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Opening Remarks  Takao Yamori (Director of Center for Product Evaluation, PMDA)
Hideyuki Okano (Dean, Keio University School of Medicine)
#IE Lectures
2-1. THTIT Ry v ay | ER B BS  (ERLERESRRSHE)
Academia Session / Chair : Mayumi Shikano (Associate Center Director (for Advanced Review
with Electronic Data Promotion and Science Board), PMDA)
1. Modeling and Simulation in Pediatric Drug Development: Application of
Pharmacometrics to Define the Right Dose for Children
TLXHP U E— T oA (T T 4 /hNRRRR)
Alexander A. Vinks (Professor of Pediatrics and Pharmacology at the University of
Cincinnati, Cincinnati Children’s Hospital, USA)
2. Drug-Disease Modeling Applied to Drug Development and Regulatory Decision Making
in the Type 2 Diabetes Mellitus Arena
ATF 77y valv b (7 UXKRE)
Stephan Schmidt (Assistant Professor at the Center for Pharmacometrics and Systems
Pharmacology, University of Florida, USA)
3. Pharmacometrics and Systems Pharmacology of Anti-Cancer Drugs
RFAVR AV¥y— (ma—I—=7NKRPENy T 7 m—)
Donald E. Mager (Associate Professor of Pharmaceutical Sciences, University at Buffalo,
SUNY, Buffalo, USA)
4. Wrap-up: Progress in Modeling Science and Methodology
BNE T (BEEREART)
Yusuke Tanigawara (Professor of Clinical PK/PD, Keio University School of Medicine)
22. VX¥aZ M) —kyvar | EBR W)IR N (BERBAKRT)
Regulatory Session / Chair : Yusuke Tanigawara (Keio University)
1. Contribution of Modeling and Simulation in the Regulatory Decision-Making
V4775 N (FDA)
Vikram Sinha (Director of Division of Pharmacometrics, Office of Clinical Pharmacology,
U.S. Food and Drug Administration)
2. Role of Pharmacometrics in Drug Development and Regulatory Review: PMDA
Perspectives
K WSE (EG RIS S REAE)
Naomi Nagai (Principal Senior Scientist (for Pharmacokinetics), PMDA)
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Panel Discussion / Co-chairs : Yusuke Tanigawara & Mayumi Shikano
K E All Speakers (RRNVT A4 ATy a yDRERHY)
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Closing Remarks Yusuke Tanigawara (Keio University)



