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AMED医薬品等規制調和・研究事業の成果
Report from Japanese national grant research

to promote the efficient development of pediatric medical devices

研究課題名：小児用医療機器の日米同時開発に係る課題抽出等について
目的：Purpose
1. Accelerating global clinical trial of pediatric medical devices
2. Utilization of real-world data for regulatory use of pediatric medical 

devices

• Investigation of burdens for development of pediatric medical 
devices by literature research and hearing survey from the parties 
concerned

• Proposal for solutions to challenges

方法：Methods and goals

https://www.amed.go.jp/en/index.html

結論：Results
• Burdens ; Universal issues particular to children, Profitability issues for industry
• Keywords for raising industry’s motivation;

Enough profit (enough insurance reimbursement),  Contribution to society 

Collaboration with HBD activities



HBD Think Tank Meeting
HBD Town Hall Session

 目的：HBDの成果を広く公表する場として、日米交互に開催
Meeting to share achievements of HBD Activities.
Discussion about the ongoing projects and future direction of 
HBD activities among stakeholders.

 2005年の第一回（東京）開催から、これまで計11回実施
Think Tank meetings have been held more than 10 times since 2005.
HBD East 2019 – Tokyo – December 2019
HBD West 2020 –Online – March 2021
HBD-East Online –Online–January 2022

 これまででの主なトピック
Topics have been discussed…
 Rethinking of the New Style of Global Clinical Trial
 Heart failure treatment devices, Venus stents, Paclitaxel issue, Critical limb ischemia
 Development of pediatric medical devices
 Review of SaMD devices
 Real world evidence

@ HBD East 2021

Anyone can join 
the meetings!






