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fii % BMAbstract

I AL ki [ Tl Regenerative Medicine Promotion Act was promulgated and came into force in 2013.

HARFAERE RS RGEE-RBEE Based on this institutional framework, the Act on the Safety of Regenerative Medicine was passed approved by
HABAEFESS FSE 3272 E Japanese Diet in November 2013, and came into force in 25th November 2014. The Act on the Safety of Regenerative
WAL 2T IS vy — FHIEEES TSy b h— A% 1ovh XEEE Medicine covers cell therapies those safety and efficacy have not been established and purpose of therapy is

classified as one of the followings: (1) technologies intended for reconstruction, repair, or formation of structure or
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ol i functions of the human body or (2) those intended for treatment or prevention of human diseases by use of processed
cells. The Act on the Safety of Regenerative Medicine will be applied not only to clinical trials but also cell
therapies administered in daily practice outside of national health insurance.

In the Act on the Safety of Regenerative Medicine, regenerative medicine is classified into e categories, “class 1
regenerative medicine”, “class 2 regenerative medicine” and “class 3 regenerative medicine” depending on the
degree of effects on human life and health, and necessary procedures are stipulated for each category. Furthermore,
manufacturing of specified cell products will be controlled by licensing system (notification system for medical
institutions), and medical institutions must entrust a licensed organization or an organization who submitted a
notification when entrusting manufacturing of specified cell products.

In Aesthetic plastic surgery, regenerative medicine such as adipose-derived stem cells or platelet-rich plasma is also
covered by the Act on the Safety of Regenerative Medicine. In this time, overview of the Act on the Safety of

Regenerative Medicine, and the relationship with aesthetic plastic surgery are introduced.
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