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Abstract

This study examines the trends of Al/ML medical devices approved by the FDA from January 2023 to June 2024, with a
particular focus on products developed by South Korean companies. Utilizing the FDA's 510(k) approval database alongside the
Al/ML-enabled medical device list, we identified a total of 324 Al/ML-enabled devices (6.7%) among 4,822 total approvals.
The findings indicate that the United States led in Al/ML-enabled device approvals with 136, while South Korea ranked third
with 21 approvals. A significant portion of Korean Al/ML-enabled medical devices, specifically 19 (33%), was concentrated in
the field of radiology following global trends. This reveals South Korea's AI/ML medical device strength in radiology but
highlights a need for expansion into other medical specialties. The study delivers an objective analysis of the entry of Korean
AI/ML medical devices into the US market, providing foundational data to support the development and international
competitiveness of Korea's medical device industry. Although there are limitations regarding the data scope and timeframe, this
research offers valuable insights for industry strategy and government policy in the rapidly evolving landscape of Al/ML-based

medical devices.
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