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The Drug Evaluation Committee of the Japan Pharmaceutical Manufacturers Association, The Clinical subcommittee of Science and Regulatory
Committee of Pharmaceutical Research and Manufacturers of America, The Technical Committee’s Clinical Sub Committee of the European
Federation of Pharmaceutical Industories and Associations, Japan CRO Association

Industry Statement for Clinical Trial Ecosystem 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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