2" Malaysia - Japan Symposium on Pharmaceutical Regulatory System

Hosted by National Pharmaceutical Regulatory Agency (NPRA) and
Pharmaceuticals and Medical Devices Agency (PMDA)

Thursday, 14" July, 2022

DATE: 14" July, 2022

MYT

JST

10:00-10:10

11:00-11:10

Opening Remarks
(NPRA) 5 min
(PMDA) 5 min

10:10-10:20

11:10-11:20

Photo Session, 10 min

10:20-11:00

11:20-12:00

Keynote Speeches
(NPRA) 15 min
(PMDA) 15 min
Q&A 10 min

11:00-12:00

12:00-13:00

Session 1: Expedited Review
(NPRA) 20 min
(PMDA) 20 min
Q&A 20 min

12:00-13:00

13:00-14:00

Lunch Break, 60 min

13:00-13:30

14:00-14:30

Session 2: Non-clinical studies for CGTPs (including GLP)
(PMDA) 20 min
Q&A 10 min

13:30-14:30

14:30-15:30

Session 3: Sharing experiences and challenges on e-labeling
(NPRA) 20 min
(PMDA) 20 min
Q&A 20 min

14:30-15:30

15:30-16:30

Session 4: Pharmacovigilance of COVID-19 vaccines
(NPRA) 20 min
(PMDA) 20 min
Q&A 20 min

15:30-15:40

16:30-16:40

Closing Remarks
(NPRA) 5 min
(PMDA) 5 min




