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Abstract:

The medical device usability engineering process that applies the international standard IEC
62366-1 has been compulsorily applied in Korea since 2019, and has been applied differentially
by grade from 2021. The usability process is another regulatory barrier for domestic medical
device manufacturers, and it is difficult to implement.

The purpose of this article is to provide an overall understanding of the medical device usability

engineering process and explain why medical device usability should be applied.
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