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Day 1 (October 15th)




Opening Remarks (10:30-11:00)

(1) Dr. Kazuhiro Shigetoh (Executive Director, PMDA)
(2) Mr. Akihiko Uchikawa (Minister of Economics, Embassy of Japan in Thailand)
(3) Dr. Boonchai Somboonsook (Secretary-General, ThaiFDA)

Session 1: New Drug Review and Pharmaceutical Affairs Act (11:00-16:00 )

(1) New Drug Review System of ThaiFDA
Dr. Tharnkamol Chanprapaph (Bureau of Drug Control, ThaiFDA)

(2) &g Recent Update of Medical Product Regulation in Japan
=F B ERXHHER (PMDA)

3) gg New Drug Application (NDA) Review of Anticancer Drugs in Japan
T FiE FEE (PMDAFEZEERE)

Day 2 (October 16th)

Session 2: GMP Inspection (9:30-12:00)

(1) ThaiFDA and PIC/S Membership
Ms. Thitiporn Tanratanawongs (Director of Bureau of Drug Control, ThaiFDA)

(2) Participation in PICS
AHF —H FAEE® (PMDA REEHER)

Session 3: Pharmacovigilance (13:30-16:30)

(1) Data Management and Utilization of Pharmacovigilance
1. Mrs. Wimon Suwankesawong
(Head of Health Product Vigilance Center, ThaiFDA)
2. Ms. Sareeya Wechwithan
(Health Product Vigilance Center, ThaiFDA)

(2) Present and Future of Drug Safety Measures in Japan
IWH &F# FEEME (PMDAREFE—IHHEE)

Closing Remarks (16:30-17:00)

(1) Dr. Pathom Sawanpanyalert (Deputy Secretary-General, ThaiFDA)
(2) Dr. Mayumi Shikano (Associate Center Director for Advanced Review with Electronic
Data Promotion and Science Board, PMDA)


http://www.pmda.go.jp/english/events/2014thailand_sympo/01-Mr_Kaoru_Misawa.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/01-Mr_Kaoru_Misawa.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/02-Dr_Takahiro_Nonaka.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/02-Dr_Takahiro_Nonaka.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/03-Mr_Ichiro_Tsunoi.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/03-Mr_Ichiro_Tsunoi.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/04-Ms_Kaori_Yamada.pdf
http://www.pmda.go.jp/english/events/2014thailand_sympo/04-Ms_Kaori_Yamada.pdf

