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Abstract:

Medical devices have unique characteristics that distinguish them from general consumer
products, and they must comply with medical device laws specific to each country. The concept
of usability is being introduced as part of regulatory requirements in different countries. Beyond
regulatory demands, there are several reasons why usability characteristics must also be
considered. This study aims to review the well-established usability systems for medical devices

and identify the appropriate ways to apply them for biomedical engineers.

Brief Biosketch
Bachelor: Biomedical Engineering, Yonsei University

Master: Medical Device Engineering and Management, Yonsei University
Jul. 2009 ~ present: Department of Medical Device Development Support
2023.01 ~ 7Y CHote| 27| 7| M8 H T SE A

2015.03 ~ ®XY. 2|2 7|7|ALEHeHY A FRAL
2018.11. ~ K. St=o| 27| 7| EE &
2022.06. ~ XY, 2ZEESI[A}

2022.08. ~ HxY. st

2023.11. ~ A AL EHASH X2



