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From FY2021 to FY2023, an investigator initiated clinical trial for prostate cancer was successfully conducted with significant
2



progress each year.

In FY2021, the trial preparation included completing device overview documents, finalizing contracts, and
obtaining protocol agreement from PMDA. Initial IRB approvals were secured, and the trial began in October 2021, with
patient enrollment and monitoring processes starting shortly after.

In FY2022, the trial achieved its target enrollment of 51 cases at two facilities, while maintaining rigorous quality
assurance and data management practices. Continuous evaluations were conducted by clinical pathology and imaging
committees, and preparations for the approval application and insurance coverage began, involving collaboration with relevant
medical societies and initiation of usage guidance creation.

By FY2023, the trial had completed the 6-month observation period for all participants, with thorough data
collection and analysis underway. Final patient outcomes were achieved, and end-of-study reports were submitted. Efforts
towards the approval application continued, supported by ongoing academic activities and strategic meetings with device
providers to ensure readiness for the PMDA application process. This comprehensive and collaborative approach ensured the

trial's advancement towards regulatory approval and potential insurance coverage.
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