(A4 )

IL.
%

[16he1302040h0001]
R 294 5 H 26 H

Rk 28 A E 0 & OGEMF 2R BH O3 Rk R oW 5 E

N E

¥ 4 ETEEE bR
Development of Medical Devices through Collaboration between Medicine and

Industry
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Developments and overseas expansions of the global-standardized hip replacement

from Japan by the nanobioengineering
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Wataru Yamanashi, Manager, Design & Development Department
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The hip prosthesis planning development in the United States by this project has been already
marketed in Japan, but it is necessary to be able to explain that it meets requirements in
the United States for the U.S. Food and Drug Administration (FDA) at the same time as it is

necessary to change it in adapted specifications in the United States because the requirements
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to pharmaceutical regulation and product are different in Japan and the United States. In
2016 fiscal year, the product specification examination, and various data and the evidence
acquisition as soon as possible were aimed to satisfy requirements in the United States.
Specifically, the project carried out the examination of a product specification and the trials
of mass production and the process, and the evaluation of the physical chemical characteristic
to adapt to pharmaceutical regulation and requirements of the United States and an
international standard (IS011607-1). Moreover, the CLP biological safety evaluation based
on the risk assessment adapted the revised latest international standard (IS010993) and an
evaluation of stability and the durability (including the mechanical safety) were performed.
In addition, the project carried out the pharmaceutical consultation by the Pre—submission
program of FDA. As a result, a clinical trial in the United States became needless, but it
was demanded enhancement of the non—clinical data as a condition for pharmaceutical (510(k))
application. Because an operation technique was different from Japan in the United States,
the project examined the appropriate operation method and the manufacture of necessary

surgical instruments.
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