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Preparation of the National Policy on Ethical Principles and Guidelines for
Research Involving Humans
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The preparation of this National Policy commences with the appointment of a working group
composed of experts possessing experience and knowledge in the field of human research ethics. The
policy was prepared with consideration of well-accepted or widely recognized international and
national ethical guidelines and regulations, applicable laws, as well as the context of research involving
humans in Thailand.
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The working group has gathered documents for preparation, including:
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(1) Ethical principles and international ethical guidelines, such as the Belmont Report by the
National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research (1978), Handbook for Good Clinical Practice (GCP): Guidance of Implementation
(World Health Organization (WHQO) 2005), Universal Declaration on Bioethics and Human
Rights (United Nations Educational, Scientific, and Cultural Organization (UNESCO) 2005),
Standards and Operational Guidelines for Ethical Review of Health-related Research with
Human Participants (WHO 2011) Declaration of Helsinki, Ethical Principles for Medical
Research Involving Human Subjects (World Medical Association (WMA) 2013), International
Ethical Guidelines for Health-related Research Involving Humans (Council for International
Organizations of Medical Science (CIOMS) 2016), and ICH Harmonised Guideline, Integrated
Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2) (International Council
for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) 2016);
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(2) Policies, guidelines, and regulations of research involving humans in the United States and
other countries, such as Federal Policy for the Protection of Human Subjects or Revised
Common Rule (2018), Title 45 Public Welfare 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);
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(3) Ethical guidelines, laws, and regulations in Thailand, such as Ethical Guidelines for Research
on Human Subject in Thailand (Forum for Ethical Review Committees in Thailand (FERCIT)
2007), Ethical Guidelines for Research in Children (FERCIT 2015), and applicable laws and
regulations; and
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(4) Other relevant documents, including WHO tool for benchmarking ethics oversight of health-
related research involving human participants (WHO 2023).
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The working group conducted an analysis of the ethical guidelines and regulations, considering both
their writing style and content, and used them as a source of inspiration when drafting the National
Policy. The working group has structured a writing format by specifying the issues and organizing them
based on ethical principles and considerations, resulting in a total of 22 chapters. For each chapter,
the working group drafted key statements emphasizing the roles and responsibilities of stakeholders
involved, including researchers, research ethics committees, institutions, and sponsors. This enables
them to apply the statements within their respective contexts and create a comprehensive national
policy suitable for research involving humans in Thailand. The contents of each chapter, drafted by
the working group member, were presented at working group meetings for discussion and correction
to ensure their correctness and alignment with international guidelines and the local Thai context. The
content framework of the National Policy 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 National Policy due to the presence of distinct regulations and highly detailed
requirements.
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In drafting the content in each chapter, the working group 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.
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The drafted version of the National Policy underwent a review process, wherein specific feedback was
sought from 37 experts representing roles in five sectors:

wlevisuian@adusnaldiiunszuiunsnuniu lngvernudamiudinizandilesry 37 aufiduiunuves
unumeng 9 Tu 5 nadau fedl

(1) Representatives from universities or institutions;
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(2) Representatives from research ethics committees that have received quality certification
according to the Strategic Initiative for Developing Capacity in Ethical Review (SIDCER) or
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National Ethics Committee Accreditation System of Thailand (NECAST) standards, including
FERCIT representatives;

AILNUIINANYNTTUNITITEFTTUNTITEALATUNITTUTOIAMNINAINNIATFIU Strategic Initiative for
Developing Capacity in Ethical Review (SIDCER) #13831055115¥ UUTUTOIAMAMANENIIUNTITETITY

n19398lunyed (NECAST) saudeiunuainiusuasesssunsiseluauluusewmalve (FERCIT)

Representatives from agencies that act as sponsors;
Fununnmbsnuiiminiludaiuayuniside

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

Weneteaiuuyed; way
Representatives from communities or participants.
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Subsequently, the working group refined the draft of the National Policy and presented it to various

institutions during public hearings. The draft was also made available on the National Research Council
of Thailand (NRCT) website for public comments. The working group incorporated the comments and
made further revisions to produce a final version.
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Chapter 1
undi 1

Purpose, Scope & Application
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Introduction

uni

Although the pursuit of knowledge through research involving humans is essential, it must be carried
out in an ethical manner, ensuring that the rights, safety, and well-being of participants are protected.

The National Policy on Ethical Principles and Guidelines for Research Involving Humans plays a pivotal
role in achieving this goal and fostering public trust in research involving humans in Thailand.
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This National Policy employs the term “research involving humans” to refer to any activities defined
as research that is performed on individuals to obtain, use, study, or analyze their data or biological
materials, or to generate identifiable private information and/or biological materials. Research
involving humans encompasses various disciplines, including medicine, health science, social and
behavioral science, humanities, and technology. It may involve different methods, such as
experiments, observations, surveys, and interviews.
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1.1 Purpose

o

IngUszeen

This National Policy outlines the ethical principles, guidelines, and responsibilities of key stakeholders,
including researchers, research ethics committees, institutions, and sponsors. It can serve as a guide
for stakeholders involved in designing, conducting, reviewing, or engaging in any activities related to
research involving humans in Thailand. The intention of the policy is to provide a unified standard of
the ethical conduct of research involving humans in Thailand and to ensure adequate protection of
participants while facilitating the progress of research involving humans.
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1.2 Scope & Application
vauwakazn1sUsEenaly

This National Policy applies to all research involving humans in Thailand to the extent reasonably
possible. The ethical principles and considerations of research involving humans are the primary focus
of the policy, which covers the design, review, conduct, and other activities related to such research.
In each chapter, multiple articles are formulated to provide a principle or guidance or, in some cases,
to set out specific requirements that stakeholders can take to ensure the ethical conduct of research
involving humans in Thailand. This National Policy does not encompass all aspects of ethical
considerations related to research involving humans, nor does it always offer definitive guidance or
certainty in its application. Interpreting and applying relevant statements to specific circumstances is
always a part of the process. When necessary, stakeholders may need to draw on other ethical
guidelines or regulations, or local cultural norms to clarify ethical obligations in specific contexts.
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The glossary section provides definitions that are solely intended as necessary for the purpose of this
National Policy. Specific provisions are categorized according to their level of obligation or
recommendation using the terms “must,” “should,” and “may.” The term “must” indicates a
mandatory provision that needs to be followed and complied with. The term “should” indicates a
recommended or desirable practice that is generally considered the best or preferable one when
followed. The term “may” indicates an optional provision that may be permitted but not required,
allowing for flexibility in decision-making and implementation. In this National Policy, the term
“should” is used to indicate the greater moral weight of requirements than the term “may.”
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Compliance with this National Policy provides assurance to the public that the rights, safety, and well-
being of participants are protected, and the data generated are credible. This National Policy can be
adopted or referenced by stakeholders conducting, supporting, or regulating research involving
humans in Thailand. It should be noted that compliance with legal obligations, whether statutory or
otherwise, is beyond the scope of this National Policy and constitutes a separate aspect of research
governance. 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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Chapter 2
unii 2

Glossary
BASTUANT

Assent

nsanadla

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

nsanasuduvesdnviedlvgifianuunniesisnisiin Gegnanduitsinrmausalunisdadulad
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Audit
N13A5IHU
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

N159519@RUNINTTULALLENANSTNETRITuN1TITBeg 1 Tusruuas Judasy ialaenthisnuneluvse

Aeuen ieysziiuannmlagTIuLarANELY TIYEINTTANYITY

Benefit

Uselawi

A favorable consequence arising from the research study

NAANSNUNB LT NATUIINNNSANEIINE

Note that, in the context of health-related research, the term “benefit” specifically refers to
something of positive value related to health or well-being. Direct benefits to participants can
be considered as an immediate benefit resulting from their participation or the intervention
in the research study.
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Biobank
SUIAITYININ

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

AMuBUgRNLUULITANING

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

Audugandmiun1TIdelusuianiseyvauLURTINIEUI 09U ULUANNT119T uYRIN1T T8 TuouIART
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Note that broad consent is less specific than consent for specific uses, but more restrictive
than unrestricted, open-ended permission without any limitations (which is referred to as
“blanket consent”).

e : AUBuganLuulanindanudnnziizadesndiaudugendmiunsldaudime uedl
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Children

<

h

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

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

vianes] : ludszindlng in vuneds yapaiiionaninii 18 Yusysal uwilisaufafiussaiinnzlaenis

ausanungnaneNUIRuly

Clinical equipoise
AAENINNINAGFLN

A state of genuine uncertainty among the expert community about the comparative benefits
and risks of two or maore interventions for a given health condition

anuzvasruliiudususnwinsslungudideimngieduysslenivasanudsadauieuiiouraenis
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Clinical trial

ANSNAFINIARLN

A research study that is designed to evaluate the safety, efficacy, and/or other biomedical or
behavioral health-related outcomes of drugs, medical devices, or other interventions (which
may include placebo or other controls) in humans
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Coercion
A1sUduUeAU
The use of threats of harm, punishment, undue pressure, or other forms of intimidation to

compel individuals to participate or continue participating in a research study against their
will or appropriate judgment

nsliN1sUNYINRLYISuRTIe NMTading MInaduiliiumis vienstuylusuuuudy o Wedsiulvuaaa

WnmNsANwIdE viseagsilun1sAnuniduse InetadeanulseasrviseInnsagy

Community advisory board
ﬂmzﬂsmmiﬁﬂénwmmu
A group of individuals, including community members and organization representatives, who

advocate for and embody the interests and perspectives of the community, while also
providing community insights, information, and support to a particular research project

nquyAna sudandnlugusuuagiunueins daadunssuenidedituyusuuazsiusiunadsslev
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Community engagement

n13AdIUIIUVBIYUYY

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

nsrUIUNTNaTIANNTINiiBlaznstanaUTEnIN 3T uaryuruludunausng 4 vaanssuIuMTITY
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MELNSNANTSIVY

Note that the extent of community engagement can vary, encompassing activities from
information sharing and/or consultation to active participation and collaboration. In addition,
communities may choose not to actively engage in a research project, opting instead to
acknowledge it and register no objection.
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Confidentiality
N133NWIANAY
The obligation to maintain the privacy of participants by ensuring that their private
information and personal data 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

Jorniulunssnwanududiusiveaidisiunside lnevibivdlaideyaduduazdeyadiuynnai
mnnaglignitameazlignidamevseudsluivyaaavionthonunlidlasueunyn uwinalaneay
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Conflict of interest
o v 4
AMNTALGININaUsE eyl

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

o

AnuliassesiuveInalsylorinianistu @113 nTenAvdin veiynna NUIBIIU n3ean1 1Ty

Aawsaedng Ul Famsussaradsznisniionavihlndunaidenudnusznismils

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.

nnewe : Anutandimenalselevilumadeintulonauselewivesunna ey viean1tuie
ol dunadersequieussibilunadeionuauysaivionugniowensinwide vsedns

AuUaenie wieauusgifvewidnsauniside

Continuing review

NSNUNIUG LD

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

NIZUIUNMINUNMUIAEANZNTIUNITISEsTIUNTITeUsaliunsfinviideiindsinduedidusses o el
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Data repository
aduutoya
A storage space or database that is designed to store, manage, or share research data in a

standardized and secure manner for a certain period of time in compliance with applicable
regulations governing the storage, sharing, and use of data
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Debriefing

ASZUIUNISIUALNYAINDTS

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

nszvaunslamedayaliaaiedunsdisiuluns@neifeundidisiunisidengnunadeyaunsduly

viegnaslaviasnais

Deception

N15%ABNAY

The deliberate act of providing inaccurate or false information to participants, with the aim of
manipulating participants’ behavior or responses for the purpose of the research study
nsnszvilnsnunilasliteyadiligniewieduiiaungithian nside Tnedigauszasdiie dadeou

WOANITUVTONMINBUAUDIWBININ WD TR UTTAAraINISAN YL

Note that deception is generally unethical unless it has been approved by a research ethics
committee (see Article 9.9.5).

manewe) : Nsvaenalalneiluiioinfinasesssu LiuwalasuniseulAanaAnensTuN1s3sIINNNTINY

(9U® 9.9.5)

Emancipated minor
v sl & a
AL UUBaTEAINNITUNATOIAUA

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

yaRafiulazgninadinguneivuadiinudusenls wildisuaauesnianguanglugmedivg
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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 or guardians.

e : Jleriiidudaszannisunasesquadiodnanunsalianudusenlifenueuazliognele
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Exemption from review

A158NLIUIINNITNUNIY
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A type of determination made by a research ethics committee in accordance with institutional
regulations that a particular study is not subject to regulatory requirements for ethical review
and approval

Us8Lnnu0InsiasaNnmualagAngnssuN15a3e53suNTIeaung seidouvesan vy 11nsAnw

sedlasemitlidegmeladeimuadiungsailevdmiunismuniuiazeyiiniesesssy

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.

v v
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Expedited review

N1TNUNIULUULS?

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

USEANNUDINITNUNILTILONIMLE NN TNUMUIAUAMENTTUNITNIYA TIANENTTUNITITETIUNTIFELY

TunsnumuuageydAnisfinuiidenigtesivanudswedidisaunisidenldifiuaude s

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

VUTBR : “NISTUNIUKUULED” UN9ASI8719158N97 “NISNUMIULUULIITA” ¥5e “AISVUNINLUY
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Ethical standards

UINTFIUNNITLTIY

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

YANANNTLaTLUINTEsTIUNSUNMsEasulussRuanavseseAunAie liwiladnmsideiieides

funyudlanliunsegadliasusssy

Good Clinical Practice

msﬂﬁﬁ'ﬁmsﬁ%’amm%ﬁﬂﬁﬁ
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 and accurate

18

Distributed for comment purposes only Date: January 5, 2024



2.23

2.24

2.25

National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]

]
av a a

WRIFIEMTUNITERNLUY NMIAEUNT N15TuTn N153ATI99 Lasn1sTIsnuRanTIdene i
uywd Tin1sfulseAuindns anuvaende wavanudusgifvesidnsiunsideldsunsduases was

Joyauazran N Tenulanuizeiouazgnses

Harm

JUATIY

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

HansenudsauvamansallifisUssasdla o ferainannisithsalunisdinuide

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

B SunT1eElavaeIULUU S3TI8UATIENT19NY SURTIEN9TRTA SunT1en1edany dunse

NNYUUNY WAZBUATIENAUATYINT

Human biological materials

TN NVDINY W

Human-derived materials (e.g., blood, urine, tissues, organs, or other bodily fluids or
materials) that may be collected either for specific research purposes, from patient care-
related purposes where there was no initial intent for research use at the time, or for any
purposes with the expectation that they will be used in future research

o A

Yanflauranuyed (au den Jaaz wele o¥uiz vieveunaitlusninieniefandu ) Aeraiu
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dldlunsiveluvaedu vsaie Tnguszasdla q lngaanivinggnianldlunsidelueuan

Note that the term “human biological materials” in this National Policy does not apply to
biological materials that are obtained from commercial sources for use as reagents (e.g.,
commercially available cell lines).

® o
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Impartial witness

weuglifidladude

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

accurately explained to and apparently understood, and that informed consent was
voluntarily given by the participant or his/her legally acceptable representative
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Incidental findings
Aefidunulnetadey
Unexpected or unintended findings that are discovered during the course of the research

study but are not directly related to the main research question or purpose of the research
study

'
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ddunuilimnAavselilanslangnAunuluseninamsfinuide wiliertedesnseiumaiuniside

nanuseingUsrasiraen1sAinuidy

Incomplete disclosure
nsWaeldasudou
A situation where researchers withhold some necessary and relevant information during the

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

¢l va
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Informed consent

n1svaANuBuLaUlABUaNNEaT?

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

nsguIuNIsyARalasunIsuennanluynudyurensfinuideniiiertesiunmsdndulavesnunazanas

v
o
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Informed consent form
Lanaﬂi%'agal,l,amaﬂ'muﬁuaau
A written document that outlines the information provided to potential participants during

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

wnansiluanednvaldnwideasudeyandawsenlitugionadisiunsideluseninmnssuiunsveay

gugalaguannan wazduiinanudugenvesliniunTedmiunisidiusulunisfnunide

Note that an informed consent form includes an information section and a consent section. It
may be prepared either as a single integrated document or as separate information and
consent sections.
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Institution

#01UU398

An organization or agency where research involving humans is conducted or that supports or
oversees such research activities

peAnvisevhsnuianiunTIdefedesivuyed vielatuayuvseauaianssunsidednan

Legally acceptable representative
Hunulagvausssy
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

uaraflasueugnnanelinguunenvsduldnieldsunissensunu ngsufeuvesaatuinduiiveusu

dmsunislianuguseursornnsdnaulaunuyaraduniamnsalvruguseula

Note that, in certain circumstances, a legally acceptable representative may be a court-
appointed representative, a parent, a guardian, an immediate family member, a person with
a close personal relationship, or a representative who is socially accepted.

v : luusdaiunisal gunulaeyausssue1adusiaunuilasunisudsieaindia daunsen

AunAses anBntuaseunsintndln yarafidanuduiusaiuiilndte viieduwnuidunesusuludny

Minimal risk

ANLEB AN

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

sysuaMUAsalagtsaInn1sulunsAnwiteRdvunawazanutnaziduvesdunsienaianisalllal
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Minor increase over minimal risk

AMULASITILNULANTDEAINAULT AT

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

seiuaudssiiiuaudssn wilineliiAndenneuseguaimuaranuuegifvesdidnsinnside
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Note that examples of procedures that fall within the “minor increase over minimal risk”
categories should be obtained from credible sources.

WBLe : Meg1evainsruIuNTieglunnany “Anudssiiindniesananudsen” aaskeuiain
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Monitoring
n3AARIN
The act of overseeing and evaluating the progress of a research study to ensure that it is being

conducted, recorded, and reported in accordance with the protocol, standard operating
procedures, and applicable regulatory requirements

nsquatarUsziluanuinmiivesnsnwideiieliuyladniiniseniunis dudin uasseauniy

Na13lA39IN193T8 FBATuNTUINIEIN kagtenvunaung selsundeRuly

Noncompliance
nslivuRnmungszitevvasaatu

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

ca Ya &
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flunywd

Opt-out procedure

N3ITUIUNISLADNDDN

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

Parents

HUnAsas

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

wsnuaz/viednuennn wieyanafisulinveulunisguannuduesgifiveasin

Note that the term “parents” generally refers to biological parents. However, in certain
circumstances, for the purpose of obtaining parental permission/consent, it may also refer to
legal guardians, 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.

W : A1 “dunases” Tnenalununeds danunseadliduie egrdlsinu luvisanunisaliiie
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Participant

Y

Jid13un1539e
An individual whose data, biological materials, or responses to an intervention, stimulus, or
guestion by a researcher, are used, studied, and/or analyzed for research purposes

UARRZITaYa TN SeN1INaUALDWBNITUNSNLYY Aansedu visemnulagiide gnuunld Anw
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Personal data
Jayadiuyana
Any data relating to an identified or identifiable individual

[

Joyala 9 Ndertesiuyaraiszyfnuvseaunsnseydmula

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

v |
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Post-approval activities

NANTIUNAINTOUIIA

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

fAanssuselledidndudmsudifeuasanznssunnsssesssunmsideiisliiulafianisufufnuuinsgiu

NNATUFIIUNEIINLBNATATINITIBVBINISANEITATUN TR UL AL

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.

Ve AINTTUNGINTEUNAATEUAGNTINITTIENULAEAITNUNIUAIUAINTIVBINTANYIITY
ARBATUNTTIENY MIAARY Uazn1snumiudeinadiuanulasadeviensdlresnisideauulyain

NE13lASINTTITE waz/m3enshiufiRaungszdeuvesantu

Potential participant

fileradnun1sise

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

< 1 o
AMUTUFIUN
A domain or state within which individuals are entitled to be free from public attention,
intrusion, or interference by others
vauLavspanmiiyaraiiansiavdudasyananuaulavesassavu n15YnIn WenIsunIuIngay

Private information

Yayadiuia

Information about an individual that occurs in the context where the individual can reasonably
anticipate that no observation or recording is transpiring
Gﬁa;daLﬁ"mﬁ’uqﬂﬂaﬁLﬁmﬂfﬂﬂuﬁwﬁqﬂﬂammmmmmsaﬂé’ashaauLmamaﬁmﬂﬂﬁmiﬁﬂmmﬁams

JuUNnNnUu

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.

winewe : Teyadiudadisnidoyadiudazyanaliliii afnguszasd dune Tnedaruaianisi
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Protocol
LPNETSIASINSIRY

Adocument 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

nasfied g dui ATuasvnra Tngusyasd n1seenuuy 35 deflansandiuaiesssuuayata

wazn133nMsAnw3de Weliiulainnsdnyiduazdudunisegiaduszuu fumsgu wasiivsusssu

Note that some of these considerations may be provided in separate documents referenced
in the protocol.

g : Tenansamaiiuissenisenaseylilutenansiuensanmin laeinss1edsedluenans

TAIN15398

Protocol deviation

nsiteauuldannendlsiaseaniside

Any deviation from the protocol that was approved by a research ethics committee

nsideauule 9 91nenanslasinsiTeilasueniianamenIsuNTzEsTIUNTIRY

24

Distributed for comment purposes only Date: January 5, 2024



2.46

2.47

2.48

2.49

2.50

2.51

National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]

Note that “protocol deviation” may sometimes be referred to as “protocol violation” in some
other ethical guidelines and regulations.
g “madesuulunnenaslasniside” viaseamneis “mslifuenaislasmside” Tu
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Quality assurance

n1susEAuAAIN

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

nszuaunsdussuuildiitevhliudlainssuuaiuauaanmiiuszdnsneg

Quality control

N1IAIUANAUAIN

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

WMININTBTURBUTNIETIA LTINS anTIvaeuI liusTatedmuadns unmnMYesAansTUN

W989iUNISIvY

Recruitment
NATIMELLNIUNITIY

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

a o
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Recruitment materials

Fagnldasmdidnsiunasidy

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

mizgaumiuaua

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

25

Distributed for comment purposes only Date: January 5, 2024



2.52

National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]

N15398

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

msfnwduai Ansieit videvaassedraiuszuy Suagilildundaderiionss anuslnd videndnnnsly
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Usglewile

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”).

WBR : M131 “MIINE” Jeneiinisesieaevegiailuszuuniefanssufisenuutu e wmuivied
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AanssusmuassaauauUnfnsenlasumds uagnislindniamneassndalilasuaudfuannisveaes

N9PdTn (AN “AShUmeLInnIsssN”)

Research ethics committee

AMNITUNISIIYFITUNITIVY

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 the
continuing review of research studies until their completion

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

MUIBLNG : “ANTNTIUNITITETIIUNNTITY” UNATINDTENTY “AENTTUNITNUNINVRIARITY”
“ANYNITUNITITUETTUDATE” “AMLNTIUNITITHTIINY “AMENTIUNITITUFTTUNTIFETUNYLE” wse
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Research involving humans

ns3seiiineatasiuuyed

Any activities defined as research that is performed on individuals to use, study, and/or
analyze their data and/or biological materials, or to generate identifiable private information
and/or biological materials for research purposes

Aanssule q figndewiAemsidediddumsiuyaea iWeld Anw uaz/vielieneideyauas/viotan

Finw visewiieasndeyadiudnay/vsefantinmitausassudmnuliiie Tngusvasalun1sive

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

MEWe © “nITETAEITeIiuNyYd” ATEUANANYIAYIRIN. o FIAMITUANE InemansaunIn

duenansuasngAnssueans uyveaans n1sfine wasinalulad

Research study
N5ANENIY
A systematic and structured investigation or activity that is designed to answer a specific

research question or test a hypothesis by following a protocol that outlines specific methods
and procedures for data collection and analysis

msnvaeuniofanssuiiiussuuuazilassadsieanuuuuiionauiauniders evndeuauuigIu
e g jufnnuenatsiasinisidenastisuagtunsudwmsdmsunisiusiusudeyauasnis

Tnswitoya

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

MEg : A3 “MIAnE1ITe” el sideussnniaUssinviliidadumudansideveauuiigy
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A719A7N

Researcher

W398y

v

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

yaranintnsuiaveulunsaiiunsidenine e siuuywe

Note that the term “researcher” also refers to the leader of the team (sometimes called
“principal investigator”) who has overall responsibilities for the conduct and overseeing of the
research study at a study site.
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Risk
ALEY
The probability of the occurrence of the harm and the magnitude or severity of that harm

ANunzufivsiinTure s unsBRAZIULIANE 0AYINTUL IV UAT BT

Scientific validity

ANUQNARIANANENINIAENT

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

ANNINYDINITOBNWUUNITANYITY seLTeuiiy wavn1sinsedt ielidulaimansidenlauniinig

gndesuazteiiold

Scientific value

AAINININIANENT

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

nsnsfnu3Teddtiedessdanumainenmansiuavlaaivaia

Serious adverse event
wign1sallainauseasAiionss
Any untoward medical occurrence that results in death, is life-threatening, requires

hospitalization or prolongation of existing hospitalization, results in persistent or significant
disability or incapacity, or is a congenital anomaly or birth defect

wansalfilufisUszasanisnisunndle 9 Adswalidedin 1Tudunsief@ia deudriunissnuily
lsmeunansednsvezianmssnululsmeuia dwaliinanuiiniswielfnnuaunsafiateguiumse

dfry vsoinAuEnUNRLARILTATaANLRNITUAALEA

Social value
AMATNIFIAY

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

@ P Y

Usglowill B fiRdmsudseuianalasunndeyadAgiiinainnisiny1idy

o

Sponsor

eduayunisiY

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

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

Ve : §i3euauenaiivisuiinvevvesativayunsidelunsdumteriovun wareradeniniy

1Y) Y o

“fAe-Fatiuayunside”

Stakeholders

Y Y1 =)

gadulddaude

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

unAa nau vivenadiu nilenuaulaviedeinalumsivemngesiviywd

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

e : wgilduladnudslunisidvenasiutaana nay viemadiuiivainvany M “gdaula

v

dudy” Tuulevewiiillaevanudmmnedwdduladamndendn 4 ngu loiun §338 augnssuns

38555UMTIVY an1dWITe uasHaduayunTivy

Surrogate consent

AUTUIDNINAIUNY

Consent obtained from a legally acceptable representative of an adult incapable of giving
informed consent for participating in a research study

Anudusanilasuanginulaeseusssuvesng nliansalinnuduseulaglasunsuennariiiesdn

Suluns@nenide

Therapeutic misconception

v a J [ Y
s laadndun1ssngn

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

anumsaliidnsannsIdelaidilannuunndaseninmsdisulunsfinyidedunslisunisgua

Shwmensunndnuansgiudmniuanudvlievewu

Unanticipated problem
Tymnitlsianadn

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

29

Distributed for comment purposes only Date: January 5, 2024



2.66

2.67

National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]
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o

WenTeyurradulANUFsaTUNTIBNINTY

Undue influence

INSWALNUAIS

The use of an unequal power relationship or other means to exert unjustifiable pressure or

influence on individuals to participate or continue participating in a research study that they
might not otherwise do
nsldanuduiusidssnanlidvinfisuiurieiBnstuiieainusinadunielisvsnasg9lianmnauns

o
o

soynnalid1svsesgsulun1sinuniduse Menwinwietaltesanyia

Note that undue inducement, which involves offering excessive or inappropriate
compensation to obtain a participant’s consent to participate in a research study against their
appropriate judgment, may be considered undue influence.

vnge : M3gdlaiums Fufsdesiunsauermyawenuiniiuluvselimanzan wWslnliudniny
Suonveiidnsiunsideiazidisulunsinuide Inedaredansugin ondiedudninaiiuais

UseLnnnila

Vulnerable individuals and groups

UAAALAZNANLUIIZUNY

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

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

e - yarakaznaulsizusenaliainsadedula Wen vieuanseanldatedase vieonaly
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Chapter 3
unii 3

Policy Statements
Aaasuleune

Institutions must establish policies that mandate the requirement for ethical approval prior to
the initiation of research involving humans or the recruitment of participants, regardless of the
funding source. Research involving humans must be reviewed and approved by a research
ethics committee before it is to be carried out.

o o

antuidedeseanuleutenligiunaden nunisoan1seulivNesEsITNNaUNTIUNMTITeMAeITRIiY
WywdnTon13asImidnsunis3de Tneldandedauna sdunu msidefinertesiuuywddedlasunis
NMUNIULaoUlAlAYAMENTIUNNTITLFTIUNNTIFLNDUNRLALTUNS

Institutions must establish policies that require all researchers affiliated with the institution to
be trained in the ethical conduct of research and conduct research involving humans in
accordance with ethical standards and applicable regulations.

v Y v

aniidedeseanulevenimualigiseynauludinamdulasunsiinevsumuasesssulun1sideuay

AU NIV UUYYEMNIINTFIUNNNTSEsTsURAENg se e un TaAuld

Institutions must have policies that require researchers and research ethics committee
members to disclose any conflicts of interest pertaining to research studies they are involved in
or reviewing. Adequate measures for the management of conflicts of interest of researchers
affiliated with the institution and research ethics committee members should be in place.

£% P Yo o

anduidedediuleuenivualinideuasnssunsasesssunsIdolamennudandmisnaUsslevin
LNYIVBINUAISANYIITLTNINYLN LIV ONUNIY LA8AITHUINSNNSTmLNzanlun1sInn1sANUT AL

mManaUsEleviveu A ludinan1tulasnIsHNTITESITUNTIAY

Research ethics committees whose primary responsibility is to ensure the protection of the
rights, safety, and well-being of participants must be operated in accordance with relevant
international standards, as well as applicable laws and regulations.

ANENTIUNITITLITIUNMITeNAVTNSURAseUnanLalulalun1sANATEENT ANUasnsdy warAd

1Al I

Juegifvewidrsiumaddedesdniiunisauuinsgivanaiiestos aaeaaunguuneuay ngsudeun
veAuld

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
to participants.

ANIENITUNITASUTITUNMTIVULNUNANUMILLDNESIATINTIVULALLENANTNNEITDIVBINITANWIITY LN L
TulanaonndoafunInsFIUNNRTEFITN ANFURATEULTINTINITNUMUABLTBIUBINISANYIITEAN

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

ANENTINNITITEETIUMDITesslidnalumsaniivnulasdase nsdndulanaslieudinisfnyideses

Laignaudne Viuudasinangiuiiinisldgnnaluniveu

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

v Aa wa

nMy3deinevesivaywdaIsaiunslaggidevieuideniamaudamuizauniunisny) n1sinausy

WaY/Y58UsEAUNSAIANYNIVINGMIENS AaBnIUNISALEUNSITYBE19E5usSTY

Researchers have an ethical obligation to conduct their research in compliance with the
protocol that has been approved by the research ethics committee, while also adhering to
institutional regulations governing research involving humans, as well as relevant ethical
guidelines and applicable regulations.

ideideymiunssiessslumsiiiunisidgvesmunuienaslassmsideildsueyiRanauenssunis
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Chapter 4
unil 4
General Principles

wann1snall

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 international ethical principles and applicable laws and regulations.

N15338 NI UL ¥EIAIT VAN S UANAITNNATEETTULA BININVANTETTTUTUNUIU 3 Usen1T 9
asUeglusisnuuates laud ndnnisiansnyana wanAuUsElevy uasrdngfsssy naenUNaNITUsITY
ananifetes wasnguineuasngsuilsundeduly

The rights, safety, and well-being of participants should be regarded as the most important
consideration, and priority should be given to the rights, safety, and well-being of participants
over any scientific or societal interests.

ans anuvaende wazanuduegifvesfidsinnsidenistierdudefiarsadidyiian uavaasli
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AU deyUans Anudaende wazanuiuegiifvesdnsaunsidewienimausslevindinenmans
RS
Research involving humans should be designed in accordance with current scientific disciplines

and ethical standards, and it should be described in a detailed protocol.

n1533eii ertesivuywdaisgnesnwuuidulumuaiviisndneimansludagiuiazuinsgiumig

5551 wazasaSugliluenaisiasinsiselneazden

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

nadeneesiunyEdmssuwaganiunsae Nraliennudssiininnisalliuaznsededidnsiunis
Redwawaduauniilowieuiulsslevinaanis

The selection of participants should align with research purposes. Individuals or groups of
populations who may benefit from research participation, even though they may be deemed
vulnerable, should not be unfairly excluded.

a o
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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 each individual participates in a research
study.

nsvenuBugenlasuennaniodussiussneuiiugiuvesnisauiiunisisuediiasesssu weliiuladn
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waztieadaanfidnsuniside anudusenlaeuennaniiilasainslemsgniuiinduaednualdnus
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Respect for individuals with diminished 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
nsiasnyananiianuamnsatunisandulaianaufeitesiunisvenisanadla waznishinisundes
Auasaufisiy Quusunfidululd) wu nslasuanuBugenanunulagveusssunungnuisuas
nnszlaunveduly

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 or
data repositories that contain personal data and/or private information about participants
should be protected in accordance with applicable laws and regulations.
wmnsnsfisulumslasunmaihlvuofiiieduasespnududiuiesidiunmsidesaziieshvimiudu

vosfeyadiuynnauaz/miedeyadiuii tenasusenduiuieyafifidoyadiuynnauay/viedoyadus
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Participants who are vulnerable to coercion or undue influence should be given additional
safeguards appropriate to their vulnerability.
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Chapter 5
unii 5
Scientific Value & Social Value

AMATMNIAINEIANAASTLATAMAININET AL

Introduction
unin
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.

o o I o =

Taguszasdnanveineiinetesiunywdfenislinansidentinanredinudliaunsalaunlaedzdu felu

]

AuAMAneImansuasuamMedsruiddydsdunsindenifntesiuayededssuiiavey

Scientific value refers to the contribution that a research study makes to the body of scientific
knowledge in a particular field, achieved through a valid research design and addressing significant
research questions. It is important to note that scientifically valid research may not have scientific
value if repeatedly conducted without generating new knowledge. However, in some cases, concerns
about reproducibility and integrity may justify a confirmation or repetition study.
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Social value refers to the broader benefits that a research study brings to society. It considers the
positive impact that a research study can have on individuals, communities, or society, extending
beyond the immediate benefits to participants or the scientific community. Maximizing social value
can be achieved through the wide dissemination of research results, collaboration with community

partners, and engagement in knowledge translation activities for the practical application of research
results.

A dnuvingfsuseleniluanieinisfinuideiangdiay Tnefiarsaunfwansenudeuiniinisfinwide
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5.1 General Considerations

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

o

ndengtesiulywdnsiigummainemansuazidnenmlunisainesdrnuiniigueredsny

While scientific value and social value provide the essential rationale for conducting research,
they cannot justify subjecting participants or communities to mistreatment or injustice.
Research involving humans should adhere to ethical principles, upholding human rights and
demonstrating due respect, safeguard, and fairness towards participants and the
communities within which the research study takes place.

wiTauAInemansuazauansdeau e dumanadidglunsviiide uwidlyanunsadeendu
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AofliNTINN I UALYNIUNYIINSAN Y ITY
All research personnel should be qualified by education, training, and/or experience, including

human research ethics training, enabling them to conduct research ethically and perform their
tasks competently and appropriately.

YAaINTITENNALAITEANENTRMINZaunIuNISAN Y N1SANBUTN way/M3auseaunisal 59ufenTs
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Justification for Scientific Value and Social Value
N3 AN IRTURANIAIMNIINEIAEASLASAMIAIM ST 1N
Researchers and sponsors should provide justification of the scientific value and social value
of a research study, taking into account the risks and burdens associated with research
participation, particularly when a research study does not offer the prospect of direct benefits

to participants. This justification should be clearly articulated and rationally stated in the
protocol as part of the ethical considerations.

FIdeuasaivayunIdeasiivsnainediunuAmInemansuazAuAINE IR YeINTANYIY
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Research ethics committees should justify the prospect of the scientific value and social value
of a research study based on current health needs or societal problems, taking into account
up-to-date scientific evidence and the validity of the research methodology. In cases where
appropriate, a local research ethics committee may rely on other committees that
systematically conduct a review of the research study in a similar manner.
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Other Considerations in Specific Circumstances
Fanansudu o ludarunisaldnnig

In clinical trials, clinical equipoise should be evaluated and justified in relation to the scientific
value and social value of the research study. The justification for using a placebo, no
intervention, or other controls as a comparator should align with ethical standards.
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Chapter 6
undi 6
Risk & Benefit Assessment

A1sUsEiuAMUEgawazUse el

Introduction

unin

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

6.1.1 Before commencing research 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 of harm. It should be noted that some risks
may arise from the invasion of privacy and/or breach of confidentiality, which may be
significant at times.
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6.1.3

6.1.4

6.1.5

6.2

6.2.1
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In risk and benefit assessment, stakeholders should focus solely on the risks that may arise
directly from the intervention or research procedures performed to achieve research
purposes and should not include those that exist regardless of whether participants take part
in the research study. Meanwhile, potential direct benefits to participants 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
regarding the scientific value of the research study and the selection of participants.

1InINITanANEBATlAsuNIIHAsN Taentledate LidusenInaaAINIIngIAansveenIs
AnwduuaznisAndonyinsIuN1TIvY
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).

Anudeanannsallaiaz Uselevdiiainniimsiasunisdearsligfienadnsiuniside lusening

nszvIuN1sveANBugaNlaguBNna (9 9.3.1.3 - 9.3.1.4)

Risk & Benefit Assessment & Justification

nsUszlivaadesuazusElaviuaznislviviana

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

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

mndlenaiaziinuselevilagnsanodid13iun13d9e Anudesnisauvnaunalag
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6.2.1.2 If there is no prospect of direct benefits to participants, the risks should be no
more than minimal or reasonable in relation to the importance of knowledge.
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Prior to approval (see Article 15.4.1.2), research ethics committees should assess:
oun1seilasinside (U 15.4.1.2) AnENITUNTTEEITUNTITeMITUTEIEUD

6.2.2.1 Whether the risk is minimized; and
Audssgnyhliviietieeiianudvselil way

6.2.2.2 Whether the risk is reasonable in relation to the anticipated benefit to
participants or the importance of knowledge.

Anudssionnaumaaunalasduiusiuussloviiamanisedid1smnsidenie

Awddguesedmuiiazldnielsl
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 potential
benefits, researchers and/or sponsors should assess whether to continue, modify, or
terminate the research study. Any changes in research that significantly alter the risk-benefit
profile of the research study should be promptly reported to the research ethics committee
for review and approval (also see Article 15.5.2).
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Research ethics committees should regularly assess the risk-benefit profile of research studies
by conducting continuing reviews of research studies at intervals appropriate to the level of
risk to participants (see Article 15.3.5) and conducting safety reviews, if any (see Article
11.3.7). If the risk-benefit profile is deemed unjustifiable, research ethics committees should
have the authority to suspend or terminate the approval of the research study according to
their written procedures and/or institutional regulations. If the research ethics committee
intends to terminate the approval of the research study, it is advisable to first notify the
researcher and/or sponsor, provide detailed information about its concerns, and allow the
researcher and/or sponsor to respond within appropriate time frames.
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Post-study Provisions

YONNRUANAINTITANE

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

wmnnsEneiseaaiezneliAanandaeindenisunsnuesiiivsyavsua AngASINNTISEsTIUNITITY

vl

asdeasiuifeuazaduayumaideinestuenuduldlangidnsiunsidersengulszensiisades

ransainfmdndnrivsensunsnweavaniiliegsauvnaina (unsalfnvirld)

41

Distributed for comment purposes only Date: January 5, 2024



National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]

Chapter 7
unii 7
Selection of Participants

nsAndengidnsiunsIdY

Introduction

unin

The ethical principle of justice is expressed through a fair selection of participants, which promotes
justice at both individual and social levels. Fair selection involves fair inclusion, fair opportunity, fair
burden sharing, and fair allocation of risks. Failure to select participants fairly could compromise the
social value of research studies. For example, excluding vulnerable individuals and groups from
research studies may lead to selection bias and limit the generalizability of research results.

WaN93E5ITUT0INNERTITULANIRENHIUNMSANE ARSI TITeeg 1 TusTeu FeduaSuanugfsssuvidly
szauuAnauazszaudny Msfndenegradusssuiedesiunsfndiegadusssu Temaeegadusssu nsuda
Suniszegradusssu uarnisdeassmnudesediulusssy msdndendidsumidued1tliilusssuenvdma

HerianuAIM1edinnveIn1sAnuide d1eg10du nsAnUARaLAENGNIUTITUERNAINNNSANYITERNN UG

o

AR MINNTARLEBNLALINNAANNEILNTINTUINaN1SIde Ul Le

7.1 General Considerations
Fafiarsaniialy

7.1.1 Stakeholders should ensure a fair distribution of the burdens and benefits of research studies.
This also includes that individuals or communities who bear the risks and burdens from

research participation should be in a position to receive the benefits from the knowledge
gained through the research study.
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7.1.2  Fair selection of participants should be 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, or other unrelated factors.
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7.2 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 or ethical reasons (see Article 12.2.2).

{Ideasdalvdauvinfsuvesmsididsdenidlunsidniinmside Tneldaisdalenaypnaiazngs

wWzulunsidisiunsanyifemnlifivenamainemansvsodsesssufiviinuuu (g 12.2.2)

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

FaRasandu 9 Tuaarunsalswng

During a public health emergency, when potentially effective interventions may be scarce,
researchers and research ethics committees should carefully consider the justification for
prioritizing a certain population for enroliment. The reasons used for selecting the population
may be based on ethical frameworks concerning resource allocation (see Article 22.1.5).
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Chapter 8
unii 8

Recruitment of Participants

N1383559EL139UN15378

Introduction

unin

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

8.1.1 Recruitment activities should uphold the ethical principles of respect for persons and justice,
which may include advertising, identification, contact, screening, and preparation for

obtaining informed consent from potential participants and/or their legally acceptable
representatives.
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8.1.2 When recruiting participants, stakeholders should strive to promote voluntary participation
and refrain from coercion or undue influence during recruitment, particularly when working
with vulnerable individuals and groups.
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8.2.3
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8.2.5
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Recruitment Process
NITUIUNTATINELLITINNTIY
Researchers should describe the recruitment strategy in the protocol and justify their

approach to identifying potential participants. The level of detail should be proportionate to
the foreseeable risks of the research study.
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Anwnidy
Researchers and research ethics committees should ensure that the recruitment strategies
are aligned with the research objectives, methodology, potential participants, and contexts.
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Researchers and research ethics committees should ensure that the recruitment strategies
are respectful of potential participants, as well as their cultures, traditions, and beliefs while
promoting their voluntary participation.
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Researchers and research ethics committees should consider the possibility of exploitation,
coercion, undue influence, invasion of privacy, breach of confidentiality, and other risks that
may arise during the recruitment process and develop strategies to minimize them.
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Research ethics committees should advise researchers not to have direct contact with
potential participants without prior connections due to privacy concerns, unless the potential
participants have been informed about the research study through appropriate means or by
someone with whom they already have a relationship (also see Article 10.2.1).
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Research ethics committees should carefully consider the potential impact of monetary
payments or other incentives, whether provided to participants, researchers, or others
involved in recruitment. This consideration is essential to ensure that monetary payments or

other incentives do not unduly influence potential participants into agreeing to participate in
the research study (also see Article 14.2.4).
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When required, researchers and sponsors should ensure that all necessary resources are
available to facilitate the recruitment process in linguistically and culturally diverse contexts.
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Before contacting potential participants, researchers and research ethics committees should
consider whether community engagement and/or community permission/consent is
necessary for the research study (also see Article 13.3 and Article 13.5). In certain cases,
community engagement may be essential to ensure cultural sensitivity and overcome
practical challenges that may arise during the recruitment process.
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In certain circumstances, researchers may require permission/consent from community
leaders or relevant authorities before approaching potential participants in a community or
institution. While permission/consent has been obtained from community leaders or relevant
authorities, individual informed consent is still necessary (also see Articles 13.3.1 — 13.3.2).
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Recruitment Materials

Yagildasmdidnsaunsidey

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

direct advertising (e.g., posters, brochures, television, video, internet ads, and audio
advertisements), should be reviewed and approved by a research ethics committee.
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Researchers should prepare recruitment materials in a language that potential participants
and/or their legally acceptable representatives can comprehend. For some specific groups,
such as individuals with cognitive or communicative vulnerabilities, researchers may provide
them with customized audiovisual materials that suit their specific needs (e.g., large print
materials for the elderly, cartoons for children, or Braille for the blind).
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Advertisements should generally be limited to the information necessary for potential
participants to determine their eligibility and interest in research participation. Any
statements or implications regarding the certainty of favorable outcomes or benefits should
be avoided. Any mention of payment and compensation should not be highlighted with large
fonts, bold colors, or explicit statements of payment amounts.
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Advertisements on social media should receive special attention regarding the privacy of
users, social inequality, and scientific research quality. This includes addressing validity issues
arising from platform ad-targeting algorithms and preventing the disclosure of medical or
sensitive information to the platform.
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Chapter 9
undi 9
Informed Consent

N15vANNTUYaULABUBNNETD

Introduction

unin

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

9.1.1 Informed consent is founded on the ethical principle of respect for persons. Individuals who
are capable of giving informed consent have the right to make voluntary decisions regarding
their participation in a research study. For those who are unable to give informed consent,
decisions should be made by their legally acceptable representatives.
mwamm@uaaﬂmEJ‘UEmﬂa'néfﬂaguuwﬁﬂﬁaﬁﬁmaﬂmimWiwm'a‘qﬂﬂa qﬂﬂaﬁmmsﬂﬁmm@uaau
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9.1.2 Priorto participating in a research study, potential participants and/or their legally acceptable
representatives should give informed consent voluntarily. Participants and/or their legally
acceptable representatives should be able to withdraw their consent at any time without
penalty and without having to provide a reason.
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To be regarded as valid, informed consent should meet three requirements: sufficient
information disclosure, adequate comprehension by the participant, and the voluntary nature
of the decision-making.
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Informed consent should not contain any language that releases or appears to release
researchers, institutions, sponsors, or their agents from liability for negligence, or that causes
participants and/or their legally acceptable representatives to waive or appear to waive any
of their rights.
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For any research studies to be conducted at multiple centers, local research ethics committees
may be responsible for reviewing and, when necessary and appropriate, suggesting changes
or modifications to the informed consent process, including the informed consent forms, to
make it appropriate for the local context.
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Validity of Informed Consent and Informed Consent Process
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Researchers, or research staff delegated by researchers, should inform potential participants
and/or their legally acceptable representatives about all pertinent aspects of the research
study that are relevant to their decision on whether to participate in the research study.
Pertinent information refers to what a reasonable person would want to know in order to
make an informed decision about research participation.
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Researchers must not intentionally provide inaccurate or false information to potential
participants (referred to as “deception”) or withhold information unless it has been approved
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by a research ethics committee. In general, such actions can be disrespectful to participants
and may pose unnecessary risks of harm to them.
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In some health-related research, particularly in clinical trials, researchers should be aware of
the potential for therapeutic misconception among participants, ensuring that the
participants comprehend the nature of the research study.
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Researchers, or research staff delegated by researchers, are responsible for organizing and
communicating information in a way that is appropriate for the individual’s decisional capacity
and facilitates comprehension. Informed consent should not be limited to a document that

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

VYa

iadeininsuiiaveulunisviliuiladndidrsinnisideua/viesunulagveusssudaiudilegis

Y

esweludeyaneniunisdnenide {Idedndudesfiansanitauaiunsaveudazypaalunsviay

[

wWiladeyaeauandneiulutuegduladesing q wu y@inneuassedunisAinu Wudu Tun1s3den
ATt uMIWnINLYIvs ot ununidinudssgeaisounnanaznauilsizus §33ee19 1438 Maunsn

nyRasuAUlIveslinTINNTITeneunIzveR LB UL B

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 or procedures, researchers should
personally take the responsibility to explain important information, particularly regarding
high-risk interventions 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 the
participant’s situation.
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Researchers should ensure that informed consent is voluntarily given by participants and/or
their legally acceptable representatives. Neither researchers nor research staff should coerce
or unduly influence individuals to participate or continue participating in the research study.
Researchers should assure potential participants that their refusal to participate in the
research study or their decision to withdraw from the research study will not adversely affect
their rights, the standards of care, their careers, 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 or comprehend the informed
consent form. The impartial witness should be present to confirm that the information in the
informed consent form was accurately explained and understood, and that informed consent
was voluntarily given (also see Article 9.5.1).
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Research ethics committees should review the informed consent process and be aware of
circumstances in which coercion or undue influence may compromise the participant’s
willingness to participate in research studies. It is important to consider the proposed
informed consent process, including the timing, location, and approach used to engage
potential participants, as well as the individuals responsible for recruitment and obtaining
informed consent. If potential participants are at risk of coercion or undue influence, research
ethics committees should consider whether additional safeguards are required to address
such circumstances appropriately (see Article 12.3.1).
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Essential Elements of Informed Consent
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Potential participants and/or their legally acceptable representatives should be provided with
the information necessary for them to make an informed decision about whether to
participate in the research study. The information required for informed consent in research
involving humans generally includes:
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9.3.1.1 A statement indicating that consent is being sought for research participation
and that participation is voluntary, ensuring participants the right to refuse or
withdraw at any time without penalty;
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9.3.1.2 An explanation of the purpose of the research study, the expected duration of
the participant’s involvement, and the procedures to be followed during the
research study;
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9.3.1.3 A description of any foreseeable risks and/or discomforts that participants may
experience;
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9.3.1.4 Adescription of any potential benefits to participants and/or to others that may
reasonably be expected from the research study; and
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9.3.1.5 An explanation of appropriate alternatives, if any, that might be available and
advantageous to potential participants.
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In addition to Articles 9.3.1.1 — 9.3.1.5, additional information may be necessary, particularly
in certain types of research or under specific circumstances. Researchers may consider, on a
case-by-case basis, in accordance with relevant ethical guidelines and applicable regulations.
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In addition to obtaining informed consent for participation in the research study, informed

consent for the collection, storage, processing, and/or use 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 outlined in the Personal Data

Protection Act and/or other applicable laws and regulations (also see Article 10.2.6). This may

be done in a separate document or combined with other elements, as mentioned in Articles
9.3.1-9.3.2, in one form as per institutional policies 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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9.4.1.1 A statement indicating that participation in the research study is voluntary, and
that refusal of participation in the research study has no negative consequences
for potential participants and does not prevent them from receiving benefits to
which they are otherwise entitled;
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9.4.1.2 A statement indicating that participants have the right to withdraw their
consent at any time; and
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9.4.1.3 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.
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When research involves specific optional procedures or activities (see Article 17.2.1, for
example), researchers may prepare a separate informed consent form for such purposes. It
should be made clear to potential participants and/or their legally acceptable representatives
that declining to consent for such optional purposes does not exclude them from taking part
in the main research study.
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Research ethics committees are responsible for reviewing the informed consent forms and
any other written information to be provided to potential participants and/or their legally
acceptable representatives. The role of research ethics committees is to ensure that the forms
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are accurate, complete, and written in language that can be understood by potential
participants and/or their legally acceptable representatives. Research ethics committees may
request modifications to the forms as deemed appropriate.
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Research ethics committees should consider whether essential information (based on Articles
9.3.1-9.3.3), isincluded in the informed consent forms and/or any other written information
to be provided to potential participants and/or their legally acceptable representatives. If any
information deemed necessary for the participant’s decision is missing, research ethics
committees may request researchers to add such information or provide justification for its
omission.
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Documentation of Consent
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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 laws
and regulations may serve as an alternative to writing a full signature. In addition, the
informed consent form should also be signed and dated by an impartial witness (also see
Article 9.2.10).
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Researchers should provide participants and/or their legally acceptable representatives with
a copy of the signed and dated informed consent form, unless certain circumstances arise
where it may jeopardize the safety or privacy of participants. The original signed and dated
informed consent form should be securely kept by the researchers.
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Any exceptions to the requirement of documentation of written consent should be justified
and approved by a research ethics committee. In certain circumstances, other types of
documentation or alternative means of providing consent may be ethically acceptable,
depending on the nature, complexity, and level of risk of the research study, as well as the
participant’s personal and cultural circumstances.

Foaniiula o Aetervusvesnisiufineudugeniiuatsdnvaidnusasiivanasuaumsuazlasy

aulAlagANENTINN1TITEFTINNTIFEY TuuedaIunisal Msduiinuuudunieisaulunisivaugusey

v [

1 UNEBUTUNI9RT555U Tuad A USN YL AUTUTDY LaZSEAUAINULALIYDINISANYITE nasnIy

Y
anuNIsaldILyAAALAY INLETTNVRINTINNTIY
Research ethics committees may approve a waiver of the requirement of documentation of
written consent under certain conditions:
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9.5.4.1 Asigned consent form might pose a serious risk of harm to participants resulting
from a breach of confidentiality, such as in research involving illegal behavior;
or
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9.5.4.2 Written consent is not the norm in the community for participating in the
activities to be carried out in the research study, and the research study
presents no more than minimal risk to participants.
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It should be noted that a waiver of written consent may be ethically permissible, provided that
researchers present the research ethics committee with the rationale and evidence to support
their request and ensure that it does not violate applicable laws and regulations.
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In certain circumstances, the voluntary action of the participant itself may constitute what is
commonly referred to as “implied consent”, rendering written consent unnecessary. Other
alternatives to written consent may also be ethically appropriate when face-to-face
communication between researchers and potential participants is not feasible or not
practicable.
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Sponsors should verify that informed consent is obtained from all participants before they
were enrolled and underwent any research-related procedures. In certain circumstances,

research ethics committees may request researchers to provide evidence of documented
consent from participants and/or their legally acceptable representatives.
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Electronic Informed Consent
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In certain circumstances, researchers may consider using electronic informed consent in
research involving humans, provided that they follow institutional guidelines and comply with
applicable laws and regulations. Electronic informed consent involves utilizing electronic
systems and processes that employ electronic media to obtain informed consent. It may also
include the documentation of consent through an electronic signature.
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For research using electronic informed consent or a remote informed consent process,
researchers should provide details on how it will be done, including a presentation of the
electronic informed consent form and/or any other information as it will be seen by potential
participants, how to protect privacy and confidentiality, and how consent will be documented.
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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 compliance with the institutional guidelines and
applicable laws and regulations.
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Obtaining Informed Consent from Participants Incapable of Giving Informed Consent
nslasuaduBuganlaguannadNFidisiunisidenliaursalvinuduseulaglasunisuennann
18

For potential participants who are incapable of giving informed consent, researchers should
obtain surrogate consent from their legally acceptable representatives, taking into account
the participant’s advance directive, if any, or previously formed preferences and 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 for their comprehension. In general, the dissent of the participant should be
respected unless there are exceptional circumstances, with prior approval from the research
ethics committee, where research participation is deemed the best available option for
individuals lacking decisional capacity.
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If the incapacity to give informed consent is temporary or episodic, in certain circumstances
where appropriate, researchers may obtain informed consent at a time when the participant’s
condition does not affect his/her ability to do so.
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Research ethics committees may waive the requirement for surrogate consent from legally
acceptable representatives if the conditions specified in Article 9.9.4 are met.
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Obtaining Informed Consent from Foreign Participants
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For research to be conducted on foreigners having their own written language, informed
consent forms should be translated into that language unless a waiver or modification of
informed consent, as specified in Article 9.9.4, is justified and approved by a research ethics
committee. The validity and validity of such translations should be verified by a qualified entity
or person, and when applicable, approved by a local research ethics committee. It should be
noted that informed consent forms in a language in which foreign participants are proficient
may also be acceptable.
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Waiver or Madification of Informed Consent
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Although obtaining written informed consent from participants are typically required, there
may be some research studies that cannot be carried out without a waiver or modification of
these consent requirements. Such a waiver or modification of informed consent must be
justified and approved by a research ethics committee unless the activity is otherwise
permitted under national legislation or relevant authorities, in accordance with ethical
standards.
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If any modifications to the consent requirements, including a waiver of informed consent, are
indispensable, researchers should clearly define the nature and extent of the proposed
modifications, demonstrate their necessity, and provide justification to the research ethics
committee. In most cases, researchers should make efforts to retain as much of the informed
consent process as possible.
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Research ethics committees should assess whether the requested waiver or modification of
informed consent is ethically justified or whether another approach would make it possible,
practicable, and appropriate to follow the consent requirements. It is the responsibility of the
research ethics committee to exercise judgment and determine whether the necessity of the
research study justifies any modifications to the consent requirements.
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Research ethics committees may approve a modification to some or all of the consent
requirements if they are convinced that:
AYNITUNITITUFITNNITITEDIF0ULAN AL Uassiadonmunlun15veANUB YN UNEIUYT 01 N
mnaelaan
9.9.4.1 The research study is neither feasible nor practicable to be carried out without
the waiver or modification of informed consent;
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9.9.4.2 The research study involves no more than minimal risk to participants;
nsAnyRdeiauds et TiunsIelifuanudswi

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

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

to society.
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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, potential participants should be asked to consent to remain uninformed of certain
specific details or to provide consent in advance for the deception. Debriefing and the option
to withdraw collected data should follow their research participation. In exceptional cases,
research ethics committees may allow the retention of non-identifiable information. Since
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deception is substantially more controversial than incomplete disclosure, researchers should
demonstrate to research ethics committees that such deception is indispensable for obtaining
valid results and that there is no reason to believe that participants would not have consented
if they had been fully informed.
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In certain circumstances, an informed opt-out procedure may be appropriate. An informed

opt-out procedure implies that individuals are included in research by default unless they
explicitly object. This approach may be deemed acceptable, when culturally appropriate, if:
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9.9.6.1 The requirements set forth in Article 9.9.4 are fulfilled;
ulumudemmuaiirmunlilude 9.9.4

9.9.6.2 The opt-out approach is not prohibited by law, applicable regulations, or
institutional policies; and
FBsidensenlullignrnulasnguane nysuideuiiteduld vieulouievesaniu way

9.9.6.3 Participants are adequately informed, including the ability to withdraw their
data, and given a real chance to decline participation.
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Research ethics committees should not permit the use of an informed opt-out procedure in
certain circumstances when:
ANENTIUNITITETTINNMTITelimseuywinldnszuiumadensenlagusnna1dluuianiunisel e
9.9.7.1 The research study involves controversial or high-impact techniques (e.g.,
whole genome/exome sequencing) or sensitive tissue types (e.g., gametes); or
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9.9.7.2 The research study is carried out in situations where participants are highly
vulnerable (see Article 12.1.1).

4
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In such cases, explicit informed consent for research should be required.

Tunsdlwanil sududeslasumnuduseulaguannannagiatnndadmiunisise

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, or
alternatives. This information may be conveyed in various manners (e.g., verbal
communication with documentation in the record, a letter to participants, an informed
consent form addendum, or a revised informed consent form). The timing of providing new
information may vary depending on the circumstances, such as the research status and the
perceived 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 long-term research studies, researchers should ensure that participants are willing to
continue their participation, particularly in research studies with active follow-up.
Researchers may consider including a plan in the protocol for reconsent or reaffirmation of
participant consent at intervals, even if there are no changes in the design or objectives of the
research study.
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Obtaining Informed Consent in Emergency Research

nslasuauBusaulaguannalunsidenidzaniau

If emergency research plans to enroll participants incapable of giving informed consent,
researchers should include provisions in the protocol regarding the enrollment of such
participants in the absence of their legally acceptable representatives to provide surrogate
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consent. Researchers are responsible for providing justification and convincing research ethics
committees of the necessity to proceed with the research study without prior consent.
Whenever possible, plans for conducting emergency research with incapacitated individuals
may be made public within the community in which it will take place. In addition, informed
consent should be obtained as soon as possible when participants are capable, enabling them
to decide whether to continue participating in the research study.
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Research ethics committees may justify a requested waiver of informed consent for
emergency research in accordance with relevant ethical guidelines, institutional policies, as
well as applicable laws and regulations.
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Chapter 10
undi 10

Privacy & Confidentiality
AMATUdIUAILAZNITINEIAUEU

Introduction

unin

Privacy and confidentiality are fundamental principles in human research ethics with the aim of
protecting the rights of participants and minimizing the impact of research on the well-being of
participants. Privacy refers to an individual’s right to be free from public attention, intrusion, or
interference by others, which may cause distress, annoyance, damage, embarrassment, or
exploitation. While informational privacy is a primary focus of the ethical conduct of research involving
humans, bodily privacy, territorial privacy, and communication privacy should also be taken into
consideration. Confidentiality refers to the obligation of researchers and other stakeholders to protect
the identities and private information of participants. While privacy concerns individuals,
confidentiality concerns 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, particularly by reference to an attached identifier such as a
name but can be identified indirectly through a code or pseudonym.
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10.1 General Considerations
Janansaunaly

10.1.1 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
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information are collected, processed, and stored in a secure and confidential manner, in
compliance with applicable laws and regulations.
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Strategies to protect privacy during recruitment and data collection, as well as to safeguard
the confidentiality of personal data and/or private information, should be described in the
protocol. Physical safeguards, administrative safeguards, technical safeguards, and/or

research design safeguards should be implemented appropriately, considering the nature of
the risks of confidentiality breaches.

nagnslunisAuasasnududiilusgninnsassmgidnsunsidowasnsiiusiusindeys aaonau
nmsundesAuasesruduvesdayadiuynanauay/viateyadiui msesuigliluenaislasiniside nns
UndesAuasaanienienin n1sundesruasasdunisusnis msundesruasessinumeailn wag/m3en13
Untesduasedlaemsesnwuunsidenislasunsihluujifegravungay ngfildisdnuzveininy

LHEUDINITALLIANITS NWIANUEU

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
it has been waived by a research ethics committee (see Article 9.9.4). Access to medical
records to identify potential participants should only be granted to individuals who possess
the legitimate authority orright to access the 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 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, and transmit data, such as encryption,

password protection, restricting access to data only to authorized individuals, or using
anonymous or pseudonymous data.
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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 it will be used, any foreseeable risks involved, 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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When a research study involves individuals from whom researchers indirectly collect
identifiable private information through interactions with participants (referred to as
secondary participants), researchers may be required to obtain informed consent from them,
unless it has been waived by a research ethics committee (see Article 9.9.4).
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Institutions bear the responsibility of providing necessary resources to uphold the
confidentiality and security of personal data and/or private information derived from research
involving humans.
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10.2.9 Research ethics committees are responsible for evaluating protocols and related documents

to ensure that adequate measures are in place to minimize privacy risks and confidentiality
breaches.
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Chapter 11
undi 11

Safety Monitoring & Reporting

ASAAMINLAZNTTIIBNUANUUADNAY

Introduction

unin

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

11.1.1 Safety monitoring and reporting in clinical trials and other health-related research studies,
where participants are exposed to interventions, should adhere to ethical standards,
prioritizing the safety and well-being of participants. The method and extent of safety
monitoring should be proportionate to the level of risk of research studies, as well as other
factors such as the size and complexity of research studies.
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Stakeholders should comply with national and international regulatory requirements, if
applicable, concerning safety monitoring and reporting.
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Safety Monitoring
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Researchers should have a data and safety monitoring plan when a proposed research study
involves an intervention that poses more than minimal risk to participants. The plan should
include data review and identification of reportable events, the establishment of stopping
rules, clarification of roles and responsibilities of researchers and research staff, and the
designation of the monitoring entity.
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Researchers are required to assess the causality between an intervention and an adverse
event that occurred during the course of the research study.
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Researchers and sponsors should assess and manage any changes in safety information that
arise during the course of the research study. Safety monitoring and timely response to these
changes are essential to ensure participant safety. Any new information that could potentially

impact the safety or well-being of participants should be reported to the research ethics
committee.

v
=

AideuarfaiuauuniFomIstseliukardnnisnisiisuudasle o vesdeyaiunnuuasndefiintu

Tuseninan1s@ine1ide nsAnsuALUasndularnIsRavauaIsanIsiuasuslasraidlmiunaiteduy

'
o =~

deddnielinilaluaiuvaendevesiinsunmside deyaludle 9 Ne1vdwmansenudeninuasnsiy

o

‘vﬁammLfluagﬁﬁmm@%ﬁwmﬁ%’amw]8amm'aﬂmsﬂﬁmmiﬁaﬁimmﬁﬁa

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 can play an important role
in reviewing and making decisions regarding the potential harms associated with the clinical
trial.

69

Distributed for comment purposes only Date: January 5, 2024



11.3

11.31

11.3.2

11.3.3

11.34

11.3.5

National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]

aduanun1TITee1aNIITUITARANENTTUNISAR Nt ALAzANNYARRd Bl o U uTayaAL

q

X

Uaondgveinisnaassmnnainuilasenis ﬂm:mimmiammu%’a;ﬂaLLazmmﬂaamﬁ’ﬂmmmﬁwmm

dranlunsnumusardedulane It uduns eNenainTuNNgI189 UN1SNAABIN19AATEN

o

Safety Reporting & Review of Safety Reports
N1991897UANUUADAABLAZNITNUNIUTIBIUANUUADANY

Researchers should report all adverse events 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 timeframe in compliance 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 or research procedures, as well as
unanticipated problems that may not involve adverse events, to the research ethics
committee within the specified timeframe in compliance with relevant ethical guidelines and
applicable regulations.
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In the event of a death, researchers should provide any additional information (e.g., medical
reports or autopsy reports), if required, to the sponsor and/or the research ethics committee.
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Sponsors should report any incidents concerning the safety and well-being of participants and
other relevant events to research ethics committees and/or regulatory authorities, if
applicable, within the specified timeframe in compliance with relevant ethical guidelines and
applicable regulations.
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Research ethics committees should require researchers to promptly report all adverse events
that are serious and unexpected, 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 timeframe in compliance with relevant ethical
guidelines and applicable regulations.
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Research ethics committees should review the safety reports to ensure that all adverse events
that are serious and unexpected and/or unanticipated problems that may not involve adverse

events are appropriately reported and managed and the risk-benefit profile of research
studies is still favorable and justified.
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Chapter 12
undi 12

Vulnerable Individuals and Groups Requiring Additional Safeguards

yanawaznguiUszusiandudedddsunisundasduasaivanis

Introduction

unin

Vulnerability can be seen as conditions of potential participants, which can be intrinsic or extrinsic to
them, that make them prone to exploitation through coercion or undue influence. Some individuals
and/or groups of populations may face an increased risk of harm when participating in a research
study due to their compromised capacity to protect their own interests. This situation can arise from
physical and/or mental incapacity, socio-economic factors, as well as circumstances within the
research context that limit their free will. Such individuals and groups may be vulnerable to
exploitation, coercion, and/or undue influence. From an ethical standpoint, research involving these
vulnerable individuals and groups necessitates additional measures to safeguard their rights, safety,
and well-being.
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Some groups of populations are traditionally presumed vulnerable, such as children, prisoners, and
comatose patients. However, the vulnerability of participants may depend on the research context.
Assessing the circumstances and specific research contexts that individuals and groups of populations
may face can help identify vulnerabilities and determine appropriate safeguard measures.
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12.1 General Considerations

Janansanaly

12.1.1 The concept of vulnerability should not categorize some entire classes of individuals as
vulnerable. However, it is important to identify the vulnerability of potential participants,
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recognizing that there are at least six main types of vulnerability. Each individual or group of
populations may exhibit one or more types of vulnerability.
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12.1.1.1 Cognitive or communicative vulnerability
mmLﬂmmamﬂmiiﬁw%msgami
12.1.1.1.1 Cognitive vulnerability pertains to individuals who lack the
decisional capacity to make informed choices or are in

situations where they cannot effectively make informed
decisions.
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12.1.1.1.2 Communicative vulnerability pertains to individuals who are

illiterate or unable to speak or read the language used for
communication at the study site.
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12.1.1.2 Institutional vulnerability pertains to individuals who may be subjected to the
formal authorities of others or live in confined settings, making it challenging
for them to make voluntary decisions due to potential coercion and/or undue
influence.
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12.1.1.3 Deferential vulnerability pertains to individuals who may be informally
subordinate to someone with an independent interest in their research
participation, impacting their ability to make voluntary decisions.
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12.1.1.4 Medical vulnerability pertains to individuals with serious health conditions who
may have biased risk-benefit justifications due to their unrealistically hopeful
expectations of benefits from the intervention or research procedures.
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12.1.1.5 Economic vulnerability pertains to individuals with limited resources or lack of
access to resources who may encounter challenges related to the compromised
voluntary nature of informed consent when compensation, incentives, or
collateral benefits are provided as part of research participation.
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12.1.1.6 Social vulnerability pertains to individuals who belong to an undervalued social
group and may face an increased risk of unfair treatment or stigmatization.
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12.2 Justification for Research Involving Vulnerable Individuals and Groups
WARadIMIUN1TI NIt Uy ARBIAZNFILUTIZUNN
12.2.1 The involvement of vulnerable individuals and groups in research is ethically justified only
when:
nsfiduiiuvesyanauaznaulszuslunsifeionlivanaduaunlseasesssuiseds
12.2.1.1 The objectives of the research study cannot be achieved with other less
vulnerable groups of populations;
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12.2.1.2 The research study is responsive to the health needs and/or priorities of the
vulnerable group; and
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12.2.1.3 When the research study does not hold out the prospect of direct benefits to
participants, foreseeable risks to participants should be no more than minimal
or, in some cases, may represent only a minor increase over minimal risk.
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12.2.2 The inclusion of vulnerable individuals and groups in research is an important consideration.
Researchers should not automatically exclude them from research participation without
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carefully analyzing the relationship between their circumstances and the proposed research
qguestion. Research ethics committees should allow for the inclusion of vulnerable individuals
and groups, ensuring their participation in research studies while implementing necessary
safeguards (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, researchers should
propose and provide 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
to avoid therapeutic misconception and the false promise of improvement for individuals with
medical vulnerability, careful consideration of payment amounts and methods to prevent
undue inducement for individuals with economic vulnerability, and community engagement
for individuals with social vulnerability.
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Research ethics committees should also be knowledgeable about additional safeguards
required for certain vulnerable individuals and groups in accordance with relevant ethical
guidelines and applicable regulations.
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Research ethics committees should have individuals who are knowledgeable about vulnerable
individuals and groups frequently encountered in proposed research studies, serving as
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research ethics committee members and/or independent consultants (also see Articles 15.2.7
—15.2.8).
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Chapter 13
undi 13

Community Considerations

NN VIIYNVY

Introduction

unin

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

Janansaunaly

13.1.1 Community considerations are essential for showing respect for communities, their traditions,
and shared norms. These considerations are integral to ensuring that the proposed research
study aligns with the needs of the affected community and contribute to the success of
research conduct within the community.
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13.1.2 When conducting research in or about a community, stakeholders should carefully and
thoroughly consider foreseeable risks and anticipated benefits not only to participants but
also to their community and other community members.
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Risk & Benefit Assessment & Justification
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Researchers and research ethics committees should assess the foreseeable risks and
anticipated benefits of the research study from the perspective of potential participants,
communities, and other community members, as the research study may have different risks
or impacts on each party.
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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
sharing knowledge or findings gained from the research study with the community and
contributing to the documentation of their history, when applicable.
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When conducting research in certain ethnic communities or among people with unique
beliefs, values, or practices, researchers should thoroughly explore the social and cultural
context of the research area in advance. Understanding the research setting’s
contraindications, information about taboos, what to avoid, and what to do is one way to
minimize foreseeable risks to participants and their communities.
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Community Permission/Consent & Individual Informed Consent
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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
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designated to represent and care for the community. However, under no circumstances
should the permission/consent of a community leader or any other authorities be considered
a substitute for individual informed consent from participants.
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In some cases, researchers should seek permission from relevant authorities before
conducting research in a particular community.
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When conducting research in certain ethnic communities 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 that involves prolonged periods of data collection in a particular area,
researchers should ensure that individual participants, as well as other community members
with whom the researchers interact on various occasions or contexts, understand that their
statements and actions may be used as data for the research study.
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Researchers should exercise caution when accessing virtual communities, 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
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, either geographically
orvirtually, to ensure that community members do not feel that their privacy is being violated.
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Researchers should take steps to ensure that both individual participants and community
members are aware of the appropriate measures in place to protect their privacy and
confidentiality throughout the research process.
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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 mindful of any potential negative consequences that may arise from
their interactions with virtual communities. Protecting the privacy and confidentiality of
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virtual communities and their members is of paramount importance throughout the research
process.
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Research ethics committees should ensure that adequate measures are in place to protect
the privacy and confidentiality of the communities and other community members, in
addition to individual participants (as outlined in Article 10.2.9).
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Community Engagement & Respect for the Community
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Researchers should involve community leaders, community members, and stakeholders at
various stages of the research process, including research design and rationale, the
significance of research and expected outcomes, recruitment of participants and retention,
informed consent process, data collection, presentation of research findings, and
dissemination of research results, including whether and how the results will be returned to
the community after the completion of the research study. This is of particular importance in
research involving sensitive or conflict issues. Respect for the diverse views of those involved
is essential. However, it should be noted that the extent of community engagement can vary
depending on the context of the community and the nature of the research study.

A3daslriR i yuyy anndnlugau wazddduladiude Tdiuswlutunaudig 4 v0enssuiunside

U

@

JIDINTOBNUUUUALIVIANATBINTTIY ANUAIAVBINITITUUATNANSNANANTY MIATIMELTITINNT

o

[ o

WBLarn1ISAwII ASEUIUNIVEANBUBULABUDNNEGT? mmﬁmam’;mama ASUAUD ASNAUNY

U

'
a v N !

31NNIFITY UazNITHEUNTHANITITE Fe5uiiadnansideasgnainduAugyuvunsoliuaredisls

U 9

'
= o o ' o

NaIINLEaTIAUNSANEITy WuFsddyegeddunsidenieidestulseiduazdensaunsatadnueds

o

]
= o w '

AMsAINANNAMI LA IAEN e BE A g e T uAE A a819lsARU AITHUNRIVRUIAYDINTSH

Y o
AUV BUDIIMANANAUIUTUBE T UUT UMY YUY AN ¥EURINSANYIIRY

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 also be aware of the possibility of a power imbalance between
researchers and the participants/communities and strive to minimize it to enhance the
voluntary nature of community engagement.
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Researchers should include community engagement plans and details of allocated resources
for research activities in the protocol. The plans may involve community consultation and
empowerment, where relevant, incorporating elements such as active participation and
collaboration, shared decision-making, and a focus on building capacity within the
community.
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Research ethics committees should ensure that community engagement plans are
comprehensive enough to demonstrate respect for the community and its culture.
Additionally, research ethics committees should ensure that these plans enable community
members to freely understand and express their opinions on research processes, negotiate
matters related to the research study, and ensure that ethical and social values are
foundational to the research endeavors.

ANENTINNS93EsTIIMTITumililaiunumsiidus e suruiiminaseunquiivmeiazians
Thtusmenansomsuuay Tausssvesuwy uananni AnznssumITsesssnsidoailiula
e e dnvesguruannsaidlawasuansnudaiuistunssuinnideldeswdasy
wInresesdesiiiAsndestunisfnundde uashliudlainuAmisaissssuasdsaudunngiuves

ANune1elunN1sIY

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’ communities, researchers should
promptly notify the research ethics committee. Additionally, researchers should reach out to
community leaders, community representatives, and/or other stakeholders to address the
problem and collaboratively seek a solution.
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Chapter 14
undi 14

Payment & Compensation

N51YLEULAZANYALYY

Introduction

unin

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

inconvenience. It should not be construed as a benefit derived from the research study. Also,
the amount of payment should not be related to the level of risk of the research study.
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14.1.2 Participants should be reasonably reimbursed for any direct expenses arising from
participation in research studies, such as transportation costs.
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14.1.3 Providing appropriate payment and compensation for participation in minimal-risk research
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 or research procedures should be entitled to receive additional compensation
for these injuries.
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Payment & Compensation for Research Participation
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Researchers should inform participants of the amount and method of payment, 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 policies and procedures to address the coverage of
treatment expenses, including rehabilitation costs, and compensation for research-related
injuries. Sponsors and/or institutions should also secure adequate insurance to cover such
compensation, irrespective of proof of fault, particularly for clinical trials involving
investigational new products. Participants must not be asked to waive their right to receive
treatment and compensation for research-related injuries.
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Sponsors, institutions, and researchers may reach an agreement regarding the circumstances
in which institutions and/or researchers must be responsible for treatment expenses and
compensation for research-related injuries. This may apply, for instance, in cases of
negligence or failure to follow the protocol.
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Research ethics committees should ensure that the amount, method, and timing of payment
to participants do not exert undue influence on their research participation, taking into
account the traditions and socio-economic context of the culture and population. Particular
attention should be given to cases where payment will be made to individuals who are
economically disadvantaged.
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Research ethics committees should determine whether adequate provisions exist for the
treatment and compensation for research-related injuries, particularly when the risks of the
research study could lead to serious or significant harm to participants.
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Other Considerations in Specific Circumstances

JaN5U 9 TudaIunsaldwIg

Lack of decisional capacity should not preclude participants from receiving payment and
compensation. Payment and compensation may be provided in such a way that participants
can benefit from them.
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When legally acceptable representatives or parents are asked to give surrogate consent or
parental permission/consent (see Article 9.7.1 and Article 20.3.1), it is ethically acceptable
that researchers may provide payment and compensation to them for direct and indirect
expenses while keeping in mind the importance of minimizing any possible exploitation of
participants for financial gain. Besides compensation for the time spent, burden,
inconvenience and/or reimbursement for legally acceptable representatives/parents’ out-of-
pocket expenses, small gifts and/or payments may be given to participants as a gesture of
appreciation, provided that they are not perceived as undue influence.
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Chapter 15
undi 15

Governance of Research

N1SNAUALANISIY

Introduction

unin

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

studies. Furthermore, it can help promote transparency and accountability and foster public trust in
the research process.
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15.1 Institutional Responsibilities
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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 policies governing research involving humans are of utmost
importance, as is the provision of adequate resources to sustain the systems.
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15.1.1 Institutions should establish policies regarding the ethical review of research studies and
protection of participants. These policies should include statements indicating that the
institution will endorse or permit the conduct of research involving humans only if a research
study has been reviewed and approved by the research ethics committee, or it is eligible for
exemption from review.
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15.1.2 Institutions should officially establish or appoint a research ethics committee responsible for
reviewing the ethical acceptability of all research studies involving humans conducted within
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their jurisdiction or under their auspices. This includes research studies conducted by their
faculty or students, regardless of the location where the research studies are to be conducted.
The appointment should include, but are not limited to, the following:
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15.1.2.1 Theterm of appointment for research ethics committee members, which allows
for rotation to balance the need for continuity and the requirement to update
knowledge in scientific disciplines and societal perspectives;
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15.1.2.2 The authority of the research ethics committee in accordance with
international standards and applicable laws and regulations; and
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15.1.2.3 The condition for a vacation of office and replacement procedure.
Roulunstuandumisuasisussimauny

In cases where an institution does not have its own research ethics committee, it may rely on

a research ethics committee of another institution, governed by an agreement specifying the
responsibilities of each party.
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Institutions should provide assurance of legal protection to research ethics committee
members for liabilities that may arise from the conduct of their duties.
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91NN SUH TRV

Institutions may retain the authority to disapprove research studies even if the studies have
received approval from the research ethics committee. Under no circumstance does the

institution approve a research study that has been disapproved of or received a negative
opinion from the research ethics committee unless there is evidence of an abuse of authority.

anuideenanulidegiuialunislieudiinisfnuideld wldnisfnwduaglasuniseudfain
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AMIENTIUNIFTEETIUNTITBLE IR wilddluaaunisallafinnn aonduideaslioud@nisfinuided

AZNIINNNTIIEEITUN I leuivsolinuiiuludsau Vuussziindngiuirdinisldsrualaeiveu

Institutions should provide necessary and sufficient financial and administrative resources to
ensure the sustainable and efficient conduct of ethical review and the adequate protection of
participants.

A01TUITEAITTANINSNEINTN9NN5URALNISUS SN s D usaziieanati a1 wulalunsauiunig
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15.1.6 Institutions should establish mechanisms to ensure that researchers adhere to the guidelines
and requirements stipulated by applicable laws and regulations.

an1duidearsasenalaieliuiladndideufdfnuuuinmanastenuaiinmualagngvuiouwas
ngsuidgundaduly

15.1.7 Institutions should consider establishing a policy for compensating research-related injuries
to protect participants, particularly those involved in clinical trials.

aniuidemsiansandnuaulevedmsunmsyaenisuiaduiiedesiunsideiiedunsosidnsu

115398 Inganizag19galun1snnasaenann

15.2 Establishment & Composition of Research Ethics Committees

N15AAAILALDIAUTENAUVBIANLNTTUNITITESITUNNSIEY

Research ethics committees are an important component of the 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. To ensure
optimal performance, the establishment, composition, and operation of research ethics committees
should adhere to recognized ethical guidelines and applicable regulations.
AMZNIINNTTITEsTIUNTITadussAUsyneuddyvesszuulunIsANATEIEE Auvasnds waraudusgiia
1098t TIWNTITe mihnsuiaveundnAenisiiikilainnsideMnfeadesiuunudiluneeusulinieiesssu
lneN1snumueNa1slATINTIdewasiena1siiieates inalikladsaussaus ivaean N1sinas aadUsenay
wazN13A LN UYIANENTINNITIIESITUNM IS Tl UmuLuIvnsasesssunlasuniseeusunazng sz e ud
VeAuly

15.2.1 Research ethics committees are primarily responsible for ensuring the protection of the rights,

safety, and well-being of participants.

ARIZNIIUNTTETINNTITeRmin AfuRavoundnlunsiliudladsnsduasesdns anuvasade uas
anuduegiirvesiitrsmnside

15.2.2 Research ethics committees should be independent, multi-disciplinary, multi-sectorial,
competent, efficient, and transparent.
ANYNITUNITATEEITUNTATEATH AT udase wiarv3vdn vaneniadiu Sarnuaiunse &

UsganSan wazlusela

15.2.3 Research ethics committees should operate efficiently, which includes reviewing the
protocols and related documents in a reasonable time and providing review mechanisms
proportionate to the level of risk of research studies (also see Article 15.3.1).

ARIENTTUNITISUTITUNTIVEAITANTUNTBETUSLENT AN FIFIUTINTNUMIULBNAITIATINITIVYLAL
wnansiigdenelusseznaiaumnauna uwazdatiiinalnnisnunuidulumudadiuiuszauang

\HesvaansAnwnide (gle 15.3.1 33u678)

15.2.4 A research ethics committee should consist of at least five members, ensuring a balanced
representation of genders and promoting diversity. The research ethics committee should
include at least:
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ADIENITUNITISLFIIUNTINAITUTENBUAIYNTITUATOY1NUBENNAY LB LkUlINE NSRRI UTD LA

AU NANAALATALATUAIUVAINTIANY ANENTINNNIITEFTIUNMTILAITUTENOUMEDE 9B

15.2.4.1 Two members with primary expertise in the scientific area and knowledge in
relevant research disciplines commonly reviewed by the research ethics
committee;

N3IUNIARIAUNTANUTEINYVEN WAV UINe 1M anTuazilinL3 luaudvau

NT3ITeTNEITeY FIPUENITTUNNTITLFTINNTITENUNILBLUY 9
15.2.4.2 One member whose primary concern 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 involved; and

miumwmﬂummmLﬂEJ’JEUEN‘waﬂiuvl,maalummmmmmmam Imiwauamﬂaﬂ
Lﬂmﬁum%sau%’umm?aﬁiimaﬂmiﬂﬂwﬁﬁ’a'«uwmuuaﬂ‘uawuﬁuu Tnglanzogeded
Rendeafufiinsmmsidefineades uas
15.2.4.3 One member who is not affiliated with the institution.
Assumswilesauiildledainanituise
When reviewing health-related research studies, it is recommended to have at least one
physician or healthcare professional serve as a scientific member. Depending on the nature

and complexity of the research studies regularly reviewed, it may be advisable to also have at
least one member who is knowledgeable in law or ethics.

Y ala v

\denumumsnuideiifentosiuguaw wuzdilidumdviogiivdnsuaunmedaiosnisnuvi

Y

winfdunssumsluaanduinermans wazerauugthliiinssunisiifinnuisungmnenieasesssy
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A research ethics committee should establish a quorum requirement to ensure the
completeness of the ethical review of research studies. It is generally recommended that:
ANENTIUNITITESTTUNTIEAITIURBsAUsE e iwllafsnuany salveen 1T MUNIUAI LA 55

990158 B1IY Tnedvenuyiia
15.2.5.1 A majority of members (or no less than one half of the members) be present;
and
finssunisadlvg MEelidesninfwmilenssuns) egsiume way
15.2.5.2 At least five members meeting the composition criteria outlined in Article
15.2.4 be present.
finssumsegetiesiauinswnanasiesiuseneuiasulilude 15.2.4 agsiudie
Under certain circumstances, the quorum may be adapted as appropriate and in compliance
with applicable regulations.
Tuunsanunisel esrusgyuenaiinisuuldsunmuanumuzauuasduluniungssifeuiivedu
T4
When research ethics committees review research studies involving Food and Drug

Administration-regulated products, their composition and procedures must adhere to
applicable Food and Drug Administration regulations.
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21MshaveNvaRuly

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

dloAnznssun1ssesssunsiTenumunisdinuidedifeadesiuin (quuil 20 saufie) Aasiingsunis
wiofiUInwdaszed1alaeniiaundaudiieiuidnuazyuuemadnuveaan MNANENIINNIT

PussIunTITenunmunmeasmeadntubn nssunmsviendinwmdanameasidunuisuwng

When research ethics committees review research studies involving prisoners, there should
be at least one member who has an appropriate background and experience to serve as a
prisoner representative.

Ay a o

\WaANENITUNMIITETTTUMTIRENUNIUNIANYATEM AL TRl asiinssunisededeeniliny
PfiuguuazUszaunmsalivnzauiievhwihidusunurewffiosds

Research ethics committees may have alternate members who can substitute for regular
members during a convened meeting. Their roles and authorities should be defined and
stated. In principle, alternative members should have comparable expertise and
representative capacity to the regular members for whom they are substituted.

AMENTINNNTITETITUNTITED1RANTTUN TANNUA@ LN SanaUnUATTuN1sUsE I Tuseniensuseyula

a va

UNUIMHAZEIUNI0INTTUNITaNNUAITHN s AmUAkagseul Inenanni1sual nssunisaununu]un

RUNINALVIUAITUAINLTEITIYUET A IUANITABULYINAUNTINAITU T2

15.2.10 Research ethics committees may invite independent consultants, as needed, to provide advice

on scientific or ethical issues concerning research studies, ensuring a comprehensive review
of protocols and related documents. However, these independent consultants should not take
part in the committee’s decisions regarding the approval or disapproval of research studies.

AMYAITUAISD3855IUNTIT801 BN US nwndasy auanusndu eliauurdlulssiaunig
INLIAERS 13 99385550 TNBIT0INUNTANB1ITY Lol uuladnlinsnumuenaislasenisidouay
onasineatetegasounay ag1alsiiniy NUsSnwdasemarillumisdadiuslunisdnduves

ANENIIUNISNEINUNIseulAs o loulAnsAnw3Ide

15.2.11 To maintain the independence of the research ethics committee’s decisions, senior

administrators of the institution whose responsibilities may come into conflict with those of
the committee (e.g., the vice president for research or individuals with equivalent or higher
administrative levels) should not serve on the committee.

Y a o 07 v

WinssaligeanududaselunisdindureinnuenssunIsasysITUNITIVY HUSMsTERUaIvadIanITuIden
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nihnsuiingeuenataudeiunsindulavesruenssunis (W sesesmsufieidevseduimslusedun

Wieuwieandn) Tuasmswihundslupnenssunis

15.2.12 Research ethics committees should compile and regularly update a list of their members,

including names, genders, earned degrees, institutional affiliations, and roles.
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ANNENTINNTIILTITUMTITEAITTIUTIAsUTUUTIT8To nTsunsvivalvog ogvasinaue Fesuds
Foana we Usayaylasu anndusiudsin wagsunummii

15.2.13 Research ethics committees should provide guidance to researchers regarding the scope of
protocols falling within their jurisdiction, including those pertaining to collaborative research
(also see Article 15.12).

ANENTINNTATEETTUMTITeAITIA LA BN InuYeunTaRenaslassnTIdeegluvauiun

U

FIUNININUMIUTDIAY Be5dsenanslasanTideningttesiun1sidenuusiuile (9Ue 14.12 iume)

15.2.14 Research ethics committees should establish and follow written procedures that allow the
committees to complete their functions efficiently (see Annex 1).

AMIZNIINNNTIILETIUMTITeMIsIATazUfTRmuASAlunsiiluansdnvaldhusiiielinaznssunis

annsaufuRnihiveswuldeg1aiuss@vsnin (@n1auuan 1)

15.2.15 To promote transparency, the membership roster, policies, and written procedures of the
research ethics committee should be publicly accessible or available upon request.

Woduasuaulusda Jadsnedenssunis ulevie wariSanlunisiiduatsdnualdnesves

ANMYNTTUNNTITUFTINATIVEAILUALNYADENITITUL NI DN INTINITI 0908

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

N33UN15938555UNTIBAITHUNMSHNBUSNTU UGN UITE5TUNNTITe Tunyed uenaIndl Arsduasy
nsAnwuazn1sineusuegdailaslumdetugaieliuulaluaiuauisavesnssunislunmsmuniy

ANSYDUSUNNAIYTITUVDINITANYIIVY

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

ANZNITUNITAILETTUNTIEMITAmMzIBUAUFINToLATEA U AVS o WuTRYABY 9 MAgTas (luuSuni

a

1)

15.3 Types of Ethical Review

USTLNNVBIITNITNUNIUAIURZYFITY

Although the primary role of research ethics committees is to review the protocols and related
documents of research studies, a full board review may not always be required. To alleviate the
workload and burden on research ethics committees, it may be necessary to have various types of
ethical reviews that correspond to the level of risk of research studies.
WLINUNUINAENYBIABIEATTUNTTIIEETINNITITUABNITNUMIULENANTIATINITITUUAZLONANTNAYIVOIVDINTT
Anwnide winmsvumulaeauznssunsinetalid i duausly owUauIN15EURAZAIST VDI NTIUNTS
9395555398 91931 TuRealItnsnunIuAulsYsTTUTAaNeaINUsTLA N IideAAd B USYAUAINLEETDINTS
Ainw1idy

15.3.1 A research ethics committee should provide a review mechanism proportionate to the level

of risk of research studies. This mechanism may comprise:
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ANENITUNITASEFITUNTITeAITIRLRTnatnn1snumu NI ulusudadiuduseduaud aueanis

Anw1ide Tnenalnienausynaunie
15.3.1.1 Exemption from review for research studies with negligible risk, or for studies
eligible for exemption from review;
AM58AIUAINNISNUNIUE NS UNSANY AT AT AU Esadntias WSedmsun1sAnwi

W1UelAsuNSENLILANNASNUNIUY

15.3.1.2 Expedited review for minimal risk research studies, or minor changes to the
previously approved research study; and
mMsnumusuuEdmunsne3eifianudesh wenisiUdsuwlandniosuainis
AnvideilasueusiRdeuniing ua

15.3.1.3 Full board review for research studies involving more than minimal risk, or
major changes to the previously approved research study.
mimmuimsJﬂmsﬂiimmaﬁ%mﬁ’m%’umiﬁﬂwﬁ%’aﬁLﬁ'mﬂﬁaﬂﬁummL?faﬁuﬁﬂﬂdwﬂawu
e viienaUAsuutasiidadauesnsinuideildsueutfnounihid

Exemption from review may be determined by the chairperson of the research ethics

committee or by a designated experienced member familiar with the criteria for exemption
from review.

ANSYALIUTINATNUNIUAITNINSUINBUTELEIUVBIAEATIUNITISETITUNSTIVYNI BLAYNTTUAISNL

Uszaunisaluaslasuneunung FeAuAuiunasnIseNIuaINNISNUNIY

Expedited reviews may be carried out by the chairperson of the research ethics committee or
by one or more experienced members designated by the chairperson or the secretary. In
expedited reviews of research studies, research ethics committee members may exercise all
the authority of the committee, except for the authority to disapprove of research studies.

ASNUMILLUULS 1819 T U5 TABYUS L 51UVBIANENTIUNNTISBETTUNNTITU NS 8 LAUNTIUNNSAL
UszaunisalnainianutuldslasuueumnelasUsgsunseauiunis Tunismuniunisfineddewuy
152 N35UN139385550NTI 8019k S AT anunvesAnnIsunsLa Liuuagunalunislieudfnis
Ainwde

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
and made publicly accessible. Institutions hold the authority to limit some or all categories

that are eligible for exemption from review or expedited review procedures in accordance
with relevant ethical guidelines and applicable regulations.

578N15USELNNA5A NI 8T8 1A TUNITENLTUINNNITNUNMIULALUSLLANT ANUITONUNIUNIY
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NsTUIUNINUMUKULEIAISHuNsayiRanaaTunazinisUameseaisisae anduidelisrualy
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Research ethics committees should conduct continuing reviews of research studies at
intervals appropriate to the level of risk of research studies, not less than once per year, to
assess whether research studies are still 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
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ethical conduct of research. Continuing review is generally not required for research studies
approved through an expedited review procedure, unless the research ethics committee has
documented reasons to believe that such a review would enhance the protection of
participants.

ANENIIUNSIILSTTIMSITBmsALdunsumuseldewesnsAnuidemutisanfimnsauiuse sy
avudssvoansinuiife vl bitfesniidazads ieUssiiuinisfnuidesaduiivensumaniosssu
ogn3elal Mavumunuuealidmsumsnumusieliomweams@nuideluusaniunisal Tnefideuly
IanudswiofiirsiumAdemde bifumudssiuasideinafisadntosfsrtunmsduiunside
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NUMULUULE Liuudaniznssunsasesssumadeiivanaituiinly fideldinmsmumudanannazde

iunsAuAsedliLigiinTIunTIde

15.4 Criteria for Approval of Research Studies

mm%miaqﬁﬁmiﬁmﬂﬁ%’a

The criteria for approval of research studies serve as a benchmark for research ethics committees to
evaluate the scientific and ethical soundness of the proposed research studies. The criteria also help
to promote transparency, accountability, and public trust in the research process by providing a
standardized framework for evaluating research studies.

a o o

wnewinseydAn1sAneideldidunasisndsdmiupaenssunisasessiunsivelunisussdiunnugnieam
MIMANTUAZATETITUYBINSANWITETEUL Inausisenandgdativdaaiumnulusda nsesuiinvou uazady

Iindlavesanssamusianszuaunsive lnedaliinseunnsgiudmsunisusadunisfinuise

15.4.1 Research ethics committees should evaluate the ethical acceptability of the protocols and
related documents in accordance with the general principles and ethical framework described
in Chapter 4. The review for assessing the ethical acceptability of research studies should
cover both scientific and ethical aspects. Approval by research ethics committees should be
granted only when the protocols and related documents meet ethical standards with regard
to all the following criteria:

ANENITUNITISYEITUNITIVEAITUTELTUNITHOUTUNIIDS 855TUVRILONANTLATINITITULALLENENTN
Wedasmunannisnaliuagnsevasesssunesungliluung 4 nmsnumuiieUssiliuniseausunia

938595UVRINSANYTIEAIIATOUARUUTHAUMTINEIMIANTLALITETIIN AMZNITUNNTIZLETIUNTIVY

wag 1A

mseylifnnadisonasiasnsidouazienasinerdeadulumunnasgiunsiesssulaededanus
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15.4.1.1 The research study has scientific value and offers the potential to generate
knowledge that is valuable to society (see Chapter 5);

nsAnw3dedauamadnemaniwaziidneninlunisasisesdnnuiniinuasedsny

(Q‘uwﬁ 5)
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Foreseeable risks to participants are minimized and reasonable in relation to
anticipated benefits or the importance of knowledge (see Chapter 6);

AudanaanisalldnegidnsiumidelasunisanlviinietesNgauazaumaaunalag
duiusiudssleniimanivionnuddnuetesiaus (@uni 6)

Selection of participants is equitable (see Chapter 7);
nsARdeniiinIINTITETANUVITEN (Uil 7)

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

Anudugenlaguannd1ElaTuaINgNenad TN TIdeuas/viodunulagvoussu (g
UNi 9)

Informed consent will be appropriately documented (see Article 9.5). Written
consent is the standard documentation method unless it is waived under
certain circumstances approved by a research ethics committee; and

anuBuseulasuannanazlisunstuiinedrwnunzan (gde 9.5 aruduseuiiduais

anvaldnusiolduisduiinuinsgiu Viuwaaglasunisendunisldvisaniunsaiilasu

DUIIRINAMLNTIUNNTITUTITUNITING Lae

Adequate provisions are in place to protect the privacy of participants and
ensure the confidentiality of data (see Chapter 10).

° -

fifefmuaiiiissmeiiefuasosmnududidmvesidrriunsidouasiiieliuulalunis

Shwianuduestoya (Qunil 10)

15.4.2 - When appropriate, additional criteria for approval of research studies should be required as

follows:

Tunstiiimunzan estiinaeidiuiuluniseydfinisfinuidudall

154.2.1

15.4.2.2

154.2.3

[

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

asideriunfiisanelunsinsudeyaiieliudlalurnudasndevesiinsiunsidy
(Quwnd 11)

When research involves vulnerable individuals and groups of populations,
additional safeguards should be implemented to ensure the protection of their
rights and well-being (see Chapter 12).

Wensidegrdasivyanauanguussrinsiuszune msduinsnisundesdunses
dandluufuaieliwdlalunisduasesdnsuaranuduegifvesninia (quuil 12)

Research involving a community should incorporate community engagement
and include ethical considerations concerning local culture and beliefs, as well
as the potential impact on the community resulting from disseminating
research results (see Chapter 13).

95

Distributed for comment purposes only Date: January 5, 2024



National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)
Draft version for public hearing [January 2024]

N153987LA 8379 UYNTUAITTINNTA AW IV IYNVULAL TINT I TaN TR
FFFTIUNNYMDITUTALSTINLALANUTEVIDIMY AaanIUNANTENUTRAAnTUsBYLIYY

v & ' aw -
DULUUNANINATLNELNINANITIVEY (Q‘U‘VW] 13)

15.5 Compliance with the Protocol

nsufUAnuenanslasaniside

When conducting research, researchers should adhere to the protocol that has been approved by the
research ethics committee. Performing procedures that are incompatible with those stated in the
protocol is referred to as a protocol deviation, and it could compromise the rights, safety, and well-
being of participants. Similarly, concerns may arise from violating ethical principles or failing to comply
with institutional regulations.

Wadudun153dy §Idearsujianiuenaislasinisidenlasueydfainanenssun1sasesIsun1sIve n1s

andunisliaenadesiviszyliluenatslasimsidoteninnsdesvuanenaslasiniside wasdanaiiion
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nsznusedns anuvasndy uaranudueyiifvesidrsinnside luueadeiu defnasiainiuainnsd

Aunanasusssuvseliuuinnungseilvuvesanitu

15.5.1 Researchers should conduct their research studies in compliance with the protocols approved
by research ethics committees, while also adhering to institutional regulations governing
research involving humans.

v o
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15.5.2 Researchers should not implement any deviations from or changes to the protocol without
agreement from the sponsor and prior approval from the research ethics committee unless

such deviations or changes are necessary to eliminate an immediate hazard to participants or
involve merely logistical or administrative aspects of the research study.
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didgliimsandunisle 9 Mdeavulvmnvsedeundadlunnenansiasnisidelagusiaaindennas
N ATUAYUNITITY warn1slasuaudRnoudiun159INAMENTIUNITITESITUNITITY LTUUANIT
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WNendesiundyusuaedafndvson1suimnsianisveinsAinudifeiieaingy
15.5.3 Upon detecting any protocol deviation or noncompliance, researchers should report it to the
research ethics committee and provide a corrective and/or preventive action plan.

Wensranunisidssuuainienalsiasinsidensenisliufiinungsedevvesanitu §iduarssenu
FumaniliennenIsuNITITEFITNNTIVY wazdniunuujuinisuilunay/vialeiu

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

ARENIIUNITITETIIUNTITEAITAIMUALTEITeT189unsidauunenalslasanisidensenisly
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15.5.5 Upon receiving a report of protocol deviations or noncompliance, research ethics committees
should review it and make determinations according to written procedures. In case of serious
or recurring protocol deviations or noncompliance, research ethics committees may report
their decision to the institution.

dielesusenumsidsavuainenaisiasinsidersonsluujufaungssideovvesan i ausnssunis
93535UNMTITeAITUMUSIBIULAEFndunISanTunisiiduaednualdnes Tunsdfinislosuu
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15.5.6 Institutions should have a policy in place for handling serious or recurring incidents of protocol
deviations and/or noncompliance. This policy should include procedures for notifying relevant
regulatory authorities, if necessary.

an1duideasiulouiglunisdanisiuimanisalSeusmsenifindugt o vasnsidssuuanienans
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15.5.7 Sponsors should inform researchers that any changes to the protocol require the sponsor’s
agreement and approval from the research ethics committee.
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15.5.8 Sponsors should advise researchers on the necessary corrective and/or preventive actions if
a protocol deviation or noncompliance occurs.
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15.6 Post-Approval Activities

NANTIUNAINTOYIIA

Once research studies have received approval from a research ethics committee, researchers should
adhere to the post-approval requirements as provided by the research ethics committee, as well as
institutional regulations, in accordance with ethical standards and applicable regulations. These post-
approval requirements may vary depending on the level of risk of research studies and include, but
are not limited to, amending the protocols and/or related documents, if necessary, and submitting
periodic progress reports, safety reports, protocol deviation/noncompliance reports, and final
reports. Effective communication between researchers and research ethics committees is essential to
ensure that research studies are conducted in compliance with ethical principles and applicable
regulatory requirements. Communication with research ethics committees also provides an
opportunity for researchers to seek advice on ethical issues that may arise during the research
process.
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15.6.1 Upon receiving approval from a research ethics committee, researchers should be aware of
and comply with post-approval requirements as provided by the research ethics committee
and institutional regulations. Failure to do so may constitute noncompliance, which should be
reported to the research ethics committee along with a corrective and/or preventive action
plan.
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15.6.2 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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15.6.3 Research ethics committees should have written procedures for handling post-approval
requirements as follows:
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15.6.3.1 Continuing reviews of progress reports; and
AINUMIUABLEDITBITIBNUANUANINLN LA

15.6.3.2  Reviews of other post-approval activity reports, including safety reports,
protocol deviation/noncompliance reports, and final reports.
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15.6.4 Research ethics committees should provide guidance to researchers on the elements required
in a summary of the research status for the continuing review of progress reports.
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15.7 Essential Documents
LONEITAAGY

Essential documents refer to those that individually and collectively enable the assessment of research
conduct and the quality of data generated. Examples of these documents include the protocol and its
amendments, if any, informed consent forms, recruitment materials, source documents, and case
report forms. These documents should be filed and archived properly in accordance with widely
recognized guidelines and/or applicable regulations. The essential documents should be retained for
a certain period as required by applicable regulatory requirements.
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15.7.1 Researchers should receive training in preparing, filing, and archiving essential documents.
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15.7.2 Institutions should provide practical guidance and resources to researchers and research
ethics committees to ensure proper archiving of essential documents as appropriate to the
type of research studies in accordance with widely recognized guidelines and/or applicable
regulations.
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15.8 Quality Management

N1IANITAUAIN

Quality management is essential for research because it ensures that research studies are conducted
rigorously and systematically, maintaining high standards of accuracy, validity, and reliability. It
encompasses a range of activities (e.g., monitoring and audits) aimed at ensuring the credibility of
generated data and adequate protection for participants. Good practices in quality management also
strengthen the confidence of other stakeholders, including funders, policymakers, and the public, in
the integrity and impact of the research studies.
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15.8.1 Stakeholders involved in research involving humans should establish quality systems, to the
extent that is necessary, to ensure that the processes and activities under their responsibility
comply with applicable regulations and standards. Quality assurance and quality control are
integral components of quality management, ensuring that research studies are conducted in
accordance with the approved protocol and applicable regulatory requirements, and that the
data are generated, recorded, and reported in compliance with established standards.
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15.8.2 Sponsors and/or institutions, if applicable, are responsible for ensuring that research studies
are adequately monitored. Sponsors and/or institutions should determine the appropriate

extent and nature of monitoring based on a risk assessment, along with other considerations
such as the complexity and size of research studies. Monitoring serves the following purposes:
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15.8.2.1 To ensure that the rights, safety, and well-being of participants are adequately
protected;
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15.8.2.2 To verify the accuracy, completeness, and verifiability of reported data; and
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15.8.2.3 To ensure that the research conduct conforms to the approved protocol and
applicable regulatory requirements.
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15.8.3 When sponsors perform audits as part of their quality assurance efforts, it is crucial to
establish written procedures to uphold the quality of all aspects of research studies in
accordance with applicable regulatory requirements. The primary goal of these audits is to
evaluate whether the research studies have been conducted in compliance with the approved

protocol, written procedures, and applicable regulatory requirements. It is imperative that
audits remain independent and distinct from routine monitoring or quality control functions.
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15.9 Data Management

n133nn1sdeya

Data management is essential to ensure the quality, integrity, and reliability of data, and to ensure
that the data can be effectively analyzed, interpreted, and utilized to generate credible research
results. It encompasses a range of activities throughout the research lifecycle, such as data
management plans, data collection, data documentation, data storage, data analysis, and data
sharing. Good data management practices also help to ensure compliance with relevant ethical
principles and applicable regulations governing research, as well as to promote transparency and
accountability in the research process.
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15.9.1 Data management, including electronic data handling, should be designed to be fit for
purpose, ensuring that the validation of systems, data protection, and information technology
security are appropriately addressed in compliance with applicable laws and regulations. It
should allow for the traceability of any changes made to the data and prevent the deletion of
entered data. A secure system should be in place to ensure adequate backup of the data and
prevent unauthorized access.
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15.9.2 Institutions should provide facilities and information technology support to ensure the secure
storage of data and facilitate necessary audits, when required.
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15.9.3 Sponsors and researchers should securely retain research-related data for the required period
and make the data available to relevant regulatory authorities upon request.
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15.9.4 Any transfer of data should be accompanied by a data use and sharing agreement and should
comply with applicable laws and regulations.
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15.10 Public Accountability

AILSURAYDUADENSITOUS

Stakeholders involved in research involving humans have the responsibility for public accountability,
which includes, but is not limited to, the timely dissemination of research results and data sharing.
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15.10.1 In compliance with the funder’s requirements, institutions should have a policy that obliges
researchers to disseminate research results through timely publication or other publicly
accessible means.
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15.10.2 Institutions should have a policy for researchers regarding data sharing to promote open
science while ensuring the protection of participants’ privacy and confidentiality in
accordance with ethical standards and applicable laws and regulations.
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15.10.3 For certain types of health-related research, particularly clinical trials, researchers and/or
sponsors should register their research study in a publicly accessible registry before enrolling
the first participant.
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15.10.4 Researchers and sponsors have the responsibility to publish or otherwise make the research
results publicly available, irrespective of whether the results are positive or negative.
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Researchers should adhere to accepted guidelines when reporting research results and be
accountable for the validity and integrity of their reports. Any restrictions on the right to
publish or disseminate the research results should be stipulated in the contract or agreement
before the research project begins.
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15.10.5 Researchers should be aware of the potential negative consequences that the publication or
dissemination of research results may have on individuals, institutions, organizations, and/or
communities, and address these concerns appropriately.

¢ A ' '

H398A1305ENINTIHANTENUAUAUTB1UAATUIINATANUNYT DN 1T HEUNIHA N15ITe N sioyAna

anUuide 23AnT war/viseguru wazdansiudednamaitegiamunzay

15.10.6 Researchers and sponsors are encouraged to communicate the research results to
participants, communities, and 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, or economic contexts.
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15.10.7 Researchers should take precautions to minimize the potential for re-identification of
individual participants or communities from any data shared with third parties or in data
repositories. Researchers, sponsors, and research ethics committees should ensure that data
sharing is consistent with the consent obtained from participants.
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15.11 Capacity Building & Strengthening Ethical Review Systems

N158319YAAINEIUITALALNISHETUATITZUUNUNIUAIURT B ST TATULT

The capacity of ethical review systems may vary across institutions depending on the available
resources. Strengthening the ethical review capacity of one institution by another should be
considered as a part of research collaboration.
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15.11.1 Institutions should strengthen ethical review systems to meet national standards by providing
intramural support and seeking external support from government agencies, if available.
Support should also be provided to research ethics committee members to enable their
participation in national and international forums and networks of research ethics
committees.
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15.11.2 When feasible, institutions should include provisions in collaborative agreements with
research partners from developed nations or institutions with higher research potential to
promote capacity building in the human research system. Such provisions may entail
education and training programs for researchers and research ethics committee members, as
well as infrastructure development.
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15.12 Collaborative Research

N153VLUUSIND

Collaborative research involving researchers from various institutions has become progressively more
prevalent in recent years. However, such research may present challenges concerning ethical review,
coordination, and data sharing. Establishing a robust governance system to guide and facilitate the
collaborative research process is indispensable. This system should be able to guarantee that
collaborative research can be conducted ethically, effectively, and efficiently while protecting the
interests of all stakeholders involved in the research project.
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15.12.1 Institutions may adopt a single research ethics committee policy to streamline collaborative
research and avoid duplicate ethical reviews, provided that the policy upholds ethical
standards and ensures the protection of the rights, safety, and well-being of participants.
Formal agreements 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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15.12.2 A research ethics committee at each institution.may have written procedures in place for an
alternative review mechanism in collaborative research. These procedures should outline the
responsibilities of both the reviewing committee and the relying committee, which include
local contextual considerations, ethical review and oversight, post-approval requirements,
and record-keeping.
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15.12.3 When contemplating reliance on another research ethics committee for the ethical review of
protocols and related documents, the relying committee should take into account the
qualifications, expertise, and capacity of the reviewing committee, as well as whether it has
been recognized or accredited by an independent body.
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15.12.4 In collaborative research, researchers should ensure equitable access to and use of pooled
data, as well as fair distribution of any potential benefits arising from the research study, when
collecting and sharing data with a collaborative site or the leading institution.
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15.13 Conflict of Interest
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Conflicts of interest may compromise one’s professional judgment towards a primary interest,
potentially affecting the credibility of data, as well as the rights, safety, and well-being of participants.
These conflicts can be categorized as non-financial or financial, and as real/actual, perceived, or
potential. They can also be assessed as serious or non-serious based on their impact on participants
and the scientific validity of the research study.
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Apart from sponsors, other stakeholders who may have conflicts of interest include institutions,
researchers, and research ethics committee members. Institutions may prioritize reputation or
intellectual properties generated from intramural business programs, which could compromise ethical
review independence and public trust. Researchers with serious potential conflicts of interest may
intentionally enroll participants who do not meet the eligibility criteria or manipulate data to achieve
desired results. Research ethics committee members may introduce bias when reviewing research
studies in which they have a conflict of interest.
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Conflicts of interest do not automatically indicate research misconduct, but failure to recognize and
manage them could result in ethical violations. Institutional policies should prioritize financial conflicts
of interest as they strongly influence the research conduct. Nonserious conflicts of interest may be
managed through disclosure, while serious ones may require appropriate management strategies.
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15.13.1 Institutions should develop and distribute written policies regarding the management of

financial conflicts of interest in research. These policies may include, but are not limited to,
the following:
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15.13.1.1 Research and innovation benefit sharing (e.g., intellectual property rights and
interests); and
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15.13.1.2 Collaborative agreements between the institution and another institution or
the sponsor, concerning benefit sharing in particular.
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15.13.2 Institutions should incorporate the topic of conflict of interest into the ethics training program
for researchers and/or research ethics committee members.
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15.13.3 Researchers should adhere to the institution’s policy on conflict of interest management.
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15.13.4 Researchers must disclose any conflicts of interest, especially financial ones, when submitting
the protocol and related documents for ethical review and approval. This is particularly
important if they have an equity interest in a traded entity or if they are the owner or partner
of the sponsor.
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15.13.5 Researchers should disclose any conflicts of interest in accordance with the journal’s policy
when publishing or disseminating research results.
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15.13.6 Research ethics committees should have procedures in place to assess potential conflicts of
interest among researchers in accordance with institutional policies and applicable laws and
regulations. Special attention should be given to research studies in which researchers
disclose a significant financial interest in profit-sharing from intellectual property generated
through high-risk research.
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15.13.7 Research ethics committees should have written procedures dealing with the conflicts of
interest of their members. Research ethics committee members should disclose any conflict
of interest (e.g., being a part of the research team or serving as a consultant to the sponsor)
and avoid reviewing research studies in which they have a conflict of interest. If they attend

the convened meeting, they should abstain from participating in decisions related to those
studies.
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Chapter 16
unii 16

Social Sciences & Behavioral Research
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Introduction

unin

Social sciences and behavioral research comprise a diverse range of fields within the social and other
scientific domains, all employing methodologies oriented toward the study of human phenomena and
societal dynamics. Scholars in these fields study different aspects of human behavior in both
geographical and virtual spaces, using diverse data collection methods, such as surveys, interviews,
observations, and focus group discussions. Human research ethics have a crucial role in shaping the
methodologies, processes, and outcomes of research endeavors within the social sciences and
behavioral domain.
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16.1 _General Considerations

Jafia1suN2l

16.1.1 Although social sciences and behavioral research apply ethical principles similar to those in
health-related research, the specific context, methods, and potential impact on participants
necessitate consideration of unique ethical challenges in this type of research. Stakeholders
should adhere to ethical guidelines relevant to social sciences and behavioral research,
ensuring that their roles and responsibilities align with ethical standards.
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16.1.2 Social sciences and behavioral research do 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
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guidelines, institutional policies, and applicable regulations (also see Article 11.3.3 and Article
11.3.7).
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Conducting social sciences and behavioral research in a virtual space may raise different
ethical issues than that in a geographical space, such as those related to the recruitment of
participants, the informed consent process, and the protection of privacy and confidentiality.
Stakeholders should consider these issues and implement appropriate measures to protect
the participants.
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If research studies are to be conducted in the community, other considerations outlined in
Chapter 13 are applied.
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Risk & Benefit Assessment & Justification
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Researchers and research ethics committees should consider the foreseeable risks and/or
potential negative consequences that may occur to participants, as well as to the community
or organization to which the participants belong. Those risks may involve aspects beyond
those outlined in Article 6.1.1 and may include, but are not limited to, internalized,
environmental, and cultural aspects.
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In certain circumstances, researchers should take appropriate measures to minimize the
foreseeable risks associated with improper access that could compromise the participants’
anonymity. Appropriate means of reaching individuals in the target population or specific
groups should be demonstrated.
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When conducting research on sensitive issues, researchers and research ethics committees
should consider the methods employed for data collection. Certain methods or approaches
may pose a significant risk to participants, necessitating careful evaluation.
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When collecting data using techniques such as interviews or focus group discussion,
researchers should exercise caution when asking sensitive questions that may pose
psychological risks to participants. Researchers should also take appropriate measures to
minimize and manage such risks.
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When assessing the benefits of social sciences and behavioral research, researchers and
research ethics committees should take into account issues other than benefits to individual
participants, such as scientific contribution and community empowerment. In most cases,
social sciences and behavioral research may have no direct benefits to participants; rather,
such research may be valuable for communities, societies, agencies, and/or academia.
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Recruitment & Informed Consent
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Researchers should ensure that individuals contacted through a snowball sampling technique,
a technique involving finding and recruiting participants via referrals from existing or initial
participants, do not feel that their privacy is being violated. Researchers may involve a
gatekeeper, an individual controlling access to the study site, who will be responsible for
contacting the referred persons and informing them about the research study.
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If a research study plans to involve the use of deception, such as behavioral observation in
psychological or educational research, researchers should provide justification and convince
the research ethics committee that no other means could obtain valid and reliable data
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(provided that other considerations outlined in Article 9.9.5 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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In long-term research studies, the process of obtaining informed consent should not be a one-
time consent request. Instead, it is an ongoing process that researchers should ensure the
participant’s consent before collecting data, conducting interviews, engaging in participatory
observations, and/or capturing photographs or video recordings.
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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, should they occur.

;ﬁé’amwﬁmﬁmmimamw MSUUTNIALe LLaz/M%mi%’aaﬁaﬂumiﬁuﬁﬂgﬂLLUUﬁu 5| MINWANITIVGY

a va '

Lhhangnsieseiileniannistuiindenan wnujiaddynymuneiieanuanssnuauauies
AnTuaInMsazlian1ssnwAuEuresoya (MniinTw)

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 certain circumstances, the collected data may sometimes involve
third parties other than participants. Researchers should be responsible for respecting the
privacy and confidentiality of third parties who may be directly or indirectly affected by the
research study.
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16.5 Other Considerations in Specific Circumstances
Janansaundu ¢ ludarunisaldnnig

16.5.1 In conducting covert research, in which researchers collect data without consent of
participants, researchers should justify and emphasize the benefits of using such a method
over others. In general, covert research should be avoided unless it is the only way to collect
valid and reliable data (provided that Article 9.9.4 is justified, and a waiver of informed
consent is approved by a research ethics committee). This approach may be employed in
settings where regular access to the source is"hindered by relevant authorities, or where
openly revealing oneself as a researcher could result in biased or unreliable results due to
participants’ altered behavior or responses.
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16.5.2 When conducting a research study focused on a single participant, researchers should provide
justification to the research ethics committee for choosing such a research design.
Additionally, researchers should demonstrate a process of obtaining informed consent that is
grounded in a profound respect for the individual participant.
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Chapter 17
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Research Involving Human Biological Materials
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Introduction

unin

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

participants should be reviewed according to the ethical principles applied to research
involving humans.
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17.1.2 The collection and storage of human biological materials and related data for future use
require proper governance. This also applies to repositories of leftover biological materials
from diagnosis or treatment in healthcare facilities, especially when there is potential for
research requests.
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The protocols and/or related documents of research 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 receive approval from a research ethics
committee unless they are eligible for exemption from review. Exemption from review may
be granted in cases where:
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17.1.4.1 The biological materials and related data have been de-identified by an
authorized custodian of the repository, and such use does not violate applicable
laws and regulations; or
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17.1.4.2 The information about biological materials has been recorded in a manner that
the identity of the individuals for whom the biological materials were obtained
cannot readily be ascertained directly or through identifiers linked to the

individuals, and the researchers will not initiate contact with the individuals and
commits to not re-identifying them.
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The proposed secondary use of human biological materials and related data should align with
the scope specifically agreed upon by participants and/or their legally acceptable
representatives. If the proposed use falls outside the scope of previously given informed
consent, reconsent may be necessary (also see Article 17.2.2).
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Since the primary risk associated with research involving human biological materials and
related data is a breach of confidentiality, stakeholders should ensure that there are adequate
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provisions in place to protect the privacy of participants and maintain the confidentiality of
data.
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The transfer of human biological materials and related data to other institutions should be
conducted through collaborative research and a collaborative agreement in which benefit
sharing is agreed upon (also see Article 15.12). Local research ethics committees should
consider the appropriateness of ethical oversight and governance in the institutions.
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Informed Consent

N1599ANNBUaNlAEUBNNET?

Researchers should obtain informed consent from potential participants and/or their legally
acceptable representatives for the collection, storage, and/or use of human biological
materials and related data for research purposes unless the consent requirements are waived
by a research ethics committee (provided that Article 9.9.4 is justified). 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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17.3)

Researchers may use identifiable human biological materials and related data for research
purposes only if:

a
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17.2.2.1 Specific consent for such use has been obtained;
TesuanuBugeulaguanNNaTNILEMSUNSLERINETILED

17.2.2.2 Broad consent consistent with the scope of such use has been obtained; or
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17.2.2.3 A waiver of consent is granted by a research ethics committee (in accordance
with Article 9.9.4). In this case, researchers should provide justification to the
research ethics committee 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.
1ASUNTENITUNSTOANNBUYDLAINAMLNTIUNITISUTIINANTITY (M uTe 9.9.4) Tunsdl
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17.2.3 Potential participants and/or their legally acceptable representatives should be provided with
the information that a reasonable person would want to have in order to make an informed
decision about whether to allow any future use of identifiable human biological materials and
related data under the scope of broad consent. The information generally required for broad
consent includes:
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17.2.3.1 A statement indicating that consent is being sought for the collection, storage,
and/or use of identifiable human biological materials and related data for
future research, and that involvement is voluntary, ensuring participants the
right to refuse or withdraw at any time without penalty;
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17.2.3.2 A description of the scope of future research that may be conducted with
identifiable human biological materials and related data;
MsUsseeveuAvesTelusaniionadidumsivaniinmussywdiszyfay
Ieuazdoyaiiiierdos

17.2.3.3 A description of the length of time the identifiable human biological materials

and related data will be kept and the location of storage (e.g., in Thailand or
outside Thailand); and
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17.2.3.4 An explanation of safeguard measures that will be implemented to protect
privacy and confidentiality, as well as their limitations, including any potential
negative consequences of breaches of confidentiality, if any.
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In addition to Article 17.2.3, additional information that may affect the rights and well-being
of participants regarding the collection, storage, and/or use of their biological materials and
related data may be necessary. Researchers may consider, on a case-by-case basis, in
accordance with relevant ethical guidelines and applicable regulations.
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Prior to granting approval for broad consent, research ethics committees should ensure that
it does not constitute a blanket consent permitting any future use of identifiable human
biological materials and related data without restriction. On the contrary, broad consent
should define the scope of possible future uses, enabling individuals to make informed
decisions regarding acceptance or objection to such usage.
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Research ethics committees should exercise caution when a waiver of informed consent is
requested for research involving highly sensitive information (e.g., genomic information). It is
essential for a research ethics committee to provide justification as to how the research study
will not have an adverse impact on the rights and well-being of individuals whose information
is involved.
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The consent requirements do not apply to anonymous or anonymized biological materials and

related data, as 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 or use of such materials and related data
once they have become capable of doing so. This also applies to situations where children and
adolescents reach the age of maturity.
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Researchers may consider implementing a tiered consent approach when conducting
research involving human biological materials and related data. Tiered consent offers
participants a range of choices regarding the return of research results or unsolicited findings,
allowing them to align their preferences and choose the specific types of research results or

findings they wish to receive (also see Articles 17.4.1 — 17.4.2).
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Governance

n1snuaLa

Biobanks should have a governance system that includes appropriate facilities, equipment,
access policies, oversight mechanisms, and written procedures, to ensure the safe and quality
storage of human biological materials and related data in accordance with relevant standards.
Adequate physical, administrative, and technical safeguards should be implemented to
prevent unauthorized access to human biological materials and related data by third parties.
Custodians of the biobank should ensure the implementation of sufficient safeguard
measures to maintain the confidentiality of data. All governance systems should adhere to
the accountability principle and uphold appropriate stewardship of human biological
materials and related data.
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Institutions should establish a governance structure if they intend to store human biological
materials, including leftover biological materials from diagnosis or treatment, along with
related data, for future research purposes.
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The transfer of human biological materials and related data should be governed by a material
transfer agreement signed by both the provider and the recipient. The agreement should
clearly define the scope, range, 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 purposes in other
countries, institutions and researchers must ensure that such exportation of these materials
and related data aligns with the consent provided by participants and/or their legally
acceptable representatives and has received approval from a research ethics committee.
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Return of Research Results or Unsolicited Findings
MsdaRuNanISIVeusATinuNUT iR U aeR

In determining whether to return overall or individual research results to participants,
researchers and research ethics committees should carefully assess the risks and benefits
associated with such return. In general, individual research results or unsolicited findings will
not be returned to participants. However, if this is not the case, it is important for the
informed consent process to explicitly state whether the return of individual research results
or unsolicited findings can be anticipated if the participant expresses a desire for it.
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With the approval from a research ethics committee, researchers may consider returning
unsolicited findings if the findings are analytically valid, clinically significant to the health of
the participant, and actionable (e.g., there is a linkage with clinical service). In certain cases,
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individual counseling may be necessary, particularly when returning some specific genetic
findings.
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Other Considerations in Specific Circumstances

Janansaundu ¢ ludaunisaldnnig

Researchers should not utilize human biological materials and related data from individuals
who have withdrawn consent for the continued storage 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
international guidelines and applicable regulations, if any.
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Chapter 18
undi 18

Research Involving Genomic or Multi-Omics Approaches

av aada 14 [ =¥ a = vV Al = 4
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Introduction

unin

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

Janansaunaly

18.1.1 Stakeholders of research involving genomic or multi-omics approaches should be aware that
the techniques employed in such research are not a fixed set, but rather are constantly
evolving. Stakeholders should also be aware of the unique features of such research regarding
informed consent, privacy, confidentiality, data sharing, and the potential for discriminatory
use of genetic information. Ethical issues and considerations should be taken into account in
reference to new and emerging technologies as they are developed and applied.
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Informed Consent
N15v8ANNEULaNIAgUBNNEID

Researchers should obtain informed consent from participants and/or their legally acceptable
representatives for the collection, storage, and/or use of human biological materials and
related data, especially for research involving genomic or multi-omics approaches, unless the
consent requirements are waived by a research ethics committee (provided that Article 9.9.4
and Article 17.2.6 are justified). 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, if known, or indicate the possibility that the research
study may include whole genome sequencing, taking into account other elements and
considerations as stated in Articles 9.4.1 — 9.4.3. This approach is necessary because whole
genome sequencing has the potential to reveal a significant amount of identifiable private
information, as well as to uncover sensitive information about an individual’s health, ancestry,
and/or other personal traits.
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Privacy & Confidentiality

AMUTUdIURILAZNITI NEIANEY

In certain genomic research studies, researchers should be aware of the possibility of involving
relatives in such research studies due to their association with participants or other family
members who have been recruited.
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18.3.2 Researchers should be sensitive to the contextual factors that may affect the identifiability of
genomic information (e.g., rare genetic disorders through which individuals and/or families
may be identified). Management and plans to minimize the risk of re-identification of
individuals and/or families should be prepared in advance. Safeguard measures should be in
place to prospectively protect individuals and/or families from discrimination as a result of
genomic information.
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18.3.3 If genomic information is to be included in publicly accessible databases or shared with third
parties for other research purposes, researchers should minimize the potential for re-
identification. Such sharing should be consistent with the consent obtained from participants
and/or their legally acceptable representatives unless a waiver of the consent requirements
according to Article 9.9.4 is justified and approved by a research ethics committee.

mndeyailuugnsiulilugiudeyaasisaeiidndslaviowtstuiuyarafianuiie Tng Uszasdluniside

ya o

du fRAdearsananudululdlunisssudnudnaseivdetesiian nsudsdudinanasaenndaiu
AuBugeNlasuangiinsannsideuag/viegunulagveusssy Luwdn1seniiudeivualunisve

ANUBULaNnNTD 9.9.4 TmpnasuaunlsuarlAsUeuRIINANENTIUNITIZEETIUNITIVY

18.3.4 Researchers 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.
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18.4 Return of Research Results or Unsolicited Findings
mMadeAuran1sINensoAslidunuitliReUseasd

18.4.1 |If there is a plan to return genomic information to participants and/or their relatives,
researchers should obtain informed consent from participants whether they agree to be
notified of potentially relevant information (see Article 17.4.1). Researchers should respect a
participant’s decision not to receive such information. However, the participants may be

advised that they have the option to 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 relatives. Plans to share genomic information
with participants and/or their relatives should be prepared in advance and require approval
from a research ethics committee. Genetic counseling may be deemed necessary, especially
in the case of some specific genetic findings.
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Other Considerations in Specific Circumstances

FaN5UDY 9 Tudarun1saldnig

Community engagement, including community consultation, should be conducted when
researchers plan to collect genomic information from individuals selected based on their

membership in a particular community (also see Articles 13.5.1 — 13.5.3). Researchers should
include such a plan in the protocol.
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Chapter 19
undi 19

Artificial Intelligence Research
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Introduction

unin

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

19.1.1 In artificial intelligence research, stakeholders should pay attention to privacy and
confidentiality issues, given the substantial involvement of large amounts of data, including
personal data.
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19.2.1
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Data intended for use in artificial intelligence research should be collected and processed in a
transparent and ethical manner. This includes ensuring that informed consent is obtained,
when necessary, in accordance with ethical standards, institutional policies, and applicable
regulations.
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Artificial intelligence algorithms and models should be developed in a transparent,
explainable, traceable, and auditable manner, with appropriate safeguard measures in place
to prevent bias and discrimination.
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Privacy & Confidentiality
AUTUEIUAILAZAITINEIAUEY

Researchers should implement technical measures, such as encryption, access controls, and
intrusion detection systems, to protect data from unauthorized access or cyber-attacks.
Researchers should also develop and implement policies and procedures for data
management, including conducting regular risk assessments and creating data breach
response plans. Additionally, real-time monitoring of artificial intelligence systems should be
done to promptly detect and respond to potential security threats or other issues.
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Research ethics committees should review whether the protection of privacy and
confidentiality meets the requirements set forth by applicable laws and regulations.
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Transparency & Potential for Bias
aulusslanazanudululdvasninuddes

Researchers should ensure transparency regarding data sources, the development of artificial
intelligence technology, developers, and funders by disclosing data sources and algorithms,
and being willing to explain decisions to other stakeholders, if requested.
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Researchers should ensure that artificial intelligence algorithms and models are unbiased,
explainable, and non-manipulative. Researchers should be aware of the possibility of the
black-box problem, which refers to the lack of transparency and interpretability of artificial
intelligence algorithms, resulting in incomprehensibility regarding how an artificial
intelligence reaches conclusions or predictions. Additionally, researchers should address the
uncertainty associated with artificial intelligence and implement preventive measures
accordingly.
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Researchers should ensure that artificial intelligence outcomes result from unbiased and fair
selection processes, utilizing diverse and comprehensive data sources without discrimination.
In some health-related research involving artificial intelligence algorithms and models,
assessing short-term and long-term health impacts may be essential.
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Other Considerations in Specific Circumstances
JaRan5aBY 9 ludaun1saldinig

Researchers should adhere to a set of best practices for responsible artificial intelligence
development and be aware of the potential ethical implications of their work, including the
risk of artificial intelligence causing infringement of intellectual property.
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If possible, a research ethics committee may include an artificial intelligence specialist or data
scientist who is qualified by education, training, and/or experience in artificial intelligence
research as a member or independent consultant when reviewing artificial intelligence
research studies.
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Chapter 20
undl 20

Research Involving Children
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Introduction

unin

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

20.1.1 Determining whether children should be included in research studies requires careful
consideration on a case-by-case basis, as stakeholders should thoroughly assess the

foreseeable risks and anticipated benefits of the research study to child participants, as well
as the broader societal benefits resulting from the research study.
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20.1.2 The informed consent process for research involving children involves obtaining parental
permission/consent and/or child assent. While young children may not possess autonomy,
their preferences should still be respected to the extent possible.
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20.2 Risk & Benefit Assessment & Justification
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To justify the inclusion of children in research studies, researchers and research ethics

committees should take into consideration the risks and benefits of research studies based on

the following ethical frameworks:
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20.2.1.1

20.2.1.2

20.2.1.3

20.2.1.4

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

ﬂ’]’iﬁ]‘i«éiy’m/ﬂ’a’]ﬁJQUEBQJ%’mEﬁﬂﬂﬂia\‘lLLa%ﬂ'ﬁﬁﬂa\iFLQf\]’mLaﬂ

In general, researchers should obtain parental permission/consent before approaching a child
unless a research ethics committee determines that a waiver or modification of parental
permission/consent is necessary (also see Article 9.9.4). In such cases, researchers and
research ethics committees should determine alternative methods of parental
permission/consent by considering the foreseeable risks associated with the research study,
the family situation, the community, and applicable laws and regulations.
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Regarding parental permission/consent, the priority order for obtaining permission/consent
from individuals is as follows: biological parents, legal guardians, adoptive parents,
stepparents, welfare guardians, and other persons who have accepted the child in care or with
whom the child resides. In the case of a family dispute, such as matters of guardianship,
custody, or adoption, the principle of the ‘best interest of the child’ should be taken into
consideration. In certain circumstances, such as research directly relevant to children who are
wards, 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 legal guardians.
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Researchers may obtain informed consent from emancipated minors, who are no longer
under the legal authority of their parents, without parental permission/consent.
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Researchers should determine the appropriate method for conveying information and
documenting child assent, preferably in writing for literate children, unless it has been waived
by a research ethics committee (see Article 20.3.6). Researchers should customize a format
and information to suit each child’s abilities and needs, ensuring clarity and simplicity for
effective communication. This involves accounting for cognitive and emotional maturity, past
experiences, psychological state, and personal circumstances.
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In certain circumstances, research ethics committees may waive the requirement of child
assent for certain age groups in accordance with relevant ethical guidelines and/or applicable
regulations. This may also be applied when certain factors prevent child participants from
providing meaningful assent (also see Article 9.9.4).
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Researchers must respect a child’s decision if the child understands and refuses to participate
in a research study. However, in certain circumstances, a child’s dissent may be overruled if
participation in the research study is considered the best medical course of action for the
child, and the intervention or necessary procedure is available or accessible only within the
context of the research study.
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Payment & Compensation
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Researchers should disclose payment details, such as the amount, method, timing, and
recipient, as part of the process of obtaining parental permission/consent and/or the child’s
assent. Research ethics committees should review the types and amounts of payment made
to child participants and their parents to ensure that the recruitment process is free from
undue inducement.
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Other Considerations in Specific Circumstances
FaN5UIDY 9 Tudarun1saldnig

When children reach the age of legal capacity during an ongoing research study, researchers
should obtain their consent to continue participating in the research study. However, in some
cases, researchers may request a waiver of informed consent by providing justification to the
research ethics committee (in accordance with Article 9.9.4).

Y a

dewnaneiicienussaliinnlusewinnistneidenidsiniiues fidoasvernudusenangidison

Y

a v = Ya o 1%

nMdeInvzdintegsaulunisfinunidesevselyd agaslsiniu luuiensd §ideersvesniunmsveniy

U

Bugoulaguanna1 ULINENALNANENTIUNIIAIEFTIUNTIAL (MU 9.9.4)

In cases where research studies may encounter a challenging circumstance (e.g., child neglect
or abuse), researchers should have a well-defined plan in place for reporting the incident
and/or referring it to the relevant child protection services or child welfare authorities.
Research ethics committees should review the plan to ensure the safety and protection of
child participants.
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Chapter 21
undi 21

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

unin

Women of childbearing potential, pregnant women, and breastfeeding women have distinctive
physiologies and health needs, making it essential for researchers and research ethics committees to
give them special considerations regarding inclusion and exclusion in health-related research. They
may be subjected to an increased risk of incurring additional harm under specific circumstances where
an intervention 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 present risks and potential benefits to the fetus or infant.
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21.1 General Considerations
Janarsaunnalu

21.1.1 Women should not be excluded from research unless there is a valid scientific or ethical
reason to justify their exclusion. For clinical trials involving therapeutic products intended for
use by populations that include women, it is advisable to include a representative number of
female participants.
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21.1.2 Ethical reasons to pursue health-related research with pregnant women or breastfeeding
women are rooted in the concept that they deserve equitable access to effective and safe
treatment options. A decision to include or exclude pregnant women or breastfeeding women

in a particular research study should be determined based on a thorough evaluation of the
risks and benefits (see Article 21.2).
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Tngdanmsussiliuanudsuasusylovilngaziden (le 20.2)

In research involving pregnant women or breastfeeding women, where neonates or infants
might be exposed to the intervention or research procedures, stakeholders should also take
into account the relevant statements outlined in Chapter 20.
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Risk & Benefit Assessment & Justification

a a ¢ v
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In health-related research, the risks to the fetus should be explicitly addressed if a research
study involves women of childbearing potential or pregnant women. Researchers and
research ethics committees should carefully assess the risks to the fetus based on a
comprehensive review of the literature, including preclinical studies involving pregnant
animals.
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Researchers and research ethics committees should aim to strike a balance between the risks
to the fetus or infant and the importance of knowledge pertinent to the health needs of
pregnant women or breastfeeding women. Certain research areas deserve a promotion, such
as interventions for conditions resulting from pregnancy or breastfeeding, interventions for
conditions affecting the general population with anticipated use during pregnancy or
breastfeeding, and interventions for conditions affecting the developing fetus or infant.
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In certain circumstances, research ethics committees may permit a minor increase over
minimal risk for research 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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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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In most cases, research ethics committees should not permit the inclusion of women of
childbearing potential or pregnant women in clinical trials involving potentially teratogenic
interventions. The risk of harm to the fetus far outweighs any conceivable societal benefit.
Research ethics committees must not permit research studies involving an intervention or
research procedure with teratogenic potential to be conducted in settings where women
cannot be assured access to a safe, timely, and legal abortion.
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Informed Consent
N15VoANNEULAULAYUDNNEND

Researchers should inform women of childbearing potential about the risks to the fetus if they
become pregnant during research participation. Under specific circumstances, researchers
should also disclose information to potential participants regarding the impact on their future
offspring and fertility.
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In research involving pregnant women, researchers should disclose information about the
risks to pregnancy outcomes and the fetus, including the possibility of birth defects, if any, to
potential participants. When evidence concerning such risks is uncertain or conflicting, this
information should also be disclosed to them.
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In research involving an intervention or research procedure that may affect the fetus or infant,
pregnant women or breastfeeding women retain the autonomy in deciding whether to
participate in a research study. 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 or
research procedure that carries the potential for harm to the fetus.
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Researchers should incorporate a comprehensive 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 child. Upon detecting fetal
anomalies, pregnant women should be able to opt for a legal abortion.
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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 22
unii 22

Research during a Public Health Emergency
N15398 1UYN1ILANRUAUETISITUEY

Introduction

unin

The occurrence of a public health emergency, such as a disaster situation or disease outbreak, can
lead to a destructive health impact. Such situations can potentially affect a large population with
limited resources. Research conducted during a disaster situation or disease outbreak is of importance
to enable healthcare professionals to search for measures that can mitigate the impacts of a public
health emergency. However, such research may raise ethical issues, including risk and benefit
assessment, informed consent, payment and compensation, community considerations, and resource
allocation, including the provision and delivery of standard healthcare. While conducting research is
crucial in resolving public health crisis situations, ethical standards must be maintained, ensuring that
disaster victims or affected communities are not unduly exploited.
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22.1 General Considerations

Janansanaly

22.1.1 Even though research during a public health emergency is emergent, ethical standards should
be maintained and research questions should be justified in terms of their relevance to the
prevention and/or management of the disaster situation or disease outbreak.
wiimsidelutenmezaniduduassuguaniniueaiagiuiuniu udasssdlidannsgiums
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22.1.2 Research should proceed only if it does not hinder emergency response efforts. This involves
assessing potential impacts on personnel, equipment, facilities, and/or other resources that
may be diverted from emergency response.
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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 product development.
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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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The prioritization of a certain population during enrollment 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 of populations, 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.
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Risk & Benefit Assessment & Justification
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Researchers and research ethics committees should consider a balance between the
foreseeable risks to participants and the implementation of protective measures meant to
alleviate burden and distress. Risks in research during a public health emergency can be varied
and concurrent, including physical harm, psychological distress, loss of dignity, breach of
confidentiality, legal repercussions, economic hardships, and potential unwanted media
attention.
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Researchers should have a mechanism to ensure the integrity of research data, thereby
preventing any potential misinformation that might adversely affect the participants and the
broader community.

v
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Research ethics committees may request researchers to provide a preliminary data sharing
and/or biological material sharing plan, 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

A5VBANUBULIULAIUDNNET?

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.
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Payment & Compensation
NN3INURURALAYALYY

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 or affected communities. Instead of offering monetary compensation, researchers
may provide assistance by connecting them with victim information and advice service or
referring them to appropriate resources.
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Community Considerations
FaNA TNV IYNBY

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

N1INUNIUAIURTYTITUUAZNITOULR

To ensure the rapid initiation of research studies on disaster or disease outbreak-relevant
topics, the ethical review of protocols and related documents should be accelerated due to
time-sensitive circumstances. Facilitating a rapid review by research ethics committees may
involve shortening the timeline for document processing, accelerating ethical reviews by
research ethics committee members, streamlining researchers’ responses, and accelerating
the overall approval process.
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To facilitate rapid review of research studies, research ethics committees may necessitate
additions or changes to the review process in the current written procedures.
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Under specific circumstances, research ethics committees may consider the option of
conducting virtual meetings to mitigate potential health risks associated with in-person
meetings among research ethics committee members.
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Annex 1

ANANUIN 1

Written Procedures for Research Ethics Committees

Fandun1siiuatsanualdnusaInTUAMZNIIUNITITITITUNITIVY

Written procedures for research ethics committees should include, but are not limited to, the
following elements to ensure that the committee’s operation is independent, multi-disciplinary, multi-
sectorial, competent, efficient, and transparent.
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UsgAnSan wazlusela

1. Constitution of the research ethics committee and independent consultants
NNNEAIAMENTINNITITHETIUNTINDUALIUTAMIDase
a. Selection and appointment of research ethics committee members, the appointing

entity, terms of reference including the primary objective and scope, and
appointment terms and conditions

N1SAALE BNUALLA A INTITUNITAZUFITUNITITY NUIBIIUT AR S FBULYRITY § 95908
TrgUszasrndniazrauLun uazdormuatazdeulunsusaty
b. Composition and quorum requirements
ToMNUATDIRIAUTTNBULAYDIAUTEYN
¢. Function and authorities
wihiwaveua
d. Training requirements
JoMUUANISENBUTH

e. Management of the confidentiality of documents and conflicts of interest
N19ANI9L509N19INYIANUTUTDLDNATaEANLTALS N IHaUsEle vl

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

NNIAALEDNKAYNITTEY/WAIRINUINB1DETY HADAIUUNUIMKALEIUIL
g. Supporting office and its terms of reference
dinnuivimihfaduayuiagveuunnuresdinny

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

TUNDUNTTULBNAITHALLENANTNINTUFINTUNITNUMIU MABRUNIAIMUAIINISANY AT lasU
ANSYAVIUIINNITNUNIY

3. Management of submitted documents
A3IANISLENETNIUIN

4. |Initial review procedures
ATANTAUNTNUNIUTULSIN

a. Expedited review procedures and decision options
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Weandunsnumusuusiwazmadontunsdindy

b. Full board review procedures and decision options
'3%'@"1Lﬁumimumuiﬂaﬂm:ﬂisumsﬁgwmLLazmaLﬁaﬂIumiéTﬂﬁu

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

d. Requirements for researchers after approval
Porvuadmiugidendiniseusia

e. Procedures to facilitate rapid reviews of research studies in case of public health
emergencies, if applicable, which may include preparation of extra meetings
Whudumaiiiesneanuazenlunsmumunsinnideedmaiiilunsdinnganidudiu

GARERIGKI (At %nmmmﬁam‘m%aumsﬂixﬁqmﬁLﬁmﬁmam
5. Post-approval procedures
WAnduNVAINTOUTR
a. Continuing review procedures and decision options
Terndunsnumusaiewazmadenlunsinay
b. Post-approval review procedures of submitted reports (e.g., review procedures of
deviation/noncompliance reports, safety reports, and final reports) and decision
options
FFAudunsnuniusenui Susnaendiniseusd Wy I5dudunsmuniusieaunis
LﬁmLuu/mihiﬁﬁﬂ’ammgiuﬂwmmamﬁu sreauAIUaende wagseaudioaiadunis
798) waryadenlunisinauy
c. Site monitoring visits, whenever required
madeusuinmuanuiinee Gunsallafanusisndu)
6. Meeting procedures
Tanfiunsusey
a. Preparation of the meeting agenda
N9N3EUIITENTUTEYY

b. Conduct of the convened meeting and methods for arriving at decisions (i.e.,
consensus or voting)
nsanfiun1susyyakazIslunsilugnisdndu (W dunuiivienisasaziuudes)
c. Preparation of the minutes
nmsnsguduAnnIsUTEYY
7. Documentation and archiving
mstuiinuagnsdaiuienansegradussuu
a. Archiving of documents, including a document management system, where
applicable
msdafuenansesiauduseuu Fasudsszuunsianisienars uuSundivhle)
b. Maintenance of the confidentiality of documents including the period of document
storage, accessibility, and disposal
MIShwAudUTenenas Feudeszeznatiunsiaiu nMsnde wasnisidnenans
8. Handling of complaints of participants, researchers, and others
msdnnsteiesSeuvesiitniiunside §3% uazyanadu q

9. Quality assurance of the research ethics committee’s performance
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M5UsEAUAMAIMNNSU URNUYRIAMENTINNTIIUTTINANTINY

Note that some or all of the above-mentioned procedures may be supplemented with guidance for
researchers which may include appeal procedures and any 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 research ethics committee.
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