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What we can do for Pediatric Drug Development
— Past, Present and Future -

Many commonly used pediatric drugs have not been empirically tested in children.
These drugs are called ‘therapeutic orphans.” The off-label use of these drugs
increases the risk of adverse events and may overstate efficacy. National and
international agencies acknowledge the need to solve this problem but both
operational difficulties and low profit margins make pediatric drug development
difficult.

The purpose of the symposium is to share knowledge about drug development in
pediatric patients, as well as to discuss problems, regulations, and perspectives in EU,
US and Japan. It is hoped that the symposium will both encourage international
cooperation in this field and stimulate workers in Japan.

Date : October 8, 2015 (12:00-17:00)
Place : No.1 lecture hall in Gifu Pharmaceutical University (150 seats)
Address : 1-25-4, Daigakunishi, Gifu, 501-1196, Japan

Admission : Free (you may reserve your seat by contacting us in advance)
Supporters : nda , Society for Regulatory Science of Medical Products, Pharmaceutical Society of
Japan, Japan Society of Developmental Pharmacology and Therapeutics, Japanese
Society of Child Neurology
Symposiasts
Dr. Kelly A. Carroll (Research Scientist Navigator, Ann & Robert H. Lurie Children’s Hospital of Chicago),
Prof. Daniel Brasseur (Université libre de Bruxelles Hospital, EMA CHMP & PDCO member), Dr.
Hidefumi Nakamura (Director, Clinical research development center, National Center for Child Health
and Development), Prof. Zenichiro Kato (Gifu University Graduate School of Medicine, United
Graduate School of Drug Discovery and Medical Information Science), Mr. Masanori Osakabe
(Director, R&D, Nobelparma Co., Ltd.), Prof. Katsura Tsukamoto (GRS, GPU)

Cpntac’c information
Katsura Tsukamoto, PhD.

Global Regulatory Science, Gifu Pharmaceutical University
1-25-4 Daigakunishi, Gifu, 501-1196, Japan
TEL&FAX: +81-58-230-8103, email: tsukamoto@gifu-pu.ac.jp
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