Clin Eval 53 (2) 2025

Eﬁﬁﬂ: ﬂ/f 2024 EEQIE % tﬂﬁ) u%% 73
BREEEZIES L @Eél’ﬁ%ﬁ’é ukC

FETHRTF =FF D?z INE Fig? !
JVITI a B A s I
i/l B BEH shed" S HFY

1) #hRNERRR

2) Piktd & OMEEFHAT - SHERE LA 93

3) HMRZEE A E BRI P 2 v 4 —

4) XAF 4 ATy kR

5) S E R T T

6) BEIREASE L b ay A L LRI v & —

7) ANDISA F T 7 — A et

8) AW A A AMFZE 24 Wbt

)

9) RSB AR T AT

The 2024 revision of the Clinical Trial Act: Focusing on pros and
cons on a company-sponsored trial in the framework of the Act

Chieko Kurihara?**?  Mariko Mimura?*?  Hideki 0i?*!

Shunji Ogawa

Gen Shinoda” *

¥*1 Takashi S. Komatani®*'®  Tomoko Kondo® **

9) *2

¥*1  Kyoko Imamura®

' Hiroyuki Taruno

1) Kanagawa Dental University

2

Nishimura & Asahi

3) Kyorin University Hospital
4) Medical Edge Co,.LTD.

6) Joint Research Center for Human Retrovirus Infection, Kagoshima University
7) Merck Biopharma Co., Ltd.

8) Cancer Institute Hospital of Japanese Foundation for Cancer Research

9) Japanese Institute for Public Engagement

)
)
)
)
5) Takashima International Patent Office
)
)
)
)

*1

*2

* 3

HARBUSE R 25
(JAPhMed))

RE (O

Clinical Development Committee, The Japanese Association of Pharmaceutical Medicine

FRIRIFZE ) 2 27 & BEF2% 2 (Clinical Research Risk Management Study Group)
R RFER EENA 2 X—=32 g V%R - WSt K% (Graduate School of Science, Technology and

Innovation, Kobe University, and Doshisha University)

—323—



ERPREFM 53%&2%5 2025

Abstract

Background : The major points of the amendment in June 2024, which was enacted on May 31, 2025, of
the Clinical Trial Act (established in 2017) include: (1) expanding the Act to cover observational studies
that impose a significant burden on research participantst; (2) the low-risk clinical trials involving off-label
use of approved products are excluded from the scope of “specified clinical trials”; (3) introducing a newly
defined “sponsor” role; (4) strengthening conflict-of-interest management; (5) partially revising adverse
event reporting periods; and (6) increasing visibility of the Certified Review Board (CRB). Among these,
item (3) has raised considerable discussions.

Objective : To clarify the pros and cons of designating a manufacturer as a “sponsor” and other important
implications through the amendment of the Act.

Methods : Literature review and discussions among members of the study groups (Clinical Development
Section of the Japanese Association of Pharmaceutical Medicine and the Clinical Research Risk
Management Study Group), along with organizing a seminar to discuss the related topic.

Results : Focusing on the issue of sponsorship, several points for improvement-both for practical conduct
of research in revised regulatory framework and future reform of the framework-have been clarified.
Conclusion : The legal framework where the manufacturers can take the role of “sponsor” is strictly
limited, and the decision regarding its justifiability should not be left only to individual CRBs. Rather,
consultation with the regulatory authorities should be promoted in order to clarify the path from a study
under Clinical Trials Act to further studies under the Good Clinical Practice Ordinance, ultimately aiming
at product approval. In addition, there is a need to establish a comprehensive framework based on ICH-
GCP and the Declaration of Helsinki to protect research participants and to produce valuable research
results.
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