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International comparative study on updating Al-based medical device
regulations: Toward optimization of product locally adaptation strategy
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ABSTRACT

We compared and visualized the evaluation requirements of artificial intelligence-based medical devices in
Japan, US, and European Union (EU). Secondary regulations added in each country additionally supplement existing
requirements and increase the differences among countries in Japan and EU, while in the U.S., they supplement
missing parts of existing regulations and provide an auxiliary line toward international harmonization. Based on this
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result, we presented options for local adaptation in product development.
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T &5 (Maak and Wylie, 2016), £ 1 HAD KT
REDZ L Z IR TIRO PR TEH L TW e, 5 2 11
ORHITHFZHFETHEO FRTLEMRT ST LT,
AT N — Z [EFRE AR O B 7 i 72 9 S ket 7z e
L. KoEMEZ EFZEENCZ0DODH %,

K 2icrLiek i, BmoHixHEZEDLET
& B EOFEELCIEF v v THRER S N, B X
% Al N\— X AR O LM B O — 1 W E U <
FREZ BT 5 e, SEBOBEIOENC K2
PIRERBIDE NI SR E MR S ND T VR E N
Teo DERD D, Zra—rN)Uiilaald B85 BRFEHIG IC 35
U % BELERETEREE T, TBIt=— A~ AE ] LT
TGO FIEKZEHES i, & LGz [V o—
INUCEEREL | LTARL— 3 Y EIRIET S0
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and Ghoshal, 1989), mizhdE O, HAR L EU I
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