procedures for terminating

a pregnancy or determining the viability of a neonate.
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20.3.1

20.3.2
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Informed Consent
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Researchers should inform women of childbearing
potential about the risks to the fetus if they become
pregnant during research participation. In certain
circumstances, researchers should also disclose
information to potential participants regarding the impact

on their future offspring and fertility.
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In a research study involving pregnant women, researchers
should disclose information about the risks to pregnancy
outcomes and the fetus, including the possibility of birth
defects, if any, to potential participants. When evidence
concerning such risks is uncertain or conflicting, this

information should also be disclosed to them.
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20.4

20.4.1
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In a research study involving an intervention and/or
research procedure that may affect the fetus or infant,
pregnant women or breastfeeding women retain the
autonomy in deciding whether to participate. However,
researchers should provide an opportunity for them to
consult with the father of the fetus or infant if they wish

to do so.
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Safety Monitoring & Additional Safeguards
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Researchers should implement measures to ensure
that women of childbearing potential do not become
pregnant while participating in a research study involving
an intervention and/or research procedure that carries

the potential for harm to the fetus.
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20.4.3
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Researchers should include a plan, when applicable, for
monitoring the pregnancy’s outcome in the protocol. This
plan should cover the safety and well-being of women,
as well as the short-term and long-term health of their
children. Upon detecting fetal anomalies, pregnant
women should be able to opt for a legal abortion (also
see Article 20.2.4).
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Human research ethics committees should ensure that
no incentives, whether monetary or otherwise, will be
offered to pregnant women or their partners to encourage

the termination of a pregnancy.
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Chapter
MIS3Y8UEIYMD:ANIAUMUASISTUFU
Research during a Public Health Emergency
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Introduction

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
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a disaster situation or disease outbreak is important to enable

healthcare professionals to search for measures that can

mitigate the impacts of a public health emergency. However,

such research may raise ethical issues, such as risk and benefit

assessment, informed consent, payment and compensation,

community considerations, and resource allocation, including the

provision and delivery of standard healthcare. While conducting

research is crucial in resolving public health crises, ethical

standards should be maintained, ensuring that disaster victims

and/or affected communities are not unduly exploited.

2141

21.11

21.1.2
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General Considerations
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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.
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21.1.3

21.14
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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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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.

a
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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.
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21.2.1
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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.

Risk & Benefit Assessment & Justification
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Researchers and human 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, psycholosgical distress, loss of dignity, breach of
confidentiality, legal repercussions, economic hardships,

and potential unwanted media attention.
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Human research ethics committees may request
researchers to provide a preliminary data sharing and/
or biological material sharing plan in the protocol,
emphasizing the importance of outlining the benefits to
the population or community from which the data and/

or biological materials will be obtained.
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Informed Consent
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Researchers should design the informed consent process
to be comprehensive and compassionate, taking into

account individuals who may be in traumatic situations.
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While obtaining informed consent, researchers should
underscore the difference between research and
humanitarian relief for potential participants to prevent

confusion and misunderstanding.
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Payment & Compensation
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21.5.1
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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
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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).
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21.6.1
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In certain circumstances, researchers may cooperate with
local health authorities of the affected community to

ensure or promote additional safeguards for participants.

N1INUNIUAIUDILTITULALNITOUSIA

Ethical Review & Approval
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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 human research ethics

committees may involve shortening the timeline for
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document processing, accelerating ethical reviews by
human research ethics committee members, streamlining
researchers’ responses, and accelerating the overall

approval process.
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To facilitate a rapid review of research studies, human
research ethics committees may necessitate additions or

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

committee members.
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Annex
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Written Procedures for Human Research Ethics
Committees
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Written procedures for human 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.

1. msnenmensIunsTsesTTuMsIdelusnwd
Constitution of the human research ethics committee

. m'iﬁ'ﬂLﬁaﬂLLazmﬁLLmﬁgﬂﬂiiumiﬁﬁaﬁi‘immﬁ%’aiuwgwé
mhenuiiudsis vouimay @eudcingusvasdudn
Lazvaun) uardermuauasdoulunisusads
Selection and appointment of human research ethics
committee members, the appointing entity, terms of
reference including the primary objective and scope,

and appointment terms and conditions
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U, YarnuATD90IAUITNOULAL DIAUTEYY
Composition and quorum requirements
A, Whiuazsue
Function and authorities
5. FomuuaAnsinauTy
Training requirements
3. MIANIBeITShweNEUTeRenaTHaTALTARE
nanau szl
Management of the confidentiality of documents and
conflicts of interest
Q. miﬁ’ﬂLﬁaﬂLLazmﬁL%QJ/LLmé?ﬁiﬂ%mﬁmz NABAIU
UNUIMLAZ DU
Selection and invitation/appointment of independent
consultants, as well as their roles and authorities
v, dtihnuivihifaduayuiasveunnureditina
Supporting office and its terms of reference
2. fumeumsbuenansuazonasiisndudmsunsmunu aaenau
mstruninsinelafidaneldsunisenuainnismuna
Submission procedures and documents required for review,
as well as the determination of studies that are eligible for
exemption from review
3. MdAnIsenansTiduu

Management of submitted documents
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4. ATANTUNISNUNIUTULSN

Initial review procedures

f.

Wedunsmumunuuidmaymadentunsanau
Expedited review procedures and decision options
WanfiunsnuniulagaugNITUNISLUULANANY LAY
madenlunsfnguy

Full board review procedures and decision options
LﬂmsﬁmiauﬁﬁLLazmﬁﬁmuﬂmmﬁﬂlaﬂm‘mumu@ialﬁaﬂ
(unsdifisniu)

Criteria for approval and determination of the
frequency of continuing reviews, when required
Pomvuavainiseydadmiugide

Post-approval requirements for researchers
Tidumsfiesnearuazanlunsmumunsine3se
a&hasmﬁﬂuﬂiﬁﬁﬁtﬁmmwgﬂLauéjﬁumﬁﬁmf:j‘u (WA
Aendae) Fsenasaudansdn Lm'%ammﬁﬂizsqmﬁmmﬁmam
Procedures to facilitate rapid reviews of research
studies in case of public health emergencies, if
applicable, which may include the preparation of

extra meetings

5. 3safiunsvdainiseydia

Post-approval procedures

f.
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Continuing review procedures and decision options
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1. 3Feudunismuniusganuiuunnendanisousd
(W Aandunisnumiunisunluenanslasinisivy
518971UAMUYABASE $1891UN15TERUNINLENET S
lasan1539e/msliufuifniungssideovvesanitu was
iﬁﬁJﬂWULﬁaLﬁ%ﬂéJumfﬁﬁJ) wagymadenlunisindu
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

A, MsBeuvufnmuanuiite Qunsdifisiv)

Site monitoring visits, when required
6. FAntiunsuseyy
Meeting procedures

N, MIIATELNTENTUTEYY
Preparation of the meeting agenda

v, MMsaiunsUssguuagIslunisihlugnisdndu
(91 AUNUANTINTASAZLUULEEN)

Conduct of the convened meeting and methods for
arriving at decisions (i.e., consensus or voting)

A, MIdamTentuiinnsUsEY
Preparation of the minutes

7. msdudinuazn1sdniuienans
Documentation and archiving

. Mdaiuienans Fasaudessuunmsdanisiendans

Auusundivhle)
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Archiving documents, including a document
management system, where applicable
9. MsShweuduTesenas rudazesnatlunsiaiu
N9Ee Warn1IANdnLONENT
Maintenance of the confidentiality of documents
including the period of document storage, accessibility,
and disposal
8. msdnnsteiesSouvestitriiunside ide uasyanadu q
Handling of complaints of participants, researchers, and others
9. MsUsENUANAINAITUHURMULATHANITA LU UYDIAMY
N350NM 3938555 I unyue
Quiality assurance of the human research ethics committee’s

operation and performance

e - audunstheiuusdurieriamnoiaaiude
AuuzindmIugIdy eorarmiedunounsgnssniuaznisesung
Yo

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.
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The time frame for communication with researchers, such
as the expected time frame from submission to the decision,
should be specified in written procedures, taking into account

the capacity of the human research ethics committee.
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Thirty-seven experts contributed to the review and
provided comments on the draft of this handbook. They
represent various stakeholders, including institutions, human
research ethics committees, sponsors, regulatory authorities, and
communities. Their names and affiliations or representatives are

listed below in alphabetical order.
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