IQ Japan Subteam MIDD Workshop @

A New Era for MIDD Opened by the ICH M15 Guideline

Organized by: IQ Japan Subteam | In collaboration with the Mathematical Pharmacology Symposium

Supported by: Pharmaceuticals and Medical Devices Agency (PMDA) / Japan Pharmaceutical Manufacturers Association (JPMA)

(f’f&?‘sﬂ. . ’E es

General Session 10:00 - 12 10

Time Session

10:00 - 10:10
10:10 — 10:35
10:35 — 11:00
11:00 — 11:25
11:25 - 12:00
12:00 — 12:10

Expert Session 13:30 - 17:20

Opening

Introduction to ICH M15 Guideline.(Jenny Chien, Eli Lilly and Company, ICH M15 PhRMA expert)
Vetting MIVD and Vaccine Vitality via Varied Verifications (Jeff Sachs, MSD, ISoP)
Japanese Submissions Under ICH M15 (PMDA)

Panel Discussion

Closing

Session

Lunch Break 12:10-13:30

13:30 - 13:40
13:40 - 14:00
14:00 — 14:20
14:20 — 15:20
15:40 - 17:10
17:10 = 17:20

Registration Period: June 4 (Thu) - June 30 (Tue), 2026 [https://forms.gle/NPPugiijhuGZG4CU6]

Opening & Orientation

Model Credibility in QSP (Steven Chang, Simulations Plus, ISoP QSP Model Credibility WG)
Q&A with International Guests (Jenny Chien, Jeff Sachs, Steven Chang)

Group Work

Group Work Presentations & Plenary Discussion

Closing

Register here >
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