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Day 1: TUAUNIN 28 LUwBU W.A. 2568
1281 VL) ens
08.00-08.45 . Registration
08.45-09.00 Y. | Opening remark AMUAATUNNEAIERNS
09.00-09.45 u. | Basic ethical principles & W.0.5A.UN.U5US quaiuy
updating ethical JusuasesssHNTISeluauluysewdlne (FERCIT)
guidelines/regulations
09.45-10.30 . | Risk-benefit assessment A.NEY.0I533 II5I5UAFNA
AMLNNEAERS U INe1dTeslnl
10.30-10.45 wu. Break
10.45-12.00 u. | Informed consent & recruitment | WeA.WgY. DRI AITINA
ANTUNNEAIERS W INLFTealng
12.00-13.00 wu. Lunch
13.00-13.45 . | Privacy & confidentiality IA.NEY. 01533 TI3I5UATNA
ANTUNNEANERS WA INLSITealnd
13.45-14.30 W. | Vulnerable populations & AL NEY. Y8 GReEED)
additional safeguards ANTUNNEANERS UAINSSITealnd
14.30-14.45 . Break
14.45-16.15 Panel discussion: Issues & 371.05.0UNT UINK
challenges in human research ANTUNNEAERS UnInedededing
ethics in Thailand, NA.AT.ANNTO ﬁ?maﬂﬂimjau
(1) Common pitfalls and challenges in mumjmtwwamamgu%nmmammﬂmaw
human research ethics a'ﬁi’?gﬂﬁﬁ%ﬂ ‘Llj ,]v
(2) Ethical considerations in social ﬂmmﬂmmim umjwzwaagiww‘
sciences and behavioral research IFLATUN.QUY @miqwaugsm
AMLNNYANERS U INeS Tl
16.15-16.30 u. Question & Answer
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Day 2: Su8eAnsfi 29 wwneu w.A. 2568

1281 TN! neng
08.00-08.30 wu. Registration
08.30-09.00 4. | Introduction to Good Clinical A.05.UN.00F Ausedanysal
Practice (with ICH E6(R3) update) AEUNNEAIENS WIneaededil
& essential records
09.00-10.15 4. | Investigator/Researcher’s roles & | 5A.05.WEY.N3IRE FIIATNY
responsibilities AEUNNEAIENS WIneaededil
10.15-10.30 u. Break
10.30-11.15 . | Sponsor’s roles & responsibilities | ney. 3R funad
(Part 1) UiTmueanimuun(Ussmelne) 91in (AstraZeneca)
11.15-12.00 u. | Sponsor’s roles & responsibilities | Ngy.¥1da1 FnanalnIn
(Part 1) viTnueaninwuui(Ussmealne) 9110 (AstraZeneca)
12.00-13.00 u. Lunch
13.00-14.15 1. | Institutional review board/ HPALWEY. DRI ANTINE
Research ethics committee’s AUZLNVIEANERS U INSeTs
roles & responsibilities
14.15-14.30 u. Break
14.30-16.00 U. | Panel discussion: 37034107 UINK
Major changes and practical AUMEAIENS uIveaededlnl
applications of ICH E6(R3) in FLINEY.DUYIT JTUNT
. , AULNTIEAERS QWIAINSEIIMINENSE
research settings in Thailand P
A NEY.FUEA amsaswszyqa
AUSUNVYANARIAITITNY VIS URTINEIREUTRA
3A.A7.UN.00F ASiPauysal
AUELNVIEANERS L INeSeLTs gl
16.00-16.30 u. Question & Answer

HALIUT18MT (Moderator): sA.AT.uN.al5 Aausadauysal




Course description

Day 1 : 28 Apr 2025

Basic ethical principles & updating ethical guidelines/regulations (45 minutes)
Basic ethical principles (Belmont Report); history of human research ethics; ethical
guidelines and laws/regulations governing research involving humans (Declaration of
Helsinki 2024, CIOMS guidelines 2016, ICH E6(R3), 45 CFR 46, relevant Thai

laws/regulations).

Risk-benefit assessment (45 minutes)
Identification of risk & benefit; risk minimization; risk-benefit assessment & justification;

minimal risk.

Informed consent & recruitment (1 hour 15 minutes)
Informed consent process; the validity of informed consent; essential elements of
informed consent; informed consent form; informed assent & surrogate consent;
waiver/alteration of informed consent; waiver of documentation requirement; broad
informed consent; recruitment of participants (i.e., recruitment process; recruitment

materials).

Privacy & confidentiality (45 minutes)
Protection of participants’ privacy and confidentiality of their personal information;
ethics & laws/regulations (e.g., Personal Data Protection Act, B.E. 2562; Official

Information Act, B.E. 2540) relevant to research involving humans.

Vulnerable populations & additional safeguards (45 minutes)

Equitable selection of participants; vulnerability categories; additional safeguards for

each category.

Panel discussion: Issues & challenges in human research ethics in Thailand (1 hour 30
minutes)
Issues & challenges regarding human subject protection in the current research practice
in Thailand; common pitfalls and challenges in human research ethics; ethical

considerations in social sciences and behavioral research.



Course description

Day 2 : 29 Apr 2025

Introduction to Good Clinical Practice (with ICH E6(R3) update) & essential records (30
minutes)
Introduction to clinical trial processes; introduction to GCP principles and stakeholders’
responsibilities (i.e., ethics committees, investigators, and sponsors); ICH E6(R3) update;
essential records in research (e.g., protocol, investigator’s brochure, informed consent

form, and case report form).

Investigator’s roles & responsibilities (1 hour 15 minutes)

Research conduct (including randomization procedures and unblinding); protocol
compliance; communication with research ethics committees; records & reports; safety
monitoring & reporting; participant compliance and retention; ICH E6(R3) update in

investigator’s roles & responsibilities; experience sharing.

Sponsor’s roles & responsibilities (1 hour 30 minutes)
Trial design & management; information on investigational products (including supplying
and handling investigational products); data management; quality management (quality
assurance & quality control); monitoring & audit; multicenter research; ICH E6(R3) update

in sponsor’s roles & responsibilities; experience sharing.

Institutional review board/Research ethics committee’s roles & responsibilities (1 hour
15 minutes)
Compositions & functions; types of review (i.e., full board review, expedited review, and
exemption from review); protocol review & criteria for IRB/REC approval of research;
post-approval activities (including review of protocol amendments, safety reports,
deviation/violation/non-compliance reports, progress reports, and final reports); ICH

E6(R3) update in research ethics committee’s roles & responsibilities; experience sharing.

Panel discussion: Major changes and practical applications of ICH E6(R3) in research
settings in Thailand (1 hour 30 minutes)
Issues & challenges in the application of GCP in research settings, including investigator-
initiated clinical trials, in Thailand; major changes and practical applications of ICH E6(R3)

in research settings in Thailand; experience sharing.



