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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development of the antimicrobial custom-made implant for the individual

bone morphology and defect
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Consultation in the development stage was conducted last year at the Pharmaceuticals and
Medical Devices Agency (PMDA). Consequently, Teijin Nakashima Medical Company Limited has
changed its application strategy for approval of the developed product to a two—step process:
We will apply for approval of the custom—made acetabular component alone (without antimicrobial
iodine support) first and subsequently file for approval of the component with antimicrobial
iodine support added.

This year, the processing condition of the iodine support was established for safety and
efficacy. Additionally, optimization of the manufacturing process was performed according to
risk management to medical devices. Assessment technology of the product was also established.
Consultation in the development stage at the PMDA was conducted again, and biological evaluation
of medical devices in compliance with the principles of Good Laboratory Practice (GLP) has been
proposed.

As the development of the planning process of the custom—made implant, data from mechanical
tests and last year’ s cadaver trial were assessed, and an additional strength evaluation test
and evaluation of accuracy of the shape were performed. The supplementary medical device was
also developed.

Additionally, Kanazawa University has continued the design of the clinical trial in
conjunction with Teijin Nakashima Medical Company Limited as the medical device’ s production
company. The outcome of this project has been presented at the medical meetings, both

domestically and internationally.
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