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Development of guidance for the approval process of brand-new medical products and

regenerative medicine products

Shingo Niimi

Ministry of Health, Labour and Welfare has been conducting development of guidance for the
approval process of brand-new medical products/development of guidance for medical devices in
collaboration with Ministry of Economy, Trade and Industry as part of measures to promote practical
use of brand-new medical products since 2005. The objective of this project is to expedite the processes
from developmental process of medical devices to approval review and to introduce the medical devices
to medical front quickly. Ministry of Health, Labour and Welfare side has been making guidance for the
guide in approval process of brand-new medical products and regeneration medicine products to aim at
acceleration and facilitation of development and approval process of innovative medical products.
Twenty-two of the guidance have been issued as director of the evaluation and licensing division. The
evaluation index about safety and efficacy required for medical devices and regenerative medicine
products in progress were put together in these guidance and useful for medical devices developer to
understand the point at the approved review. Therefore, I think that the evaluation index could also
contribute to the efficient product development. The guidance about implantable artificial heart is

issued as the representative example which was useful in the approved review.
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