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Firstly, we assisted holding the joint committee of the next-generation evaluation index and the R&D guidance
of medical devices whose purposes were to approve new themes to formulate next working groups and to check
the progress of ongoing working groups of both the next-generation evaluation index and the R&D guidance.
The committee was held twice in every fiscal year.

Secondly, we organized the preliminary review working group to select the new or revised thema candidate for
the R&D guidance and report the selected thema candidates to the joint committee. This working group
consisted of five committee members, who were the experiences of the R&D guidance projects and the
academic and industrial intellectuals of medical devices, and the administrative which was held eight times in
2023fy and seven times in 2024fy. This working group selected six thema candidates in 2023fy and seven thema
candidates in 2024fy for the R&D guidance based on the results of the top-down research and the bottom-up
research with the administrative opinions. For the top-down research, we investigated the trend of domestic
and foreign administrations for the R&D of medical devices and their guidance. We also performed hearings
from the domestic affiliates of the R&D of medical devices. We gathered up those findings. For the bottom-up
research, in 2023fy, we reanalyzed proposed themes of R&D guidance that had been collected by a large-scale
public survey conducted in 2022fy. We also analyzed new proposed themes of the R&D guidance obtained by



the call for opinions conducted by AMED. In 2024fy, we conducted a large-scale public survey to collect
proposals for new or revised themes of the R&D guidance, targeting industries, companies, academic societies,
and individuals concerning medical devices. We also analyzed those themes. Furthermore, we organized a
public seminar for R&D guidance every fiscal year to provide information and discuss regarding the selection
of new and revised themes.

Finally, we assisted the newly organized working groups of the R&D guidance. We explained the
implementation of the working group for the preparation. We also participated in the meetings of those

working groups.
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