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Al (Artificial Intelligence) medical devices are being developed all over the world. In the United
States, a number of Al medical devices have been approved, and it is believed that research and
development is progressing. It is important to understand the approval trend in the US in order to
promote the research and development of Al medical devices in Japan in the future.

In this study, a survey was conducted on approval trends of Al medical devices approved by the
U.S. Food and Drug Administration (FDA), including an overview of approved devices, areas of
practice in which they are used, types of approval applications (510(k), De Novo, PMA), and
clinical value.

FDA-approved Al medical devices were compiled from multiple papers. (January 1, 2016 to May
31, 2021) The results were then examined in terms of the number of approvals, areas of practice,
and the implementation of clinical trials.

As aresult, the number of Al medical devices approved by the FDAwas 296. By application type,
510(k) was the most common with 279 (94% of the total), De Novo with 14 (5%) and PMA with 3
(1%). By clinical area, radiology was the most common with 200 cases (67% of the total),
cardiovascular with 41 cases (14%), and neurology with 18 cases (6%).

These results suggest that most of the approvals of Al medical devices in the U.S. are 510(k),
and these categories fall under of no clinical improvement or generic medical devices in Japan.
On the other hand, Al medical devices approved in Japan were surveyed, and most of them were
not certified or improved clinically. This suggests that there is not much difference in the approach
to regulatory of Al medical devices between the US and Japan.

In order to promote the development of Al medical devices in Japan, itis important to understand
the trend of each country and to incorporate new knowledge.

This research paper is intended to be a material for research and discussion. It may be cited and discussed for research

purposes, but any damage or loss caused by citing and/or discussing and/or referencing it is not compensated by the author,

Japan Association for the Advancement of Medical Equipment, and/or the Medical Device Strategy Institute.

The opinions and/or ideas described in this research paper are the author’s and do not represent the official views of the Japan
Association for the Advancement of Medical Equipment and/or Medical Device Strategy Institute.

This is an Executive Summary. The full text is distributed to supporting members of the Medical Device Strategy Institute.
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