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International Symposium on Pediatric Drug Evaluation
and Clinical Pharmacology

Date and time: June 30, 2018, 08:15 to 18:15 (7:45 Registration open)
2018 & 6 A 30 B (£)8 B 15 43 —18 B 15 73 (7 B 45 73 ZAFBfLR)

Venue: Main Auditorium
National Center for Child Health and Development (NCCHD)
2-10-1 Okura, Setagaya-ku, Tokyo, JAPAN 157-8535
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% Use the Emergency Room Entrance at the west side of the hospital.
http://www.ncchd.go.jp/access/index.html
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Registration fee: free SMNEEF

X Japanese—English simultaneous translation will be provided.

LHFERE-ZERARDOREBERNAVES,

Program
07:45-
Open for registration S2{1 Btk
08:15-08:30
Opening remarks BEEE
Takao Takahashi President, Japan Pediatric Society

Congratulatory speech by a guest of honor FEEI (FFE)

Makoto Suematsu  (TBC) President, Japan Agency for Medical Research and Development

08:30-10:00
1. Networks for pediatric drug development and possible collaboration
INEERESEARRYET—) LEFRER
Chairs: Mark Turner, University of Liverpool,UK

Hidefumi Nakamura, NCCHD

1) Japanese situation Masao Nakagawa, Kyoto Kizugawa Hospital


http://www.ncchd.go.jp/access/index.html

2) EU, Connect4Children Mark Turner, University of Liverpool, UK
3) US Edward Connor from iACT and/or from other network, US

4) Discussion
10:00-10:20 Coffee Break
10:20-11:50

2. International Neonatal Consortium and better medicines for neonates

HERERBRARERS VROV LDES

Chairs: Karel Allegaert University of Leuven, NL
Kusuda Satoshi Kyorin University
1) Introduction and overview Mark Turner, University of Liverpool, UK
2) Adverse event grading Karel Allegaert, University of Leuven, NL
3) Data Work Group Shinya Hirano, Osaka Women’s and Children’s Hospital

4) PMDA: collaboration with FDA/EMA Junko Sato, Pharmaceuticals and Medical Devices Agency

11:50-12:50 Lunch Break (Lunch will not be served)

12:50-14:30
3. Pediatric Clinical Pharmacology Research toward Precision Dosing: Now and Future
IMNRIEERETE BRI A R

Chairs: Tsuyoshi Fukuda Cincinnati Children’s Hospital Medical Center, US

Sara Van Driest Vanderbilt University, US
1) Pediatric Pharmacogenomics: Getting To and Beyond Genotype-Guided Prescribing
Sara Van Driest, Vanderbilt University, US
2) Clinical evidence essential to PGx informed Precision Medicine in Pediatrics
Keiko Hikino, RIKEN Center for Integrative Medical Science
3) Antibiotic pharmacometrics in pediatric patients: What is needed at the frontline of clinical practice?
Kensuke Shoji, NCCHD
4) Population Model-Based Approach in Neonates and Infants: Tips, Tricks and Traps
Wei Zhao, Shandong University, CN
5) PBPK modeling as a knowledge-integrating methodology: Tips in Pediatrics
Chie Emoto, Cincinnati Children’s Hospital Medical Center, US
6) Sample size and other design considerations for PK/PD studies in children

Hanneke van der Lee, Emma Children's Hospital, NL

14:30-14:50 Coffee break



14 :50-16:20
4. Toward the international collaboration for better pediatric formulation
INRFIF R E QERREEIST T
Chairs: Takahiro Matsumoto, Daiichi Sankyo
Junpei Saito, NCCHD
1) Paediatric formulations: Challenges or opportunities

Catherine Tuleu UCL School of Pharmacy, UK

2) The current status and issues of pediatric formulation in Japan
Junpei Saito NCCHD
3) Introduction of drug products with some pharmaceutical technologies
a  Coating of granules and pills for taste masking
Masanori Kobayashi Astellas Pharma Inc.
b  Design of functional granules
Shin Sugimoto Kowa Co., Ltd.
4) Pharmaceutical technology to support pediatric formulation development
¢ Fine particles coating technology for targeting pediatric drug ormulation
Shigemi Isobe Freund Corp.
d Continuous fluidized bed apparatus CTS-SGR capable of continuous production of fine particle
API Granule for mini and/or OD tablet manufacturing
Naotoshi Doi Powrex Corp.
5) Prospects for Collaboration of Pediatric Formulation Research
Tsutomu Harada Showa University

6) Discussion

16:20-17:50
5. Training and Education

INRERFELBRREBTMOBE -FL—=2T
Chairs:  Shinya Ito The Hospital for Sick Children, CA

John van den Anker University of Basel, CH, and Children’s National Medical Center, US
1) Introduction Shinya Ito, The Hospital for Sick Children, CA
2) Training/Education at C4C Francesca Rocchi (TBC), Ospedale Pediatrico Bambin Gesu, IT

3) Chinese situation Wei Zhao, Shandong University, CN

4) African situation Natella Rakhmanina, George Washington University, US
5) Japanese pharmacists Toshiya Fuke, Ozawa Hospital

6) Japanese pediatricians Masanobu Takeuchi, Yokohama City University

7) Perspective from the Japan Society for Developmental Pharmacology and Therapeutics
Kou Kawada, Setsunan University

8) Discussion



17:50-18:10
6. Discussion/Scope for the future ¥ &5

18:10

Closing remarks IS
Kazuyuki Saito, Director, Center for Clinical Research, NCCHD




