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Development of Medical Devices through Collaboration between
Medicine and Industry
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Development and commercialization of dental implant which enables
long—term good prognosis by adapting to changes in oral environment
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In fiscal 2016, 1°' prototype of the developing product had designed and produced, and

the validity of design development had evaluated by nonclinical studies to conduct



mechanical safety and performance evaluation for the product. Specifically, fatigue
tests had conducted for the product in accordance with IS014801 to evaluate the risk of
fatigue strength and it had confirmed the risk of the product is equal to or smaller
than the already approved dental implants. Implantation tests also had conducted, and
risk analysis of the product had conducted again according to the test results. Finally,
surgical procedures had revised partially. In addition, protocols of 4 implantation
tests (usage simulation test) to beagle dog had developed and the tests had started.

In parallel, as the result of face—to—face advice (consultation before development of
medical device) with PMDA, the answer had shown that clinical studies are unnecessary if
the difference of efficacy and safety between existing products and the product is
confirmed by nonclinical studies. As the result, the pharmaceutical strategy had
clarified that evaluation by nonclinical studies should be accumulated, and the
footholds had gained to conduct research and development systematically in the next

years.
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