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The purpose of this study is to clarify the quality level for the efficient

application of regulatory approval for advanced medical care B, taking into account discussions with
regulatory authorities such as the PMDA and the Ministry of Health, Labour and Welfare. From fiscal
year 2020 to 2023, we developed procedural documents and forms for quality risk management,
improved the quality of monitoring and data management, and examined methods for utilizing specified
clinical trial data for regulatory applications. This research clarified the quality level of
advanced medical care B, leading to more efficient and cost-effective trials. In addition, staff
training and guideline development were conducted, improving the overall awareness of quality
management within the organization. Furthermore, we continued to support advanced medical care 2
trials and verified the executability of quality risk management.
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