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Good Clinical Practice (GCP) E6(R3): Ethical, Quality-Driven and Technology-Enabled Clinical Research

August 3-4, 2026 at the Eastin Grand Hotel Phayathai, Bangkok

No.

Duration (mins.)

Day 1: Aug 3, 2026

Time

08.15-08.45

Topic

Speaker

Core Principles of Good Clinical Practice (GCP)

Registration

08.45-09.00

Open Remarks and Meeting Objectives

Amnat Khamsiriwatchara
Director of BIOPHICS,
Faculty of Tropical Medicine, Mahidol University

30

09.00-09.30

Overview of ICH-GCP E6(R3): Key Updates and Ethical
Principles

Prof. Emeritus Dr.Jaranit Kaewkungwal
Chairperson of the Ethics Committee and
BIOPHICS Senior Advisor,

Faculty of Tropical Medicine, Mahidol University

60

09.30-10.30

Roles and Responsibilities of the Investigator:
Investigator & Sponsor Initiated Trial Aspects

Prof. Emeritus Dr.Punnee Pitisuttithum

Project Chair/Principal Investigator,

Vaccine Trial Centre (VTC)

Faculty of Tropical Medicine, Mahidol University

Prof. Emeritus Kulkanya Chokephaibulkit, MD
Consultant & Founding Director,

Siriraj Institute of Clinical Research (SICRES)

Faculty of Medicine Siriraj Hospital, Mahidol University

10.30-10.45

Break

45

10.45-11.30

Personal Data Protection in Clinical Research (PDPA):
Practical FAQs

Dr.Nawanan Theera-Ampornpunt, MD
Faculty of Medicine Ramathibodi Hospital,
Mahidol University

45

11.30-12.15

Aatnaduas EC/IRB
(EC/IRB Miscellaneous Issues)

Prof. Emeritus Dr.Dwip Kitayaporn
External Expert, National Research Council of Thailand

12.15-13.30

Lunch

60

13.30-14.30

Audit and Inspection Readiness

Assoc. Prof.Kriengsak Limkittikul
Department of Tropical Pediatrics,
Faculty of Tropical Medicine, Mahidol University

Rattapol Holasut
Senior Quality Manager
IQVIA (Thailand) Co., Ltd.

14.30-14.45

Break

45

14.45-15.30

Roles and Responsibilities of the Sponsor

Tipaporn Pongmesa, PhD
Senior Medical Affairs Manager,
Abbott Laboratories Limited

60

Day 2: Aug 4, 2026

15.30-16.30

Data Governance in Clinical Research

Assoc. Prof.Saranath Lawpoolsri Niyom
Deputy Director of BIOPHICS,
Faculty of Tropical Medicine, Mahidol University

Modern and Digitalized Good Clinical Practice (GCP)

09.00-09.15 |Recapitulation
8 45 09.15-10.00 Risk-Based Quality Management (RBQM) and Quality by |Pichet Kamolrungsantisuk
' ' Design (QbD) Associate Director, Medical Research Network For Social (MedResNet)
Prof.Thanyavee Puthanakit, MD
9 45 10.00-10.45 [Safety Management in Clinical Trials Assistant Dean for Research and Advanced Innovation, Faculty of Medicine,
Chulalongkorn University
10.45-11.00 Break
10 60 11.00-12.00 |Decentralized and Hybrid Clinical Trial Models Asst. Prof.Oranee Tangphao - Daniels, MD MSc ABCP
12.00-13.15 Lunch
Assoc. Prof.Saranath Lawpoolsri Niyom
11 45 13.15-14.00 (Digital Solutions in Clinical Trials Deputy Director of BIOPHICS,
Faculty of Tropical Medicine, Mahidol University
- . S Eng-Eak Charoenphol
12 45 14.00-14.45 iemr(:)t:cll\l/l:snltorlng and Centralized Monitoring Clinical Operations Manager,
pp Siriraj Vittayavijai Co., Ltd. (SIVITT)
14.45-15.00 Break
. Dr.Panadda Klamsum
13 45 15.00-15.45 Il;l::ll]:l;:lelzll‘:rizll(\)/[ga}l";::i Innovation: Director of Health Technology Services,
Siriraj Vittayavijai Co., Ltd. (SIVITT)
14 45 15.45-16.30 |Big Data in Clinical Research Prof. Dr.Tiranee Achalakul

Director of the Government Big Data Institute (BDI)
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No.

Duration (mins.)

Time

Topic

Speaker

: Aug 3, 2026

08.15-08.45

Core Principles of Good Clinical Practice (GCP)

Registration

08.45-09.00

Open Remarks and Meeting Objectives

ALEIUNA ANATIE
yuihgudanuiudanvsssunaaansiinuuasasIsagy (BIOPHICS)
AUSUAFOTLUATAU UK INLNRAUTARR

30

09.00-09.30

Overview of ICH-GCP E6(R3): Key Updates and
Ethical Principles

A. LAashnaL A5.35816 LAIAIINR

UsesruangnssunIszasIsunsItaluau

warldnmanla qudanuiudammeansaunamansiintuasassad (BIOPHICS)
AULNAARATLUATAU UK INENILUTAAR

60

09.30-10.30

Roles and Responsibilities of the Investigator:
Investigator & Sponsor Initiated Trial Aspects

A. LAasfina wey.wssal AAgnasssy
sea1uTAs9n939E dueanagauingu (VTC)
AUSUAFOTLUATAU UK INLNRAUTARR

A. LAasAna wal.nadan TuaTwyatdaa
AlFnwuasEEnan1snade

Aueidaafdin (SICRES)
AUZUNNEAAIATATINIAWEILIR VN INLNRAUTAAR

10.30-10.45

Break

45

10.45-11.30

Personal Data Protection in Clinical Research
(PDPA): Practical FAQs

2. A5. UW.UIUTTU BsLdUNWITHUS
AUILNNLAIFASTIIWLILIRTINIEUA N TINENFUUTAAR

45

11.30-12.15

UAaunaduay EC/IRB
(EC/IRB Miscellaneous Issues)

A. LtAasfiaal un.nid Anennsal
Hnsanael &1ngIun1sITaLUIEI6 (3.

12.15-13.30

Lunch

60

13.30-14.30

Audit and Inspection Readiness

s5A. uw.in3eednd andindna
AAITINNTUAFATLUATAU AUSIUAIRATLUATAU NWINENRBURAR

AnSsWa TNasn
HAANITEIUAITIAAITAUAINAN TR AfiaalatdaasTuaanidasle
U3EN IQVIA (Uszinalng) 41dn

14.30-14.45

Break

45

14.45-15.30

Roles and Responsibilities of the Sponsor

8. AT.ANWIWT WIH LB
Senior Medical Affairs Manager,
Abbott Laboratories Limited

60

15.30-16.30

Data Governance in Clinical Research

5@. A3 WeY.815uNa danads dau
savihuihdugaNuiudanassunaaaasiinsuazasIsausy (BIOPHICS)
AUSAAIFOTLUATAU UK INLNREAUTARR

: Aug 4,2026 Modern and Digitalized Good Clinical Practice (GCP)
09.00-09.15 |Recapitulation
Risk-Based Quality Management (RBQM) and ANALg NURTIFUAHY
8 45 09.15-10.00 . . ‘e “ s . A e
Quality by Design (QbD) TRIREIUILNTT LATAUNATANNIINITUNNE LWBRIAN (MedResNet)
@, WeY.5Uas HEUAR
9 45 10.00-10.45 [Safety Management in Clinical Trials KA uAUIBURTUTANTIULTIAN
AMSUNNEAIFAANT IWIRINTAININENRE
10.45-11.00 Break
10 60 11.00-12.00 |Decentralized and Hybrid Clinical Trial Models W Ve a3t AoLAn o .
Wl agseAIINITWRIUIEINIIARTN
12.00-13.15 Lunch
76, A5, WY.§15UND danadd dau
11 45 13.15-14.00 |Digital Solutions in Clinical Trials savvhmihauganuiudanvsssunaaanstinuuasaIs1sagy (BIOPHICS)
AUSAAFOTLUATAU UK INLREAUTARR
o . L AN.A9LAN LITYNA
12 45 14.00-14.45 iemote l\l:lomtormg and Centralized Monitoring WAnn1sdhadfiitinisITanieaddin
pproaches U3EN A3swInadde Arda (SIVITT)
14.45-15.00 Break
. weyaliae nanau
Health Technol I : Vo R . -
13 45 15.00-15.45 P ealt B echr:o ;Igyl«:ntd nnovation Haiwansumihausnsiaaritnalulad
rom bench to Marke U3E N @Tainedde [Arda (SIVITT)
14 45 15.45-16.30 |Big Data in Clinical Research A 9303l AaAAR o
farwanisaantudayavunalved (agdni1suunizu) (BDI)




