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(3 FE) Research on regulation of Standalone Software as a Medical Device
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Before revised PAL, Medical devices were only combination of hardware and software is
regulated. By revised PAL, Standalone Software would also be regulated. The revised PAL is
called "Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices,
Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics (PMD
Act)".

In this research, investigating regulatory trends in the U.S. and Europe and the actual situation
of newly approved products in Japan, it was aimed at providing information contributing to the
operation in the PMD Act of Standalone Software in Japan.

In carrying out this research, formed a research group consisting of experts from industry,
academia and government, gathered information, and made guidance and document proposals.
As a result of research, we examined the concept of guidance on securing cyber security of

medical devices and approval review for software Life Cycle Processes.
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