LDMS

Bangkok Dusit Medical Services

& ¢ 3

AP

Document No. :
Business Unit :

Document Type :

BDMS Risk Domain:

Subject :

Owner :

S/P-03-BDMS-024

Bangkok Dusit Medical Services Plc.

Policy (S/P)

Operational

Approved Date: 22 Jan 2026
Effective Date: 8 Mar 2026
Revision : 0

Expired Date : 21 Jan 2029

NN9AALFTLNLATNNTNUNIUABNFAN Lﬁumﬁ‘mmﬁ’]u (Preparation and review of

Standard Operating Procedures)

IRB Committee

n1rAluANNTTlSulgaenans

a1iuf agisnanisurila uilalae
0 ianans v noy.glans ngawug
1
2
3

S/P-03-BDMS-024 TH Rev.00 (8 Mar 2026)

Page 1/8




1.n3auulauny

'
a g

o a a o QI ) a v v a v & Idf J v a e‘
nrraineaa HuAaNdiagasnAuiIanianneaEsInig mwmﬂmwﬁuumﬂﬂhmmﬂ@ximu
] o A o ' o a a o o v 1 v o a % o
ﬁ]ﬂﬂ’]ﬂﬁ@ﬂﬂﬁ‘ﬁﬁ‘ﬂ@\iﬂﬂﬁ]ﬂiﬂ mmmuumm%mLﬂum'ﬂmgmﬂmmﬂ%ﬂﬁﬁu tlsznaumag uanAuAITWlL
om o

yana wanaugfsssnwasuanamulsslandlinedunse asandudasiuuanianisdimine liiulaladn

ANTIUNTRENYNABIUATLANIZ AN

2.9nn1lszasn
Weiduuumnalunisasia nunau eyl ezl eisanliunisninsgiu 2eaAnznIsuNIIiasnn

asgassnnisasluan iduldestnallsy@nsnnmnudnasesssnaina

3.299ULUR
aa o a ac = o [ aal o a
AONITANUUNITNIATINIRATAUAYNITNITLVLU NUNIU BUNA ﬂiuﬂwm’ﬂm BASLNEUNTITATNLUUNIT

NIMTFILLRIAULNITNNNIA3EEIINN TS TuA Teaneunaluese UTEN npunwa@niaTnis a1rn (1)

4.8y
1. 38AndunsNInsg U unie e glenisufifetnaduaadnunidnys Taniuuaunamie Juneu uaz
a d‘ v a % o a = = o
Meazigeaied s inIIAuuINIRs ALY
2. ARENITNNNIATEaTTNNITAdEluAY unede AnznssunT N wiuBass dszneudaayaainamig

'
Cd A v o o

nsunnel yaradud ldldyaainamasnisunnel uazuanafladain (ldegnnals) USim nganna@nie

a

'
o o =1 o o

N13 ARA (NU1TY) AAUsHANeNAnEansd nAe3 Autlanase LmzmmLﬂuﬂfﬁﬁmmﬁvﬂ'ﬁéw
IAINN9I4E

3. ﬂm;‘iﬂi‘ﬁ?llﬂ’]ﬁ?‘ﬂ\‘lﬂfm‘LLWVl?_lrLL@zﬁﬂﬁ/‘Ll@‘LL@N’]MTﬁ’mﬂ\‘iﬂfﬂi (Medical Staff Organization for Standardization
and Compliance Committee) #snei14 AENITUNN TS TR ua LT e WHUNAYNT LAY
WHUNNIANERUAUNINNIRTg AN aeadE e uazANzaNTeaNT I NINEINITMA
nsunneadlsmenunaluege L3N NgUMnARRTNNT AR (NU1W)

4. FPOLIANIBNANTANININTBILFEN waNal Qﬁﬁuwmﬁuﬁmﬂu@LL@Lﬂﬂm@@mmwmﬂiuiiqwmwunaiu
LATE L3HN NIUMNARRLIINTG AR (MU11W)

5. szUUABNAILARFAYLANLANANT (Electronic Document Control) ningde lilsunsunisdnnisuazaugs
langdng [;"\1Lwiﬂwaa%’w/mﬂﬂaf"”uﬂfwl,l,ﬁ'lm/ﬂﬂLaﬂ uazaALiulenans Tuieniseansiaiandns Tulsanenuia

TuLe3e L3N NPUMWARRLIENIG AR (MU11W)

5.MﬁWﬁLL@$ﬂ’JWN§/‘UﬁWHﬂU

o o

a a o a v dl o a o/ ada o a
1. ALNITNN19AsessNnsdaeluan Suihdarin Yiudseudle uasdfiifnnisnisaniiunisuinsgu
2. ANMENITNNIIBIANIUNNTUALINTLAUANIATFIUEIANT Nl TIRANTNeYTRRIBNNIATHUNINIATFIU
Anudsynald
. me A o e . n 4 e
3. HANUANIANATTANNINTAILTEN Huiniienansauasaiunisauddluamznssunisiinaades

dsznaaldianansuarauaszutmaniamasatuAuanals Wsvaenans

S/P-03-BDMS-024 TH Rev.00 (8 Mar 2026) Page 2/8



6.u149N 191711

1. naeAmuaien A Andunisins g

AU ﬁ]’]ﬁJNWﬁ]ﬁ‘ﬁ’]uﬂ'}ﬁ‘ﬁ’] U ATULNITNNITTALANNA ﬁﬂ

1.1 2w IuAMENITuNIIaseassun1Ide luaulag SIDCER-FERCAP 39i 5 81msgnu laun

1.1.1 Nﬁﬁ]ﬁ‘ﬁ’]uﬁ 1 IA9aslaradAlIznauTaIAeNIINN1FaTEa9TNN1TIAe TUAL

1.1.2 1193917 2 MU JURANAEATHUNNINIATFY

1.1.3 Nﬁﬁ]ﬁ‘ﬁ’]uﬁ 3 m*mﬂ'a"ur’fquzmymimmmamumu‘ﬂmqm@

1.1.4 Nﬁﬁ]ﬁ‘ﬁ’]uﬁ 4 NFLUIUNITVAIANNIINUNIUIATINAG

1.1.5 1m3gIudl 5 ilenansuaznisdniivdeya

1.2 41m7§11u WHO 11 Global Benchmarking Tools (GBT) for Clinical trials oversight‘dmﬂ?zﬂ'ﬂuﬁfm

NATFI 7 category AIH

1.21
1.2.2
1.2.3
124
1.2.5
1.2.6
1.2.7

Legal Provision

REC structure and composition

REC Resources

REC procedures

Mechanism to promote REC transparency and accountability
Mechanisms for RECs to monitor performance

Responsible Research Institutions

a a o d‘ =< A a e v a v 1
1.3 UUINNATEE3INNNTIAE IUALNATIZNITNNNT ﬂmnﬂﬂgummmwm 1®LLﬂ

1.31

13.2

1.3.3

1.3.4

1.3.5

1.3.6

1.3.7
1.3.8

WUIN19A3ETINN1TANE IUANLUSTN R T sNaTeaeInn1sRse luAL Ussinalne w.A. 2550
(FERCIT 2007)

WUININATEFTINNITNND ”ﬂ‘ﬁ'ﬁm%mﬁuuwwi A11NITUNIITT LU TR RAZNTENTIN
gANANE InenAans F9aUaTWIRNIIN WA, 2564

The Belmont Report A.A.1979

Operational Guidelines for Ethics Committees that Review Biomedical Research (WHO)
AUy uviaiaad@an (Declaration of Helsinki) T A.A. 1964 wazatiuliuilyemnaiv atiy
a1gatl p.A. 2024

The National and International Ethical Guidelines for Biomedical Research Involving Human
Subjects (CIOMS) A.A. 2002, 2009 wazatudiulsmnaty aduagn A.A. 2016

ICH Guidelines for Good Clinical Practice A.A.1996

WU TR kAT AURAIINNINTAT FITNAIUN1INNATENITNE AN AR TN TUNNE

'
o ¥ o o«

adelvsinineadaaiuuyee (WwndfiRnisdeniaiugnesy wdjuRnidsesiuasiugas

5

Tusyee wundfiifnisdnvindennasnisldiaetenisdaninivenisida ssndneaniiiu w.a.

v
o v

2545) vistfaslidnsianguaneuazngsvidevans) vesszmalne

S/P-03-BDMS-024 TH Rev.00 (8 Mar 2026) Page 3/8



1.3.9 National Policy and Guidelines for Human Research, National Research Council of Thailand
(NRCT) 2015.
1.3.10 Guidance for research ethics committees for rapid review of research during public health
emergencies (World Health Organization) 2020
1.3.11 Achieving Guidance in Clinical Trial Safety Information among Stakeholder. Forum for Ethical
Review Committees in Thailand (FERCIT) 2011.
1.3.12 Standards and Operational Guidance for Ethics Review of Heath-Related Research with
Human Participants, WHO 2011
1.3.13 WHO tool for benchmarking ethics oversight of health-related research involving human
participants 2023
1.3.14 International Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use (ICH). Guideline for good clinical practice E6(R3). Geneva: ICH; 2025.
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10. Achieving Guidance in Clinical Trial Safety Information among Stakeholder. Forum for Ethical Review

Committees in Thailand (FERCIT) 2011.

. The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of

Research, Report of the National Commission for the Protection of Human Subjects of Biomedical and

Behavioral Research. Department of Health and Human Services (DHHS) 1979.

12. US Regulation 21 CFR 56.108, 56.109, 56.113
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US Regulation 45 CFR 46.108
Federal Policy for the Protection of Human Subjects (Common Rule) 2018
World Medical Association. WMA Declaration of Taipei on Ethical Considerations regarding Health

Databases and Biobanks. Ferney-Voltaire, France: World Medical Association; 2016

. World Medical Association (WMA). WMA Declaration of Helsinki — Ethical Principles for Medical

Research Involving Human Participants [Internet]. Ferney-Voltaire (France): WMA; 2024
Handbook for Good Clinical Research Practice (GCP): Guidance for Implementation. WHO 2005
Standards and Operational Guidance for Ethics Review of Heath-Related Research with Human

Participants, WHO 2011

. Guidance for research ethics committees for rapid review of research during public health

emergencies (World Health Organization) 2020

WHO tool for benchmarking ethics oversight of health-related research involving human participants
2023

Guidance for best practices for clinical trials. WHO 2024

International Ethical Guidelines for Health-related Research Involving Human Subjects 4" editions
(CIOMS) 2016

Clinical research in resource-limited settings. A consensus by a CIOMS Working Group. Geneva,
Switzerland: Council for International Organizations of Medical Sciences 2021

Clinical Investigation of Medical Devices for Human Subject — Good Clinical Practice (ISO14155) 3"
edition 2020

International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use

(ICH). ICH Harmonised Guideline, Good Clinical Practice E6(R3) [Internet]. Geneva: ICH; 2025
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