2" Joint Conference of Taiwan and Japan on Medical
Products Regulation
® Open Session on October 31, 2014
Venue: Sunsky Room (Joint Session), Tokyo
JPMA Meeting Room (Pharmaceutical Regulation Session)

10 * 31 p (Z )Open session

08:20 — 08:25 | Memorial photo taking

08:30 — 08:40 | Opening remarks
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08:40 — 10:00 | Keynote lecture

Opening remarks & short presentation:
JPMA ~ JFDMA ~ TPMA ~ TMBIA ~ TFMDCA

Lecture:

Masatoshi Narita, Counselor, Minister’s Secretariat, MHLW

Ms. Li-Ling Liu, Director, Division of Medicinal Products, TFDA
Dr. Tatsuya Kondo, Chief Executive, PMDA

Dr. San-Kuei Huang, Director General, NHIA

10:00 — 11:00 | Time allowance + Coffee break ¥ 3~k & 3 & 3

11:00 — 12:30 ? +1 # 4% (Pharmaceuticals Regulatory)

11:00 — 11:10 | PMS WG reporting

11:10-11:20 | GCP WG reporting

11:20 — 11:35 | Product Registration WG reporting

11:35-11:50 | QSD/QMS WG reporting

11:50 — 12:00 | Short Break

12:00 — 12:30 | QA & Wrap up session

14:00-18:00 Health Authority Closed Meeting (#* 84 % = )

11:00 — 17:45 | % %3 48 (Pharmaceuticals Regulatory)

%3 -  MRCT % #7% % % (MRCT and New drug review)




Chair : Mr. Kaoru Misawa, PMDA

11:00 — 11:30

Regulatory experiences and challenges toward international
harmonization on MRCTs

Speaker: Yoshiaki Uyama, Director, Division of Epidemiology,
Office of Safety I, PMDA

11:30 — 12:00

Clinical Trial Capacity and New Drug Reiew Related to MRCT in

Taiwan

Speaker: Dr. Chi-Hsun Chen, Team Leader, Center for Drug
Evaluation (CDE)

12:00 — 12:30

Q&A

12:30 — 14:00

Lunch

FA- 2 F (Regenerative products)
Chair : Ms. Li-Ling Liu, Director, Division of Medicinal Products, TFDA

14:00 — 14:20

New Development of regenerative medical product regulation
Speaker: Daisaku Sato, Director, Office of Cellular and Tissue-
based Products, PMDA

14:20 — 14:40

Regulation of Cell therapy products in Taiwan
Speaker: Dr. Yi-Chu Lin, Associate Researcher, Division of
Medicinal Products, TFDA

14:40 — 15:00

Q&A

Bz

-3 ? # (Nano technology and products)

Chair : Dr. Churn-Shiouh Gau, Executive-Director, Center for Drug Evaluation

15:00 — 15:20 | Evaluation of nanotechnology-based medicines
Speaker: Dr. Naomi Nagai, PMDA

15:20 — 15:40 | Regulatory Considerations for Nanotechnology-Related Drug
Products in Taiwan
Speaker: Dr Lin-Chau Chang, CDE

15:40 - 16:00 | Q&A

16:00 — 16:30 | Coffee break

#HAEz  OTC # 4 (OTC session)

Chair: Mr. Teruyoshi Ehara, Director, Office of International Programs

(OIP), PMDA

16:30 — 16:50

Regulation of OTC Drugs in Japan




Speaker: Dr.Takatoshi Nakamura, PMDA

16:50 — 17:10 | Introduction of OTC Regulations in Taiwan
Speaker: Mr Heng-Jung Lein, TFDA

17:10-17:30 | Q&A

17:30 —17:45 | Summary and Closing

Mr. Naoyuki Yasuda, PMDA
Ms. Li-Ling Liu. TFDA




