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Abstract: A scientific supervision system enhances vigorous and standardized development of emerging things. Artificial intelligence-
based software as a medical device (Al-Based SaMD) is an important product in the health field enabled by artificial intelligence (AI).
As Al develops further, its unique black box algorithm and independent learning ability have posed major supervision challenges. Al-
Based SaMD supervision needs to keep pace with the times and a more scientific supervision strategy is urgently required to minimize
the adverse events of Al-Based SaMD and their risk impact. This article summarizes the current status of supervision systems and
supporting resources of Al-Based SaMD in China and abroad considering the difficulties in algorithm change management, quality
control, and safety traceability. In addition, we explore the problems and challenges of Al-Based SaMD in China. Furthermore, we
suggest that the Al-Based SaMD supervision and support systems should be improved in China to overcome the disadvantages of post-
market supervision.
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M7 BE FH AT (SaMD) SN T R T 54 il
Mm@ EN BRI R T A AR
J7 I — 28 [1]. BEE N TR BERAR I Pk
RIERGIEE, HT N T GERAR ML 2 H K
PRIETEPOE R R . tHFEHE N LMl —H# A\ T
BRE ST R R, BLEE R L R A B2
A B — S U2 W B . IRIRAL AR R G 0
L7832 W R0 M 28 0 P 28995 212 W 2 b R R R
ZWE S 2], N TR (AD FrH R ae e
TR TR I SRR ) TR (3], ik
EEEMAMBBEERRE (FDA) iR Al k&
A1 S ] 55 A 1D R [ B R T A A MR A LA IR iR
(IMDRF) S5 4530 AH 5¢ [ bR 4 2 g 7 # BT i 9F
TEJE T & 0T B AL BT M B 97 4 B A 1 1 M A A
FDA 245 1 MR AR T R T AT AR FR IR P AL
Guin R, AR TAES AL 3R
PERE 7 ARRY 52 4[] 22 0] 58 4338 N T B A I 27 28k
WA, AT BOR LB . SV B EE,
PR 8 8 S 0K Bl ) kST 5 F A 2 B o VR RS
AR BNASARA,  IJRLT 7= e A RTE Bk
HH AN P XU, 3860 T SIS A M R s A AR
TP [4]. X B AL MOLEE FHRRAAE b
Je P M A B A R ) o R R 2 4 U T
VoS

MHT, KHER A E S E U 7] AL 007 2R R
Ao b T R A o FE ABUR P L. 2019 4, 3B
[ FDA JFJE 72T N T8 fE / HLas: ST M7 880
Bt (AT/ML-based SaMD) 1 W4 B HEZE T 16 DLW %
AT ZE FH 3 ST 8044 W% [5]. FDA %EF] T IMDRF %}
SaMD ffill 5 [ AU 73 28 70 SRAE SR [6]; FRAK IR AT
TEFFIERE AR O ot BT % @ ) 510(k)s 1T
BUEPE (PMAD F 7 5 8551 4r X B (De Novo)
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AT/ J5 MR P A I BRI A R . FDA MG
MR K N T RE ST B T A R R N
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AT TG E M RA RS (UDD iR, KL
SCRFEIT AW (MDSW) [ UDI 3R 4%t
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