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Form AL 05 niid@eudaimiou
Form AL 06 wilidewdauanisiansaunmsnisallineseaad
Form AP 09 uuusenuns il Jumsnndenivun

o

Form AO17 wuutszifiusneanunislidfiRaudanie

1 ¥ o°

Form AL 09 miia@eudananisiansananeanunis liUfifnudanime

Form AL 03 wilsd@ausenanisfiansaunlassseniside iananisiansun Ae Usiilgudla iiasusas

© © N o o~ 0 D

S/P-03-BDMS-043 TH Rev.00 (8 Mar 2026) Page 8/10



11.
12.
13.
14.
15.

. Form AL 03 mid@ausenaniafiansounlnsedneniside ienan1siiansi Ae weansilsesdamnsg (suspension)

190 gAin195Us84 (termination)

Form AL 03_5 yil4@8uad 5Uns1u (acknowledgement)

Form AP 08 LLL$1ENNUNN38A lATaNN3REneaunImu

Form AO 16 WULLl3ZLHUEUNN9E A LATNNTIAENaURNYUA

Form AL 08 #ila@audanan1siiansuniungunisgAnisaanaunimue

Form AO18 kUUTedUFessadFawnaaiulAsen159ae (Subject complaint form)

Llana17 MOU

'
o K o

tuiindannasannudaniielunisiansunnisideluauuuuaaniisendneantiunia i 11 weaIAN 2561

'
o K 9 '

Uuﬂﬂﬂ]ﬂﬁ]ﬂ@ﬁV’]’J’]Ni"JNﬁﬂiuﬂ'}ﬁ‘ﬁ@’]ﬁ‘m’]ﬂﬁi‘a’ﬁlﬂiuﬂuuﬂu@ﬂ@ﬂﬁﬁu?%ﬂdﬁﬂ@ﬂqﬁuﬂﬁa ’Tuﬁ 5 fuened 2565

tuiindesnasanndandalunisiansnnismde luauuwuuanani sz nineaniunia Juil 23 nangiax 2568

11. 18N@13 898 YUFIUIUNIH

1.

10.

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.

ICH Good Clinical Practice Guideline. NAYAILANEN AN UATIZNITNNNTAIWITUASEN NITNTINAIDITURY
WA, 2543, afufiaingell 6 WA, 2550,

WUINNA3EE3TNNNINNA9 e TUAULUTN R THINAsaa98n e A lul svimelng w.a. 2550

'
o

WLANINATHATTNANTNNT ﬂﬁLﬁmf*ﬂ’mﬁuuuw’. ANINITUNIVRE UM LA NITNINAANAN I InenAans 398
WATUIANTIHN W.A. 2564

Afleultuna s iddasnisiifunuaduaiesssuLazuuINIaT s sTNAmTLN 133SI R Badee Tuaywe]
ANINIUNNTIRBURTIE NITNINNNIRANANT INeAIanT IREUAZWIRANIIN W.A.2568

Achieving Guidance in Clinical Trial Safety Information among Stakeholder. Forum for Ethical Review
Committees in Thailand (FERCIT) 2011.

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

S/P-03-BDMS-043 TH Rev.00 (8 Mar 2026) Page 9/10



14.
15.
16.

20.

US Regulation 21 CFR 50.20, 50.24, 50,25, 50.27, 56.108(a)(1), (b)(3), 115(6)
US Regulation 45 CFR 46 103 (b)(4)(5), 46.101, 46.108, 46.109, 46.111, 46.117
dsznAginauAENIINNITEIMNIuAZEN FaIUANINIET 35n19 uarReulanissaniuamenssunIIRanTn

q3e899uN19IAe AT RAN T TATaN TN RRTINIALL UL W.A.2561 16N 135 FuT 13 WoARNEU 2561,

. ﬂﬁ‘zﬂ’]ﬂdﬁﬂ/ﬂ\?’]uﬂmzﬂﬁ‘ﬁ‘ﬁJﬂ’]ﬁ‘ﬂ']ﬂ']ﬁ‘LL@%F;l']ﬁ‘ﬂ\‘lﬁﬁﬂmm"'ﬂr a%ﬂ’]ﬁ‘ LL@%ﬁﬂui‘ﬂﬂ’]?ﬂﬂm;ﬂﬂmxﬂﬁ‘i‘ﬂﬂﬁﬁ‘ﬁ@’]ﬁ‘mq

a3ea93NnNNTAae luaunNa s lasaN1sNN RS e AR TN ALLATRINauN T W.A 2567 1N 141 Sui 12

JuAn 2567

. 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
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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