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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development, industrialization of the stent for the intracranial artery

stenosis treatment

WrZehHEH Y E KRt Biomedical Solutions  AAFEHUGHER IEAK At
FrlE &Mk k4 : Biomedical Solutions Inc. CEO Kazuya Shobayashi
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For this year, our first prototypes were designed and evaluated for optimizing of stent
specification following FDA guideline and ISO standard. Furthermore, design modification was
also conducted for adaptation of mass production process management.

Computational simulation based on FEA (finite element analysis) was conducted for
designing of first prototyping. Moreover, actual stent prototypes was fabricated, and design
evaluation was conducted based on medical device standards (FDA, IS0, ASTM). For stent design
evaluation, stent physical properties including Af measurement, dimensional evaluation,
radial force, tensile strength, durability testing were performed. Biocompatibility testing
was also performed in this project

As a functional evaluation to investigate device usability, in vitro and in vivo studies
were conducted by using artificial human arterial model and animal study.

Second prototyping will be performed to make design modification though overall testing

summary obtained by design evaluation descried above for next year.
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