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- IMDRF AIMD(Artificial Intelligence Medical Devices) 

Working Group & 국내운영추진단 부팀장

- IMDRF SaMD(Software as a Medical Devices) 

Working Group & 국내운영추진단 위원

주요 약력

안녕하세요?
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기술의 성장 속도 VS 규제의 변화 속도
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MFDS: + 101 FDA: + 130 
* 2015~2020년말 기준
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Local VS Global Model Change
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Change 

Dynamics
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Intentional 

user-initiated 

substantive 

change
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VALIDATION

Medical Devices DevelopmentML Model Development

객관적인 증거의 검사 및 제공의 확인Data Curation or Model Tuning
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IMDRF SaMD Working Group
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Healthcare Regulatory Strategy

Predictable

Faster

EasyLow Cost



Thank you


