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Day 1
Wednesday, February 17
9:00-9:30 Registration

APEC CoE Workshop
PMDA-ATC Pharmacovigilance Seminar 2027

Agenda

Dates: February 17-19, 2027 venue: Tokyo

Day 2
Thursday, February 18
9:00-9:30 Registration

As of November 13, 2026
Day 3
Friday, February 19
9:00-9:30 Registration

9:30-9:50
Opening Ceremony

9:50-10:40
Session 1
Overview of Post-marketing Drug Dafety in Japan

10:40-11:30
Session 2
Outline of RMP in Japan

11:30-12:40 Lunch

9:30-11:40

Session 5 (Group Work 1)

ADR Case Evaluation/Identification of Safety Specification
- Introduction

- Group Discussion

9:30-10:20
Session 9
Signal Detection and Use of Al in Pharmacovigilace

Break

10:30-11:20

Session 10

End-to-end Labeling including CCDS Labeling Principles,
Electronic Labeling(e-product information) Initiatives, Patient Centrid
Labeling/ Product Information(PCPI) / Health Literacy

11:40-12:40 Lunch

12:40-13:30
Session 3
Development and Update of RMP

12:40-13:40
Session 5 (Group Work 1)
- Group Presentation

11:20-12:20

Session 11 (Group Work 2)
Risk Management Plan

- Introduction

- Group Discussion

- Q&A / Wrap up
12:20-13:20 Lunch
13:20-14:20
Break Session 11 (Group Work 2)
13:40-15:50 Break - Group Presentation
Session 4 13:50-14:40 - Q&A / Wrap up
Round Table Discussion Session 6 Break
Country Introduction Communication of Safety Risk Information to Patients and 14:30-15:20
Healthcare Professionals Session 12
14:40-15:30 Pharmacovigilance Methods
Session 7 15:20-16:10
Session 13

Use of Published Safety Information at Clinical Site

Break

Utilization of Real world Data for Post-marketing Drug Safety in
PMDA

Friendly Get-together

PMDA

15:40-16:30
Break Session 8 16:10-16:20
16:00-16:20 Overview of Internationlal Post-marketing Drug Safety Feedback for Day 3
Introduction of Case Studies Break
16:20-16:30 16:30-16:40 16:30-16:40
Feedback for Day 1 Feedback for Day 2 Closing Ceremony
Break
16:45-18:00

PMDA-ATC



	スライド 1

