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Topics
1. What is “HBD-for-children”?

2. Update from HBD-for-children activities
 What is the most challenging burden to develop pediatric medical 

devices for industries? 
 Classification of developmental status of pediatric medical devices
 Implementation of pediatric medical device global clinical trial 

3. Recent support from government and other organizations









Achievement of the HBD-for-children activity
The collaboration among regulatory, industry, and academia in both Japan and the U.S. 
makes the U.S.it easier to conduct global clinical trials.

The HarmonyTM TPV system (Medtronic, Inc)

The First Japan-US global clinical trial of pediatric medical device is ongoing!

Self-Expanding Stent Graft
Porcine Pericardial Tissue Valve

※ group 1： Under development









Ongoing activities

Apr, 2020～Mar, 2022

1. Finding issues and solutions of clinical trials in the pediatric field
2. Utilization of real world evidence

 Research supported by funding from AMED

“Research project for promotion of early development of pediatric medical devices”

 Collaboration with other organizations

Collaboration with other organizations from early development phase to regulatory approval of 
pediatric medical devices to promotion of a global medical device development

USA: FDA, Pediatric Development Consortium (PDC) grant programs ,etc.
Japan: MHLW, PMDA, Academic Research Organization (ARO), Japan Agency for Medical Research 
and Development (AMED) （Research on Development of New Medical Devices）, etc.






