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Abstract: 

With the harmonization of ISO 13485:2016 into domestic regulations, usability 

engineering has become a mandatory component of the Good Manufacturing Practice (GMP) 

certification for medical devices. All medical devices are required to undergo usability testing, 

the design flaws or user errors identified during these tests are part of the design 

documentation and are not disclosed. Furthermore, both domestic and international regulations 

have limitations in clearly classifying adverse events and incidents related to device use, making 

it difficult to identify potential risk factors. Therefore, it is necessary to retrospectively analyze 

usability test results and identify and assess the risk factors that arise from user characteristics 

or environmental conditions. In this study, we present two cases of retrospective analysis of 

usability testing conducted on home-use medical devices and provide insights for future 

considerations in the design of personal medical devices. 
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