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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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Table 1 Change of regulatory framework where manufacturers can take the role of “sponsor”
of post-marketing clinical trials
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Table 2 Points of consideration on sponsorship in the report by the Task Group of the Ministry
of Health, Labour and Welfare five years after the enactment of the Clinical Trial Act,

dated June 3, 2022 (Summary)
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