FDAGE{f T BB T B

-

FEE LY ERE (US. Food & Drug Administration, FDA) 1£20214E1 H12 H#AA R A L EERBReshf g ey " A s /e
TEhEFEE | (Artificial Intelligence/Machine Learning (AVML)-Based Software as a Medical Device (SaMD) Action Plan) - i {7@hEtEAYHE
SHRFDASL By iR P SN SE i E BUAR M SR 22 s M #i#e (Software as Medical Device, SaMD) » EATRERIE2HE T - ol AN
Fuﬂ H L B AR IILL§20195ELX§E » FDAE SN iR EEZem s DIZEnBR A S ResMEiefieE " LilipieE 5% - &
BABEEET | EEEHE

20197F4F - FDASER T T N TR/ e S B4 B B M Ra 8 o > A A —5 5 s #F,  (Proposed Regulatory Framework
for Modifications to Artificial Intelligence/Machine earning (A/ML)-Based Software as a Medical Device (SaMD) - Discussion Paper and
Request for Feedback) - [th—sEsIEEAYSCORE R » R ARIRS FI1E E AT A e " BARTE 2 B %Mt E ,  (pre-determined
change control plan) - FIBHLITA%Z @ (1)SaMDTESLAHES (SaMD  Pre-Specification, SPS) : & [ILE LA ATEE ~giﬁiiﬁiﬂ (40 - EgAE
TF ~ 1RRE - ERERE) - %%‘%%ﬁﬂ ; (@i;ﬁ%ﬁi SEHAZR (Algorithm Change Protocol, ACP) : f1&% *%fff ZRERAE ~ BRI > DU e
ﬁﬁf?ﬂfﬁﬁ‘;”é Lk d ey T oE

R4 U\Ifﬂ**ﬁf&aﬁﬂ TEETE ) WARL - TERETEZETEEGETE ) BN (BEREERAEN) WRIERGA SR W E
B R S R SE S HIAE E* FDARHRIZU RSB 5 - 20214 DARTIER R A B T B es S EiifgBEnyfss [522€ (Draft
Guidance) - IiffEFTItEERAEHAE - B ERVARRNITE -

Y
-

a+ I Wi
1@ {Hﬂ

I T‘[j”ri"l’!
£ Aificial Intelligence/Machine Learning (Al/ML)-Based Software as a Medical Device (SalVD) Action Plan (2021)

&2 Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine earning (A/ML)-Based Software as a Medical Device (SaVD) - Discussion
Paper and Request for Feedback (2019)

[ 202375722 i amE ] Al BRI B Chat GP T A il Bl A S 24
RSt iR (EPVE | SRS

RIS RIE D =&

(48 135] M3F THral PR G| X el e 2 Bt E) | SR e
[JEE5] M3 ARG s T BUT S Bt s) | sREHE
[FEEr5] 1136 TRl PR G s mit T BT 2 B g | SR
1S RIER - TR R R B

[FaEr5] M3 TRl PR G s mit T BT 2 B gy | SR
[JEE5] M3 ARG s T BUT S Bt sh | sREHe
[RE5] M3 T ARG S a a7 BT 2 B gy | shiA e
[Z1655] M3E AR E s i

[ZH35] ME Al PRS- s i e

(=5 ] 13 R AR - E s s

lillllllllili


https://www.fda.gov/media/145022/download
https://www.fda.gov/media/122535/download
https://stli.iii.org.tw/news-event.aspx?no=16&d=1201
https://stli.iii.org.tw/news-event.aspx?no=16&d=1261
https://stli.iii.org.tw/news-event.aspx?no=16&d=1262
https://stli.iii.org.tw/news-event.aspx?no=16&d=1269
https://stli.iii.org.tw/news-event.aspx?no=16&d=1270
https://stli.iii.org.tw/news-event.aspx?no=16&d=1271
https://stli.iii.org.tw/news-event.aspx?no=16&d=1276
https://stli.iii.org.tw/news-event.aspx?no=16&d=1277
https://stli.iii.org.tw/news-event.aspx?no=16&d=1278
https://stli.iii.org.tw/news-event.aspx?no=16&d=1279
https://stli.iii.org.tw/news-event.aspx?no=16&d=1283
https://stli.iii.org.tw/news-event.aspx?no=16&d=1284
https://stli.iii.org.tw/news-event.aspx?no=16&d=1285

& B

LR - 20214034

U.S. FOOD & DRUG ADMINISTRATION[FDA], Artificial Intelligence/Machine Learning (Al/ML)-Based Software as a Medical Device (SalVD) Action Plan (2021).
https:/imww.fda.govimedia/145022/download (last visited Jan. 27, 2021)

U.S. FOOD & DRUG ADMNISTRATION [FDA], Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine earning (Al/M_)-Based Software
as a Medical Device (SaMVD) - Discussion Paper and Request for Feedback (2019). https :/mwww.fda.govmedia/122535/download (last visited Jan. 27, 2021)

< i )



https://stli.iii.org.tw/coworker-detail.aspx?no=73&d=587
https://www.fda.gov/media/145022/download
https://www.fda.gov/media/122535/download

	FDA發佈人工智慧/機器學習行動計畫

