
Agenda
Date: 5 February, 2026

Time: 1:00-4:10PM UTC+8, Philippines (2:00-5:10PM UTC+9, Japan)
Style: Live Sessions (Webex meeting)

Time (UTC+8) Time (UTC+9) Contents

1:00-1:05 2:00-2:05 Announcement by secretariat

1:05-1:55 2:05-2:55

1. Outline of Clinical Trial Notification System and Review
(Lecture 30m.+Q&A 20m.)

Koji NUMASAWA, Coordinator, Office of Review Management

1:55-2:10 2:55-3:10 Break

2:10-3:00 3:10-4:00

2. Review of Safety Report from clinical trial (Lecture 
30m.+Q&A 20m.)

Koji NUMASAWA, Coordinator, Office of Review Management

Keisuke OKAMOTO, Reviewer, Office of Cellular and Tissue-
based Products

3:00-3:15 4:00-4:15 Break

3:15-4:05 4:15-5:05

3. Outline of ICH GCP E6R3 (Lecture 30m.+Q&A 20m.)

Mikiko KUBO, Inspector, Office of Non-clinical and Clinical 
Compliance I

4:05-4:10 5:05-5:10 Announcement by secretariat

FDA Philippines: Food and Drug Approval Philippines  
PMDA: Pharmaceuticals and Medical Devices Agency
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