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=. {(Regulatory and Operational Insights for Clinical Trials of SaMD in Japan )
» ##% 21 #h : This seminar will provide practical insights into the
regulatory framework and clinical trial operations for medical devices in

Japan, with a particular focus on Software as a Medical Device (SaMD).
3
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Based on hands-on experience supporting over 100 SaMD and medical
device projects, the presentation will explain essential regulatory
procedures required for market entry, whether and when clinical trials
are necessary, and how to approach trial design, endpoint definition, data
collection, and quality management. In addition, the session will
highlight key review perspectives from Japan’s regulatory authority,
PMDA. Real-world case examples—such as diagnostic imaging
software—will be introduced to illustrate typical operational challenges
and effective strategies for addressing them. This session aims to equip
international participants with the practical knowledge needed to
navigate Japan’s regulatory environment and conduct successful clinical

trials for SaMD and other medical devices.
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