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FDA permits marketing of artificial intelligence algorithm for

aiding providers in detecting wrist fractures
. Reclassification order for OsteoDetect (DEN180005)

N

EHRNA: 1. EBIFDAR2018F5A24 HizA—HrER AL EEEE X (artificial
intelligence algorithm) %% B 152 8l & 22 & = i & 7 2 8 2
OsteoDetect -

2. OsteoDetect 4 Imagen 2 S5 & 7 Bk e BRI K2 EEES - ZEX
BBONMBAFR Z 4 X A& (B2 posterior-anterior view &
medial-lateral view) - A AR EE 1 T(machine learning) ¥k
witEhiEgsiTam(E—EERNFHEFTRE) RE&G LFLE
RONIE - BB ER PRE& RN of S8 1R IRIGOH E IS & 22 i S 4T -

3. [ OsteoDetect SREEERIFTHPEER 22341 - #HEZEE De Novo
pathway (DEN180005)%1E - %E15%E] FDA LHRIEE O - £E
FDA It EmAIER Class [l 288 - WEII—FMWERER | W
A 22 P Y BB ki 8 B 180R| K a2 Bk B (radiological computer-assisted
detection and diagnosis software) -
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https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm608833.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm608833.htm
https://www.accessdata.fda.gov/cdrh_docs/pdf18/DEN180005.pdf
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4. OsteoDetect M Z EFmAEEER B M 0 B4R
(retrospective study)ERl - Hh—IBH5E5E38 OsteoDetect Erf
#£17 1000 5k X B 22 - W 3 (1R EREBEN 222 EnETEE
B - #BLLFHE OsteoDetect BASERI F RIS ITRVEREM ; S—IER
B Z#F OsteoDetect BAZ MR BN 24 MUERREEEMAEETT 200 Al ERZ
F2NE - MBENRLERET - OsteoDetect MASREE BN NS IKE
BN F B B TRV ER R 2R -

5. OsteoDetect H—HBI TR - WIFENAERREEENE X So 8 2 HIRE
mIRAZHER -
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