Purpose of Amendments

In light of recent technological innovations, in order to develop and further promote the infrastructure for research and safe provision of
advanced medical technology, measures should be taken to expand the scope of the Act on the Safety of Regenerative Medicine and to develop
the infrastructure for providing regenerative medicine, etc., and to review the scope of specific clinical research, etc. under the Clinical Trials Act.

Summary of Amendments

1. Expansion of the Act on the Safety of Regenerative Medicine and Development of Infrastructure for the Provision of Regenerative
Medicine [Act on the Safety of Regenerative Medicine ]
(1) Gene therapy without using processed cells*1, etc. is subject to the same risks of spreading infectious diseases as regenerative medicine,
etc. that uses processed cells*2 currently covered by the Act, and will be additionally covered and obliged to comply with standards for
provision, to promote prompt and safe provision and dissemination.

*1 Gene therapy without using processed cells: In vivo transgenesis or gene modification for the purpose of treating human diseases.
*2 Processed cells: Human or animal cells that have been cultured or otherwise processed.

(2) Ensure fair implementation of review by committees certified by the Minister of Health, Labour and Welfare and improve the infrastructure
of regenerative medicine, by establishing the provisions of on-site inspections and grounds for disqualification on committee establishers.
2. Review of the scope of specified clinical research, etc. under the Clinical Trials Act [Clinical Trials Act, Act on the Safety of
Regenerative Medicine]

(1) Promote smooth implementation of research, by exempting off-label use of pharmaceutical products*3 from specified clinical research under
the Clinical Trials Act and regenerative medicine, etc. under the Act on the Safety of Regenerative Medicine if the risk is the same or lower
than that associated with the use, etc. of pharmaceutical products that have been approved by the pharmaceutical affairs bodies.

*3 Use of pharmaceutical products that have been approved by the pharmaceutical affairs bodies in a manner different from the approved dosage and
administration, etc. (often used in research in the fields of oncology and pediatrics).

(2) When tests, etc. that place a significant burden on research subjects are conducted for the purpose of studying the effectiveness, etc. of
drugs used as part of the provision of ordinary medical care, appropriate protection of research subjects should be ensured by clarifying
that the research is subject to the Clinical Trials Act.

Effective date

The date specified by Cabinet Order within one year from the day of proclamation

Etc.
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