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of Pharmaceutical
ations

Held the Industry Workshop on Implementing the “Industry Statement for Clinical Trial
Ecosystem 2025”

To implement the “Industry Statement for Clinical Trial Ecosystem 2025” issued October,
2026 by JPMA, PhRMA, EFPIA, and JCROA, we held the Industry Workshop on
Implementing the “Industry Statement for Clinical Trial Ecosystem 2025: Toward Clinical
Trial Operations with Greater Mutual Understanding Through Review and Dialogue on
Japan-Specific Practices Using CTQ as a Common Language” on April 1 and April 21,
2026. In addition the four organizations, the workshop was also attended by the PMDA
Office of Compliance, medical institutions participating in the Clinical Trial Ecosystem
Promotion Project, and the Japan Society of Quality Assurance, and total 180 participants

exchanged views on advancing implementation of the statement.

In particular, this workshop used Critical to Quality (CTQ) as a common language to re-
examine clinical trial practices that have long been regarded as Japan-specific, and to engage
in candid dialogue among participants from different perspectives on what constitutes

rational and convincing practices aligned with the concepts of ICH E6(R3).

The insights and issues identified through this workshop will be leveraged in future
activities of each organization, as well as in initiatives aimed at the smooth implementation

of the revised ICH-GCP (E6(R3)).
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Industry Statement for Clinical Trlal Ecasystem 2025
-Tackling Quality Challenges and Aiming to Optimize and Streamline Clinical Trial Operations- [Oct, 2025]

In order to deliver more pharmaceuticals to Japanese patients more quickly by increasing the
number of international clinical trials in Japan, we strive to optimize and streamline the clinical trial
operations in Japan for enhancing international competitiveness.

1. Reduce unique Japanese requirements that place an excessive burden on investigator sites.

2. Share and discuss the CTQ (Critical to Quality) factors, the associated risks and mitigation
strategies with investigator sites before the start of each trial.

3. Simplify the procedures required of investigator sites to enable them to focus on critical

matters, and ensure that we can explain the background and the degree of necessity behind
each procedure.
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