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FDA Releases Artificial Intelligence/Machine Learning Action Plan

1. =B FDA R 2021 £ 1 H 12 HASHRERAALES/HKREE

(A/ML) 2z B & 2% » 8 §2 (SaMD) W 17 &) 5t = (Artificial
Intelligence/Machine Learning (Al/ML)-Based Software as a
Medical Device (SaMD) Action Plan)- #fatt =B FDA ¥ fE F§ Al/ML
AJ SaMD RUER B4 -

IEtEM T EZRELE MEBMERIBERARERENRIE
g A/ML BiTEAREARE ZBAEGERERE - JAREN
1% SaMD EmAanEHA(total product lifecycle)E1THR &R EEES
208 - B UERENSEERINNERURT SBEIR I NIRERSE
Z% - WWITHEEREERENER M AEEEERT -

LETEN A EEIE 5 KAkt -

(1) HEZZNEERAE  SEEhELRI ZEF TGS

b e

(predetermined change control plan)E# &2 - DIARSZH

EEE Ry R #BEE (for software’s learning over time) -

(2) TRERWEEZHEH(good machine learning practices) -
AHE M EFTEANESREEER)

(3) BEUZBERPLNEEED BEBESVMENRNERENS
AR -

(4) RENFMERAESHREZEERZNAE -
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(5) BE B # & & I8 (real-world performance) #9 B5 1% &t %4
(monitoring pilots) & -

4. T AHEZEHE 2019 F 4 Bryatiw X4 Proposed Regulatory
Framework for Modifications to Artificial Intelligence/ Machine
Learning-Based Software as a Medical Device FT{SEIRIEIEE - 1M
i AV[C]FE -
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