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Draft ver.5

The 9™ Thailand - Japan Symposium
DATE: 17" January, 2023

Time

9:30- Opening Remarks
Dr. Paisarn DUNKUM (Secretary-General, Thai FDA), 5min
Dr. FUJIWARA Yasuhiro (Chief Executive, PMDA), 5 min

9:40- Keynote Speech
Dr. Paisarn DUNKUM (Secretary-General, Thai FDA), 10 min

9:50- Photo Session (10 min)

10:00- Regulatory Update
(Thai FDA), 15min
Dr. NAKASHIMA Nobumasa (Associate Executive Director
(International Programs), PMDA), 15 min
Q&A (20 min)

10:50- (BREAK, 10min)

11:00- Pharmaceutical Session 1
Initiatives for fast patient access to pharmaceuticals
Chair
Ms. Worasuda YOONGTHONG (Director of Medicines Regulation
Division, Thai FDA)
Dr. SATO Junko (Office Director, Office of International Programs,
PMDA)
Speakers
Dr. Athiporn DOOMKAEW (Pharmacist, Senior Professional Level,
Medicines Regulation Division, Thai FDA), 20min
Mr. MAEDA Yuta (Coordinator, Division of Asia Il, Office of
International Programs, PMDA), 20min
Q&A (20 min)

12:00- (Lunch BREAK, 60 min)

13:00- Pharmaceutical Session 2
Effective pharmacovigilance activities through product life cycle
- Including AEFI of SARS-CoV-2 vaccine
Chair
Ms. Pattreya POKHAGUL (Pharmacist, Senior Professional Level, Health
Product Vigilance Center, Strategy and Planning Division, Thai FDA)
Dr. SATO Junko (Office Director, Office of International Programs,
PMDA)
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Speakers
Ms. Pattreya POKHAGUL (Pharmacist, Senior Professional Level, Health

Product Vigilance Center, Strategy and Planning Division, Thai FDA), 20min
Dr. SATO Junko (Office Director, Office of International Programs,
PMDA), 20min
Q&A (20 min)

14:00- (BREAK, 15min)

14:15- Medical Devices Session
Regulatory frameworks for innovative medical devices (ex. SaMD, Al)
Chair

Dr. Sirinmas KATCHAMART, (Pharmacist, Senior Professional Level,
Medical Device Control Division, Thai FDA)

Mr. KUROIWA Keniji (Deputy Director, Office of International
Regulatory Affairs, General Affairs Division, Pharmaceutical Safety and
Environmental Health Bureau, MHLW)

Speakers

Mr. Pariwat CHOOCHAT, (Biomedical Engineer, Practitioner Level,
Thai FDA), 20min

Mr. IMAGAWA Kuniki (Deputy Division Director, Office of Standards
and Compliance for Medical Devices, PMDA), 20min

Q&A (20 min)

15:15 (BREAK, 15 min)

15:30- ATMP Session
Regulatory updates and review experiences
Chair

Ms. Worasuda YOONGTHONG (Director of Medicines Regulation
Division, Thai FDA)

Mr. KUROIWA Kenji (Deputy Director, Office of International
Regulatory Affairs, General Affairs Division, Pharmaceutical Safety and
Environmental Health Bureau, MHLW)

Speakers

Dr. Piyanan BOONPRASIRT (Pharmacist, Professional Level,
Medicines Regulation Division, Thai FDA), 20min

Dr. NODA Shinichi (Deputy Review Director, Office of Cellular and
Tissue-based Products, PMDA), 20min

Q&A (20 min)

16:30- Closing Remarks

Dr. Paisarn DUNKUM (Secretary-General, Thai FDA), 5min

Mr. KISHIMOTO Kentaro (Associate Executive Director (Planning and
Operations), PMDA), 5 min
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