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Abstract

Medical devices are regulated medical products and should be strictly approved by regulatory
authorities before entering the market. In the process, their intended use and performance are
verified, and they can only be used in the clinical field within the scope of the authorization. In
recent research, Al models such as large-scale language models and vision-language models
have become huge, and the general use of generative Al has become possible, and the
consistency with the existing regulatory framework has begun to be inconsistent. The purpose
of this presentation is to share recent research trends related to generative Al as medical
devices and to highlight issues in the regulatory framework.
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Dr.Chungkeun Lee received his bachelor's degree from Yonsei University's Department of
Biomedical Engineering, and his master's degree and doctorate from the Department of Electrical
and Electronic Engineering. He is currently in charge of the review process for premarket
approval of AI/ML enabled medical devices at the Ministry of Food and Drug Safety (MFDS) and
participates in the AI/Machine Learning Medical Devices Working Group of the International
Medical Device Regulators Forum (IMDRF).



