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What can we do for accelerating introduction of innovative medical devices 
into both the US and Japan?

 efficiently collect clinical evidence by conducting global clinical trials.

 understand differences in regulations between the US and Japan

 build and use a solid relationship among academia, industry, and regulatory
agency.  

HBD-WG helps developers to 

＜Examples＞
 Drug-eluting peripheral stent, "Zilver®" produced by Cook Medical
 Bare metal peripheral stent, "Misago®" produced by Terumo Corporation
 （HBD-for-Children) Transcatheter pulmonic valve, “HarmonyTM TPV system” produced by 

Medtronic Inc. 
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Expectation for future global development

 We all recognize not only the advantages but also the disadvantages, based 
on the practical experience such as Misago® and Zilver®.

 Cooperation among academia, industry, and regulatory agency in both the US 
and Japan is essential for proper evaluation of the device and promotion of 
global development.

 The global development efforts are expected to become more active, based 
on the practical experience.
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