;iﬂg AT - [EE B e
angle.com tw HE [JriEgErtEE] http://www.angle.com.tw/

BEERNE
@ BB FREF R] I —
D HARERE A LR SR

The Conditional and Termed Permit License Approval on
Regenerative Medicine Preparations-In Comparison with the
Japanese Act on Securing Quality, Efficacy, and Safety of
Products Including Pharmaceuticals and Medical Devices
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After the Executive Yuan submitted the drafts of the
Regenerative Medicine Law and the “Regenerative
Medicine Preparation Law” to the Legislative Yuan for
review on February 16, 2023, it immediately triggered
criticism from all sides regarding the draft of the
Regenerative Medicine Law. This ultimately resulted in
both bills failing to pass the legislation in this session.
Although the draft of the Regenerative Medicine
Preparation Law is not the focus of public opinion, whether
the Conditional and Termed Permit License Approval,
which can be regarded as a characteristic of such bill, is
perfect should also be worth attention. This article intends
to analyze the relevant issues implied by our country’s
draft Conditional and Termed Permit License Approval
by comparing applicable provisions of Japanese law, the
Executive Yuan’s 2022 draft of the Regenerative Medicine
Preparation Management Law, and the aforementioned

Regenerative Medicine Preparation Regulations draft.
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