ZEmuiaa(16 &)
BATE ~ ¥ Rkt

£

B R 2 P e T
Harmonization of Clinical Studies Among the Asia-Pacific Region:
Including Bridging Studies
114 & 77 28p (=) +-=09:00-18:00
BERLFE 3R - R (47 P LR iekoe B 168 5L)
REE LT
yRE 2 L FE S RAEFEFIP) 8 8F - SHEFETRE - TEALE
M E g SAFE AT RERTAES

ST i1

TRk Bk AT B X 285 sl TR & 0 B ER %7 (BSE) 0 # R Y IRk i
R ARPUEE VL ERART L R A EHTRARRT R A4 2 8
BAGE & DR T

AXREEL AR A LG R ES € (FIP) € & PaulSinclair ~ ¥ % £ 3k £ - K
2FEAYF P REZAEEVEIAR FEF] RBRKERFE P F R AT F X
FH R EERIARE S MY R FE LS ELY REAP2
e % %! Osamu Komiyvama(P _#) >~ Seunghoon Han(i &) -~ Clare Louise Rodrigues ~ Edana

Loke £* Finny Liu (#74c3) -~ Lee Toong Chow 22 Audrey Ooi(§ % & ;) ~ Jude Micko B.
Alipit GCER )2 BE B R) > - P I ~ ¥ % & BTRA F% 3 ki oz Lmw » 243
fo 3 AR

< g A %% %3k % £33 Taiwan Clinical Trails Development Strategy.

28 TERAEFFEF 7 € (AAPS)H 7| (Pharmaceutical Research) i %hif 11 2 hEi i R 2

+ F & i Prof. Peter W Swaan 3 3 : New Drug Development and Pharmaceutical Sciences.

“EEIHAALTA AR O3 ERE 21 E 0 25 REFBL N6 E o AR EATEARM LA
B R TRA S EHFE R FRER PN A RE 2197 EFEREA
P mywEss s 27 o R EFRARELR  FET R CCDEF AR 44371 4
TREFRE AL FEL  RAP AR RO 20tk AXFUERRFFERARL
2PFHE-HE HRMRIAIRLTFREFG P R B FHEE SF L F4 0



114 & Zpr/Zm 4 ~ 5 FEF o~ F0EF/L BE R H 4 AR

Harmonization of Clinical Studies Among the Asia-Pacific Region: Including Bridging Studies
€ Date : July 28-29, 2025 AM 9:00-18:00 @ Venue : Grand Victoria Hotel 3rd floor, Room 1
No. 168, Jingye 4th Road, Zhongshan District, 104, Taipei City, Taiwan (R.O0.C)

July 28 (Day 1)
Time Subjects ‘ Speakers
08:30-09:00 Registration

Opening Moderator: Dr. Yu-Chieh (Jack) Chen, Ph.D.
Director, Clinical Pharmacy, China Medical University Hospital

1. International Pharmaceutical Federation, FIP
President: Paul Sinclair, AM

2.  Taiwan Food and Drug Administration, TFDA:
Director-General Chih-Kang Chiang, M.D., Ph.D.

09:00-09:20 Opening Remarks 3. College of Sustainability, National Tsing Hua
University: Dean and Prof. Chien-Te Fan, Ph.D. (TBD)
4.  Organize Committee Chairman: Chair Prof. Oliver
Yoa-Pu Hu, Ph. D., USFNAI, USFAAPS
09:20-09:30 Group Photo

Session A. Moderator: Chair Prof. Oliver Yoa-Pu Hu, Ph. D., USFNAI, USFAAPS and
Taipei Medical University and National Defense Medical Center;
Honorary President of Chinese Life Technological Law Society
Prof. Hong-Jaan Wang, Ph. D.
Dean, School of Pharmacy, National Defense Medical Center, Taiwan

Plenary Speech: Chih-Kang Chiang, M.D., Ph.D.
09:30-09:50 Taiwan Clinical Trails Director-General

Development Strategy (TBD) Taiwan Food and Drug Administration, TFDA

Plenary Speech:

enary Speec Prof. Peter W Swaan, Ph.D., M.Pharm.

09:50-10:30 New Drug Development and Dean, College of Pharmacy, University of Florida, US

Pharmaceutical Sciences ’ & > v ’
10:30-11:00 Coffee Break

Session B. Moderator: Prof. Wen-Jen Lin, Ph. D. (TBD) and
Department of Pharmacy, National Taiwan University
Prof. Li-Heng Pao, Ph.D. (TBD) and
School of Pharmacy, National Defense Medical Center, Taiwan
Yuh-Lih Chang, Ph. D.
President, Taiwan Society of Health-System Pharmacists (TSHP)

Singapore Harmonization of | Dr. Clare Louise Rodrigues
11:00-11:30 Clinical Studies Including Regulatory Consultant
Bridging Studies Singapore Health Sciences Authority, HSA
Philippines Harmonization of | Dr. Jude Micko B. Alipit, RPh, PharmD (TBD)
11:30-12:00 Clinical Studies Including Food-Drug Regulation Officer 11
Bridging Studies Philippines Food and Drug Administration
(0] Komi
Japan Harmonization of S;?;HM;IZ;Z:ma
12:00-12: ini jes I ]
00 30 Cllnlca{ Stfldws nc.'ludmg Statistical Research & Data Science, Pfizer R&D Japan G.K.,
Bridging Studies
Japan
12:30-13:30 Lunch (+ § % /&)




Moderator: Prof. Chun-Jung Lin, Ph. D. (TBD) and

Dean, School of Pharmacy, National Taiwan University

Prof. Wei-Chiao Chang, Ph. D. (TBD) and

Dean, College of Pharmacy, Taipei Medical University, Taiwan

Chen-Hsi Chou, Ph.D.

Dean, School of Pharmacy, National Cheng Kung University, Taiwan

. L. . Prof. Dato’ Dr. Lee Toong Chow, B.Pharm (Hons),
13:30-14:00 Malaysia Harmonization of Clinfeal | njpg, MACPP, PhD, DSPN, DJN, PKT, SBStJ
f g Managing Director, Info Kinetics Sdn Bhd, Malaysia
Prof. Seunghoon Han, M.D., Ph.D.
D tment of Ph logy, Coll Medicine, Th
Korea’s Regulatory Framework and epar men _Of -armaco ogy. College of Medicine, The
14:00-14:30 R ¢ Ad s in Clinical Trial Catholic University of Korea and
ecentAdvancements m timicar Trdzs Director, Department of Clinical Pharmacology and
Therapeutics, Seoul St. Mary’s Hospital
14:30-15:00 Thailand Harmonization of Clinical TBA ( Dr. Chaiporn Pumkam, Medicines Regulation
) ’ Studies Including Bridging Studies Division, Food and Drug Administration, Thailand )
15:00-15:20 Coffee Break

Moderator: Prof. Li-Jiuan Shen, Ph.D. (TBD) and
Associate Dean, School of Pharmacy, National Taiwan University
Dr. Shyr-Yi Lin M.D., Ph.D. and

Chief Executive Officer, Center for Drug Evaluation, Taiwan
Chair Prof. Teh-Min Hu, Ph. D.

Dean, Department of Pharmacy, National Yang Ming Chiao Tung University, Taiwan

15:20-15:50 Korea Harmo-mzatw-n 0f Cltmccfl Studies TBA
Including Bridging Studies
. . . . ey . Dr. Chi-Hsin Chen, M.D.
15:50-16:20 Chz,la;l C;({nStieratllmtz ofll'i)rtdgmiStudy Senior Clinical Group Leader , Division of New Drugs,
- ry Per.
vatuaion-tegusatory Terspeciives Center for Drug Evaluation, Taiwan
Finny Liu
R . .. , .
16:20-16:50 egulatory armom.zatlon of Clinical PDR APAC Regional Regulatory Policy Lead, Roche
Studies .

Singapore Pte Ltd

Session D. Panel Discussion

Moderator: Chair Prof. Oliver Yoa-Pu Hu, Ph. D., USFNAI, USFAAPS
Taipei Medical University and National Defense Medical Center;
Honorary President of Chinese Life Technological Law Society

16:50-17:50

All Speakers and Invited Panelist:
Audrey Ooi

Head of Business Development, Clinical Research Malaysia

Edana Loke (TBD)

Director, JAPAC Regulatory Policy and Intelligence, AbbVie Pte Ltd, Singapore




17:50-18:00 Closing Remarks

Chair Prof. Oliver Yoa-Pu Hu, Ph. D., USFNAI, USFAAPS and

Taipei Medical University and National Defense Medical Center, Honorary
President of Chinese Life Technological Law Society

Prof. Chien-Te Fan, Ph.D. (TBD)

Dean, College of Sustainability, National Tsing Hua University

18:00-21:00 Dinner (Invited only)
July 29 (Day 2)
9:00-16:00 Visit Orient EuroPharma in southern Taiwan and Discussion- Yunlin County (Invited only)

Sponsored and organized:

@ International Pharmaceutical Federation (FIP)

@ Ministry of Health and Welfare (MOHW),
Taiwan Food and Drug Administration (TFDA)

@ National Defense Medical Center (NDMC)

@ Taipei Medical University (TMU)

@ Taiwan Product Quality Research Institute
(TPQRI)

4 Hung Lu Foundation

@ Taiwan Society of Health-System Pharmacists
(TSHP)

®International Education Foundation

@ National Tsing Hua University (NTHU)
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Beneficiary's account with bank:

Account with Bank : Taiwan Cooperative Bank

Swift Code : TACBTWTP

Beneficiary’s A/C English Name : Taiwan Product Quality Research Institute
Beneficiary’s A/C No.(13 digits) : 5137-717-003539

Beneficiary's telephone No. and address :

+886-2-8792-3100 Ext.18176

Room 9330, 9F, No. 161, Section 6, Minquan East Road, Neihu District, Taipei City, 114201
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