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BLRE T B AARE 0 BLME F AT A T VA — R AR 4% FR T SR R 09 AT B 3%, M
SF T % Ak P RLAFL A k68 R B R R R XEAR , mad i R AL B AR A9 TR
%XK%&»El%ﬁ%%ﬁimﬁﬁklﬁﬁwﬁﬂ&u& FTFEZRRX A
5k AR X R I AR @ I 4F 2k B A, 7T iE NESS 47 /F A BB KR B 2 i
FVAANE
KR SHAAIREE WMAAIFSE SAdx SREAGE
E 7 = du A

B X
—.3lF
Z AL RIE RS M E TP S 5xt
ZHRHALERERN BT R Pk S pat

vy 5

* PR BRSO A BRI AR, IR R IR AR B R RUBTRTTE AN BB, ASSCR 2020 4R [E AR
SEEFHFTH CATERS (Rk) SEE ST AAGERPIITE” (BHHALHES : 20CFX041) fB B

203



o % 2023 F% 1 ]

—\gl

T

UTAEAR B —He N T REFAT R 5 ok, 45l N T BRI R AR IR B, 76 Bl 71 %%
TV BT BUN B @ i [mIas b X A m i i B 7 Pk o,
NTERES K BVRIGHERIRIC N 2 B RIE 7 H R SCTE . (HFT R 2L 5E & 5 F
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B ARSI WT AR L, S BRGS0 SEBR R, B o 44 B R 5
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FIVE R 2224k (AR ) 2020 4F58 3 1%

WHO, Ethics and Governance of Artificial Intelligence for Health: WHO Guidance, 2021, CC BY-NC-SA 3.0 IGO, p.79.
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N TR REX — 5 A SRR, el A B2 55 N By rid R IR, He35ilyr N T AED
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® R TAFINATT 2009 FEEN K T (AT RRHI BRI T HORE MG (7)), (30 A N T ReRlBAY T3
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© HEFEHBIFA T ARG ANANT A RENLRE A TR AL (HRTHE. 205 . GRBEy AT
BRI ) ), 3 CELARREAE ) 2021 4F58 1 1,58 135 50 XUEER . By AT Be i PRI 7R AR S X ),
#H (RITIES) 2019 4E45 5 41,55 2 0T,

(@ See Drew Simshaw, Nicolas Terry, Kris Hauser & M.L.Cummings, Regulating Healthcare Robots: Maximizing Opportunities

While Minimizing Risks, Richmond Journal of Law & Technology, Vol.22:1, p.9 (2016).

SR CRAGEAEE ) (5 3 M0, etttk 2021 4R, 57 632 T,

See W. Nicholson Price 11, Regulating Black-Box Medicine, Michigan Law Review,Vol.116:421, p.421-474 (2017); Thomas

Hoeren & Maurice Niehoff, Artificial Intelligence in Medical Diagnoses and the Right to Explanation, European Data

Protection Law Review, Vol.4:308, p.308-319 (2018).
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B 53 TO X RGN R — R R A T T B AT S5 F B 2l A 51l
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297 N T BE A4 Bl (L TR B OGIE F SO rp gl i e . 2017 4 2 7, R
F AT RN N TR ENZWH RS ERE (2017 4ERR ) SEIsE : “A
TR BERH BINZ W AR Rl B2 W RN R DSk SRR R G, ANBeAE R I IR B 22 B, AU
Il R B2 Wi 2% | e 22 Wil 25 A 5 BT I R BRI 2 ™. 2018 4F 4 A B R 1R
AR B Sk (A EERE BAL PR MES RS (01T )), 0 TR RE R, (5
T CHEBhZWT “EIBNZYT” PRSI RNATT 8 SR T 2020 AELIK, B2
i B R A A A 2T N TR S B AR R SRR R R AR I R 2T
FHE” PR BATHRN R IR IRE AR RS, A, B2 0 B8 s & AT
1) CURBE 2% 2 i B 3R BT as R i P28 050 ) N TR e R Ak i = i e 26 e 18 =
S ) AL S T2 N TR Be A B s

MIBINKTE 2017 4 2 BRI CHupLas A RS A AR [ KRB 25 01 25 ST i L)
X BRITHLAS A RRIRAE : “EARIRIT I R EAPITIZ T B e m 4 H)8 T
NEHMBIEA" @, 2018 4F 12 A, B ARBEA S5 BEBUR L it (T ATE B2
Wr JRIT SRS (BN ) 517 FMeEZ MR ) s “A TR
FETE BT I R A R 45 N BT RCR A 5 B A s B T 7l N T R 4T B

@ 22 5T LA MO AT A Rt AR e RS S 13 A PR R — SO0 e i B A i 22 1. 200 [ 26 )
290 - SRBRR : CA TR ), 3898 Wi AR R 2017 4R, 565 19 505 TR - (N TR RRILHERLHI A0
W) 5 AR —— R AR SRR AZEZ 0 ), 2% (3% ) 2019 4755 6 1,45 20 UL,

@ European Parliament, Civil Law Rules on Robotics—European Parliament Resolution of 16 February 2017 with
Recommendations to the Commission on Civil Law Rules on Robotics (2015/2103 (INL)), P8 _TA(2017)0051, para.33.
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LORITAT" O, ehh, 260 EEp 2 B B3R fE” (augmented intelligence ) —iiok
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HH A FEm A, s R4S A S AW, B, M2y N TR BERERS < U
I M Wrg s BRI IAR YT T BT, B 45 A Dt S AR e b AR OO B X T AL FIKT
FRHIWTE ) S B Wi 55 B HGT IR . XM IMEHFRZ N &5 52iR” (atrophy of
vigilance ), "0 HAK , BAF2YT N TR RERYHE B 07, BIRAE B2 55 N 01 75 2 X R — IR AL
Wr B AT AT, e A A e . BIAUEOLT , B2 55 AN 51297 N TR e ny A hr—
B, A AL A 0 I wT LSS Tk ) T, AR T 1 5 2 55 N B3 AR Hh e A i 150 . (H
WA B2, = A ABLZ ] “FRAT/0" BOMER. © fea , BRI 45 A B ki
— R ML FI W EA T FRIT , 09K 257 A BT e R B AR IR 2R m) A, HTH 1297 N T8 RE A 3
PR R AFAL . BRI, — HLARBI2YT N TR e n il Bl e A, B2 7 A 1) [l U AL A% 1 iy
PRI EIZTT 1 R PR EAS B , AR AHIL AR WL 2238 2T N TR R AR o
TR, A N UM R 2 A AL @ AR 2y A TR feny A £k S
83 B 2 57 22 ) SR VA b Ry — T A

2. 8 M5 48 T A0 R

EFHVN, DR IGAREHSYT N TR Ren i B A , Rl 585 B AL a8 HIWr i (e

B REFSYT N TR Ren R Bl 7, PRI 55 A L0 A B A . 56, 129716 )
B HE AR s P B WL IR T RE B 40 A IR0, B2 55 A DA 24 5 B AL FER2E
XFERY A SRR AT O S8 SR U, B 7 B S 5 B A SO R — R A
NERHAZ Z5E JRBRA R e eI B A M AT 1207 o B R 24 R S AR I etz P

HAEAS WA EER [ ATHIGE (AL 2 G728l JAREDOSHR 21T ) 7'n 7 AOFM & BERIES 17 %D
BlE & DBMRICOWT ] (BEBES 1219515 ),

See American Medical Association, Health Care Augmented Intelligence: Where the AMA Stands, at https://www.ama-assn.
org/system/files/2019-08/ai-2018-board-policy-summary.pdf (Last visited on Dec.9,2022), p.1-2.

See WHO, supra note 2, 25.

See Helen Smith & Kit Fotheringham, Artificial Intelligence in Clinical Decision-making: Rethinking Liability, Medical Law
International, Vol.20:131, p.135 (2020).

See Thomas Grote & Philipp Berens, On the Ethics of Algorithmic Decision-making in Healthcare, Journal of Medical Ethics,
Vol.46:205, p.207 (2020).

See A. Michael Froomkin, Ian R. Kerr & Joelle Pineau, When Als Outperform Doctors: Confronting the Challenges of a Tort-

@ ® ©

® 6

Induced Over-Reliance on Machine Learning, Arizona Law Review, Vol.61:33, p.62 (2019).
ZOUE UL (i U BRI RET BIEEE ), 8 (2R ) 2016 AR5 4 40,55 190 BT,
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B BETE— LK UL | 22 R A A 3 S 12T ORI T R 55 N 5L A B BUTAS
S —ROR I AT B — B HLAR HIWT, AL & AT RE R A m e 5. FRR,
YT S AW AT A AR, B2 55 NG bR T 24 Rl 2 T 8RR A 52 1
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FE LIRS S BB R ARSI PG S PR EEA L@ 55 2, 297 G sh e B s vl
R TS NG J)m, BB 55 AN L 17, J7 ml ke B A9 Hl s 0 B
AR R B KR AZ 5 . MEAT AR 2o IR B2 55 N 01 Y 3 et (6 M SEAE B, A BE AR A -
Bk iR, AR, B EAREHLAS AT Bl 1 N BB RS 7F —  FREE MRl = 55 N0,
{RER I LAAE, B2 55 N D3RS MR B I A L Ml BB D F AN Pl 2 R A, FRAT T 2R 5 12
FAH R RE A8 T, AP FE R B 5 et S A RS KT .

5 A LA FIBT AT E, B2 55 N U UGS Y AT LS5 . IREFIZYT LT
REMA B G AL, i 22 T I ARALAS I e M AL sy it , B KA . Wi,
=5 N2 B I2YT N TR RE, (R FHE X W BT 550 IR S LAt 32 5%
BARLAILES FIWTHE LU, PRI 55 PTRE S 3G AR | (HIX 2 25 AR B A il iR 4312 dT
TES e EE M IR R K P B3

XTIz W5, T2 Wi a8 e —1:, B 55 51 B F I KT S 55 F AR B R 5
TE, BIRfE HLas WA IE DR, LIS S X A2 Wi ahie . AT T AT LT Z Rkt
R R —A7 B B A 2 LA B FARIGYT (I TR ) JBIEETAR (&

S0 [ 36 ] BRELGE - T CURBERRYT ), KA ARHERE G RTUR 16, I R R 22 HOR Ut 2020 41T, 55 81 BT,

Je R AE IR S, AR BRE G DRI IE I PRAT PP AN 3P BEAR AR IR AT B0, 12 55 K BIASI, PR Ry 46 4 fff
ANTERERG M ZEES]”, See American Medical Association, supra note 14, 3.

See W. Nicholson Price II, Sara Gerke & I.Glenn Cohen, Potential Liability for Physicians Using Artificial Intelligence,
JAMA, Vol.322(18):1765, p.1766 (2019).

See Frank Griffin, Artificial Intelligence and Liability in Health Care, Health Matrix, Vol.31:65, p.86 (2021).

See A. Michael Froomkin, Ian R. Kerr & Joelle Pineau, supra note 18, 98-99.
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()24 > BE 77, FLRBAE 5 — B[] 2% > T 2 19 Feobt B 22 98 AR, AR I AE LR FI T v o
B, IR ARG “TE 17 FP I 152 3469 AR L2 %35 | 248000 K518 3C. 69 FiRYr IrEe.
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See Alasdair Maclean, Briefcase on Medical Law, 2nd ed., Cavendish Publishing, 2004, p.159-160.
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See Akshaya Kamalnath, Rethinking Liability and Licensing for Doctors in the Era of Al: Insights from Company Law, Asia

Pacific Journal Health Law & Ethics, Vol.11:33, p.40 (2018).
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MR B A R LR SR, 2 —FmiE AR AEYRE . BITiE S kAL
Wris e e — S TME 555 R 2 M F R X R WL IS R I2 W 5187 R A )
W AR BE RTINS I I R85 B2 . 5 AR, 1297 N T8 B (it FH () R B 2 ) Bk
AT R R T Y2 B, A2 5 2 T 2 02 TR A DG i
AERIER IR . L RES M oAb R e B R BRI A DG , E T 12 e o 9 5 42
BEAYT R A — PR BRI AR R TR 45 A AR 7 4 3 52 40 Btk LA R AR 3 )z Uk
THF A=K FR (biological relationship ). ¥ X IR 1297 N T RETT LLZS ARG HERYHIL
A FIWT  (HENTC A R SR W= Al Y, B2 55 A D e T E2 4 ( observational
data) TR AT ( clinical experiment ) eI IE ik £ ] W7, © 3 Fh oA 178 B ul il = i ¢
PEIFAR A R 3 1Y, 48 K 2 BOE T H SRR 3 A i JE 1, SR 55 0 A 3 2
P SR HAG WS A @ Xk, (TR BE 2% > Sl B 3R B 7 s LR o PR ) I 4
2, MR RIRSHE R MR, REEE ) SO R Tl B s A R E R @,

YT N TR RE SRR R, A5 B8 95 A 1 1] JR 8 T AT 15 00 S 55, 25 i =
%5 NIRUBAT AW L 55 55—, B 55 A\ 51 Joik B AL A R SR , AS B XTI AT T
AT AR, A5 o R G > 1) A0 JR R B AR AT R ) XU o @ [a] 2 30 T A Ik & B2 55 N
G DHLESFIROR e AE D A O AT, R SHLAF I T oo, 3X A e aT A Bl
P55 NG A B ] (BB R BR . B 5 2 MLAS WA AE (B B S R T e T it R
252, DS CT SR BRI A 6], % T2 IETE , iR Geiet i B he i
SRAS AT, B 55 N 53 AT DL s B gt sy I A T HERR . (H A SRR IR I2 R, B 45 A
G AT TN A TRG U LT, 2002 J 3 0 Sl A 5K B2 AR Rk A T 4 T A A A R

®

See W. Nicholson Price 11, Medical Malpractice and Black-Box Medicine, in 1. Glenn Cohen, Holly F. Lynch, Effy Vayena &
Urs Gasser eds., Big Data, Health Law, and Bioethics, Cambridge University Press, 2018, p.301-302.

See W. Nicholson Price I, Black-Box Medicine, Harvard Journal of Law & Technology, Vol.28:419, p.433-434 (2015).

See W. Nicholson Price 11, Describing Black-Box Medicine, Boston University Journal of Science & Technology Law,
Vol.21:347, p.352 (2015).

See W. Nicholson Price II, supra note 38, 297.

HIE G, CTRBEZ: T Al B SR BT S o PP ), AT A

See Helen Smith & Kit Fotheringham, supra note 16, 136.
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BT T—K . HTIRSHERIEWAAAE, B 55 NG AT A U To ik falbs . 2R,
H TR R 2 R B TR A G | B2 55 N TRV 258 T I ANRE R T IR R 22 F0iR
AT RS A58, SE L L XT o il 5k & RS AP 25 Wy 667 A TR > 158 L [R] Bsf i
HINABAE BRI ABAE ( bipolar disorder ) FYHAEIAL AR A AL, © MIMTHER T X F 254,
XTI, B2 45 N 5L TGk T RO RS IR

2. 5B IR AT L R W7 AERL A SR

BT S B IR SIY N TR RTINS il AN vl A, HIRMTO 4
sz 7 B2 R AR RAR o BN, AR T N B B IARAE I R A A (IR ATTIE AN A
B AAENE I 229 TE T BRI TR B0 S R AR AR © R 12T
N TR REAATEAEBHG B R 55 N BRI LSRG 25 TG LR I s AT . S5 B, &
PR AEAREI AR B 55 N R 4he , Bk AR R 1 00 TS 21— (7 38 B2 AR 1 Y
RENAEE 5, R E ARSIy A RIS T8 R . E5 AN, NEBEARER &,
% 55 N D3 AE 5 A SRR B 7 T AT LAEEAIE G T A -

W KA 55 N L B AR T e . SCE 2P A TR RS TH
VLI 22 K0 , WLas P T R ACAE B B 2 P L, AT IR 2 45 A B3 b iR b A 7
ELRRRIE . Fln, X IEE T CT s34 BRI A AR v 915 B BSR4 17 09 R/
e AR R S A DL OB P SR AT, B2 55 N D1 58 A W] ATEAIL A8 HI T A 4R T i
FTHIE . X TIRRIZEIE , R G EKE USRI 15 45, 3035 XA 1 A 45 9 % v %
A, BT T R G T L BbR B T RT SERSs 19 A B DB R E R S A
T USSR R — TR PR i E A T 1 — B0k . AT TIRIS S IE , AR AR 4 it 45 55
WA RGN, BRSO R R 2R B2 55 A\ B s AR A T JR o £
(B —2k 297 N TR Be R B E DR AT, 26T, G 3B AR AR i N Y fui/r s
55 N BLIE R (5 A T o] 58 0927 TR BRI el A T A MER A S 55, 5 misy T AR

0 ISy T N TR At Re A T IR . BRAKEE Ll AR IR T B S
Hh, B2 55 N SR TT DA S6297 N TR BB A v M REE TR B uE . XTIt , mT DA AN 7
MLEAH R H— Bk . O TR RREE FERE = i 4 28 P 48 5 ) #3122
G547 S IO IR S s AR LR A e N TR B s FH R = S A ], T
A bR A RO W R AT B FE AU SE Y AR B AR 12T N TR R, e e RS —
FKRBRYT A B, IR 95 N B R HLAR FIWT i T B LS W e Rz, R R 2
AOPEAS B 38 40 UESE BY AR N AR R 9297 N TR RE, BB 2 LA Al W %) AT 5 R il B
o HT R, 1297 N TR R RATAa 17 im BEAROE & B it A Bds . Xk, B2 45 A
AT DL A A A R R IR . i A B T AR SR B PR A S A AEANER
TR T AN AT A O, IS 2 AN AT et s B et ML A T, GRS B 55 A D0 iR 40

See Thomas Hoeren & Maurice Niehoff, supra note 9, 311.
Z UL @, R - 6,56 89 T,
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#, (R ) 55 1223 ZR5E2E T i (IRANSHETEL ) 5 59 Z0MUE , BERA BRIE RYTHRE ™ i |
2yt DRIT AL BN B R ) IR0 TSR 0 B EE B B T L A ST AR AT
B © Pl , A2 7 NTA BEIN = bl i i R B R IR A B r LM e 5 A R R
PP TUL . BIBFN2 T N TR RRIEARRRIE , BT BT 7= ah ST AT ks s Pk o

(—) EFFmREnER=E

157 ATAT AR = a1

5 AR, 297 N TR R T a4 P AR 5 BE R A 45 5 1A
114, I 5 24 i M 7 A AR L 14— O P R 1) [ A2 IR Pl (6 B2 W i, i
RS T B S AR AR S5 s P 7 IR 55 A i TR L 2 T R TR
P AL, JEA AR RECE o LR B 77 DA R R B AR Bl X
PHRETS B 7™ A AFAE S © A WLGAE kB — BN ™ i SR e T e el
TR RGN T B A IR . F7 )5 A AR T, B A0 2 ik oAy i
b B g5 N G AR U S oA iR 55 A B AT 1A HH BRI A EOR , i e X DRE AR A 2 4R
A NGRS

EH Ny, BN A2 N TR B = i@t He—, ORI ) 56 2 K55 2
FIE 7= g e in T AR R T 5 A= i, B B AR AT LR —JEmG . e
FIE SRR A Bt DR LA 7 i © TR, 5 A5 R AR i 2 B SRR K
SR B AR A AR 7 AR, 297 N T e R TR AR S B T,
Irie b S AT TR G e, FS5E 7 S 5T . @ A A S SR H %
P A SR PRI ARA TR R ICHE | e Tttt A = IR R R A 2804w, AR AY
TEIEHERFAE I A IS 7= i ST M R I © 1297 N T RV — Rt e A 7 R
B AR R L, B HE A i ST, MEA QA A R IR R

FE RS CBRI7 A MO B A BEAR 0 ) 26 103 ZRRLRE , BRI 7 AR BUR S 3% i W] 4
T AR B A AR IMS WR] S AHEY) AR LR A SR AL B A G R )

®

SIWAEAKE T ZREE: (CPRANRISAERATHEE ) 2SO RE S ki 5t ), AL U 2010 4ERR, 57
228 UU; TR g i [ R T —— R AT 4 ), A BRI Bt 1 ekt 2021 4FRi, 58 310 5L,
ZULHE ®, B2, 45 560 1T,

See W. Nicholson Price 11, Artificial Intelligence in Health Care: Applications and Legal Implications, The SciTech Lawyer,
Vol.14:10, p.11-12 (2017).

2 DI A L AT RN RIKBE (2014) b []R—2 2600 5 RSP AT; Mg SN T b RIEBE (2020) fif]
05 % 1496 5 RFHLA

Z UL S5 QR TTETRY 07, 80 GESAga) 2018 4855 3 101,45 77-78 Tt

ZOUT R CRRA A A 2 PR —— LA S ST A A 20T ), 2R CREBE TR 24 (RERL2400))
2010 475 2 11,4 85 UL,
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ity ELAE T 2T R LAR . CBTr el SR ) LR CBRy 7 AR ik o 2E H o) it —
A B R ST B I A IR B e, LR R IR AR AR B K b B |
AR ARSI DL S A . NBSISRF , LA 2014 48, [EBR BES 7 ae i i
EHUEIR AT fe b AR C A A i m CBRPFBRI AR - XU 0 2 14 m] RERE L
FIAHRL 8925 08 ) In] PRSP B A B e iUm A, 45 HH B A 2 O et 473 1 3 vROAC
RGN A €, B H AR A N T RE AR BT SR B U BET B Y7, @ L E B R
2y WA BIR) 2019 AR AR (AT RE / MLgess > —— PR BT v A ST e A HE AL
FED) WEME, “YEET N TR GESE ML T AT 67 G2 W IR @ iRk
TR S HABIE RS , J TR RS0 7 oA, RR TR B 5l 14 ) v S et A 4Bl e
Wr, R BA 2T B, RMEA BRI T AR nT UE A TP i @ il
27 N TR RERLY & T i h B BRI e b

2. BIF S ARG R 1]

BIrihahh, i S IR IR S R, S S S5 TP R A TR A1
AERFAES I WSEREE T JLP AT A BRARIE 4 1 DR By 7 iR 55 SR (I R (i b 2 s |
O JEER TS E M RERE AR ST A SR 1 7= B SR VR . © TRIEA ¥ # Wi
L ISR BEIE 77 i 55 B 7 R 55 AN L 2, il PR R A A TR D ki B2 R 7
T B T RE 25T A SO PRUE T AR 2 A BEAT B LT 25 0, U 5N By iR 55 1 41
JRER A3 © B, BEYT " i ( F R AE R AR e M — BT CBRSS T A R
B ATATIE FH B 7 350 T I Bk e g o AT, T i ST T (7 A 54T . @

LIF N TR RE)E T B b, B8 b 5 9R n] DUE T B2 7 7= hh AT (B — B 2
JreAF B Z AR —J7 0, 5 FRTT AR IE B ET SR BT AR L, 1297 N TR RE
VR BRI BRAT , IFA AT AR, J8 T ARl AR BB T7 b, IX R HOF A e
SEHE R AE L T TEES NRBISIAT N 05, 297 N REL
DURTR BTN, B2 55 N B AR A Bl g IR Y SC55 , Rl RO 5 Ll MRt
TG EEE . e R, 1297 N T RERY™ WU 5 B2 55 B B B 7 IR 55l A

6 See IMDRF, “Software as a Medical Device”: Possible Framework for Risk Categorization and Corresponding
Considerations, IMDRF/SaMD WG/N12FINAL:2014, p.4.

® FDA, Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine Learning (AI/ML)-Based
Software as a Medical Device (SaMD) - Discussion Paper and Request for Feedback, 2019, p.4.

FE “C329/16 SNITEM & Philips France v. Health Minister 28" W, [k e 0 925 [ AT 28 W) A 7= A — R S F Ak

THFA B TR T g, See Timo Minssen, Marc Mimler & Vivian Mak, When Does Stand-Alone Sofiware Qualify as a

Medical Device in the European Union?-The CJEU Decision in SNITEMS and What it Implies for the Next Generation of

Medical Devices, Medical Law Review, Vol.28(3):615, p.621 (2020).

2L [ 36 ] 34k - G WO O ST ), HEARAEE, P Bk Rt 2012 4FAR 5 332 T,

OB S (R S AT A AN R e s il —— ¢ 27 RS K (RASHEE)

55 59 Z ket ), 3 CEOR 5 ) 2012 4755 9 199,505 121 1L,

@ ZUWBRPEE: (FRE EREGHUEE) TR P M Tk 2 SR —— ARG b S5 55 4 i ), 3 KR J5ik%)
2013 455 2 19,55 102 1T,
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EH NN, LI N TR B ANLIMES P P A & T B2 7)™ dh sE AR 23 8] 26
—, PP N TR REE TS as i, Bl B i oA AT . 28—, 1297 A TR BERY
B E AN R E HOC R R, M, 1297 N TR B AMLIME S F A nl sl i1y
W8I BEF PR H £ N, PR35 A D1 eoBORBAIIL &I, P2y N TR BRI dh
JoiE Al OB , AN A AU R A STAT AR I 2 B2 55 A B2 e 5 =, E Rl 2 A
TR BT H S 2SO AL T, A [ A — TR AR B A AL 3 15 6000 TT, 0 XTIk,
HURIN N B S b R ISR A AU RS N TR B AR A 7™ %O
S0, HA B A2 N TR RE WA B DR AL BT, 4R B2 55 N BRI g K
Wi ARSI iR IR A2 i E SRS JCE H] , B ST B 7 = dh ST A ML R

(=) FaasRFERIIAE

7= R — B D T SR BE BT BRI S B R R o I BREE T B A e i A
IR T IUER T TR AR BN SER, FIREAAINS 755 5 IR BB 5
TRERBARGIERNT o MRS ™ B ) MUE , 1™ i R B S AT B PR Ao ([
GRRE AT ARE ) SAGBGRARHEPI M . (ERS7 A B BRINE ) 5 4 X TR
Fra PR i R BTN R BGX — R . WL SRR, R ol R ) D
FELHU T LA T e T S AT R B2 (BT E SR E ATk ArifE
AT 7 i AT5 SR AT RERS I BE A A7 AEBRIE o © SOk, anfer il AN B R A JE i

1. 3T B g 490

BB FE R 7 b BB T RA B ARG BE R . FEIEHIFR WA S
JE B ARl I, “r 5t AT O b v 5 XU A5 AR HE P70k (HAE S T TF297
N T REMT AR T I AR PR

(1) TP E IR R Y A5

TH DB IR, 15877 dh AN & BEAG R 1 WS35 il O 9 105 B0, 56
B 7= i B 2 25 2 E A G U Rr b7 e S CIRBUESE kg ) AR (R
R TSRS ) HORX —brifE. SR, IZARMEARMER HI Ti297 N T8 RE. Bo5E,
BB AR 2 S A T 2 LRI P O R 0 i, £ BT 2 Y H R 2ok
HIR = foe T i T Rz i, @ mhi2yr N TR REE THiBE 55 A2y ih s &
M BESTARBR, GE T 9 G B R R A Al . HOR, 5 A S AR, 2P AT
BREI AN AL 15 205 J0, RIVREIE FHVH 25 BRI Aot 454 O 28t oy > i ]

Z UL F U B : (IBMIRARIBIBGR ), 3 (b B T AR Ak ) 2020 55 Z1 31,5 82 WL,

B, e “RNARVFE IR FE R AN A YA BRA R AR YT P ST R o, S5 R WA i By 7 7= b Ak
By RSN A 2N R AT ERR S TR, (EA B A AFAE B , e R4 90% M TTiT. 2 ILiides
WATPIZEILIX AR SERE (2017) %6 0203 By 577 S RFHHA,

B[ 3E /NI - A AR CRERAGE . SR SR YORASEE 7 ML), TSR, Lt R R AR 2014 4R,
5 509 1,
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TN TR RERIEE 55 A5, MR . © S, 1 2% 8 R R v A0 A i 3 i 2 8 5 L
RSB A RS TR SR, A e A e s R RE A SR, © Xk AR
TIN5 SEXHSYT N TR Be A 2 1) & S o o 2 HASI Y

(2) RSB PR AE R A 1)

TH A PRIATA AR E AN MR A2 18 Z 00T, i, 2 CRAGESS =Rk . 7~
an oA ) 852 (b) T ECRIABSRRPRIE , J2 7K™ fb 56 1 A T B 5N O 0 2 3
A HARE ()R, 0 0 UL R AT AR, 34T, LAY 7= it 76 E A 8 2 i 2 75 B S
BSOS NG 4 BUE S A — D INAH R8T, SRR, 2E (RS
SR PHTE) 6 (o) T T EITERMLL AL DT 51E TR E , BV R e
BRI TR A B A AT, N RS ARG, REE 2% —2 R
AT, BB LE— O A SR E AT BTN . X PR 92 B A XU 28
FHBRIEXT T B 7 A A 5 24 e TR e A0 0 T, SRR T 328 1 T — 0™ it ¥ I b o . © 2
2k, Ab Ty 24 BT Al P s HERR AR 1R T Tk 2 Ao

R SR EROA 1) 31 i s U SR A , onf ARS B BB 3 IE B2 7 N TR REAFAE e Tk
M. — 71,1297 N TATBEM B 0 2T RE T LAk SR AR G H R R (45 7= fhiz 17
ML 528 2 4% HOAN I IR, #5008 5 0803 o AN TR DI AR R, R R B 2 T A1
BB, A & & BXELASEEL, % 822y N T B i £lk v DL
A AT A S A, B AR XE AR B — 7[RI ih 38 e AR 5 =2 R L ZE N . © 55—
DT 1297 N T R il Bl e A B HAUSUR: B 55 N L ki @il = i B R &
HAE PGSR KRR IR T 2455 A\ L B9 Re sl , X Lk AR RN I PFA B A 2% .

(3) BT ERBAIAE Y A e T

ARAR] 7 i AR AN T 8 DR IR 268 X628 4, VAR A5 S, B O fn] A A B 1) 48 4 Pk A ) At i
TE O X FI2I7 N TR REBT a1 g, R TR — 1AM E &S, HA
A B AR ME 25 A B2 T 2 WY A B AR, RURS: S8R A v i 3 2 LA AE 1 5 B
R, P ARG U MERT . XF bl , 2838 A ] LARA 7 BRI S (the reasonable
algorithm standard ), Bli297 A T8 RE AU R BB S 456 — A BRS04 oA B9 /KF, 75

@

See Jessica S. Allain, From Jeopardy! To Jaundice: The Medical Liability Implications of Dr.Watson and Other Artificial
Intelligence Systems, Louisiana Law Review, Vol.73:1049, p.1069 (2013).

See Kevin Funkhouser, Paving the Road Ahead: Autonomous Vehicles, Products Liability, and the Need for a New Approach,
Utah Law Review, Vol.2013:437, p.456 (2013).

See George W. Conk, Is There a Design Defect in the Restatement (Third) of Torts: Products Liability?, The Yale Law
Journal, Vol.109:1087, p.1089 (2000).

ZOLHTE @), 3 4E - G, ’OCH 55 183 1T,

fBilhn, 3& [ “Mracek %87 FooMa/R T SHRIE RS L ZAE ATE R SR AR HLER ™ B FA EEE . IE 82T AT
RESE BT B A BT 20, AR 2 IR R iy, 00 [ 38 ] 298 - o225 - k. (PLas A2 A AT HRE
PP AR AR ), AR, SR IR T AR IAT 2018 4R, 55 59-62 BT,

ZUL[H oK EAE SR (TS SIEHR XS 3 ), Fh3e% ARmEAE FREAFIE, LI AR ekt 2021 4FRi,
55149 7T,
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PRUEREIN B GORAT NN, TR SRE RS X A2 B B BRI EAR @ L fF
VT BRBEA R I A Jm A 7 Al ST A8 T AT SR R U T R , B
PEFETE R ICER o © T JE i P W vl , i S XUBS B AR , A 5 AR AE 1 W £
BB GRS o B EARE S /M2 X — i SR OUER , [RIRRE 0 52 E 10t v
BIT N TR GRS B TR R R B AT i RPN A IR . =, AT i
THERBE A EMERE . BRPES AR SR IR12 97 N T REAE RIS 7 i 8l b 9 2 R B
BTG — D BIERIE MK, FEH B GO i 5 8 A i[RI B ) — Ak . A
THH B IR v, B AR o T O B 0L, TR s ST AR XU AR E R ALK
FERE B A 50 AT, PR R S M R A2 UEMERE . DY, BAT a8k . 5 P A AR
HEAH LE, B SA PR ERR AR 0, RO AR T B AR TG v N7 BRI 2t
A3 B AN AT SR, Bk 10 2% T bR B H RS . i, AT LIS B R R
SR ERMER R 277 VIR LLEG2 Wi £ R R I AT RS Y N TR RER)
PR, S LU

Un RV ERPE ARRIE— A, © BEVE AR v 08 SC B TR s — A m o e g B
B, B, T S Y AR TR s A2 N TR AR ah, 45 A BARE
Yy S — AP RIR bR, AR RIS A TR R B R AR A —FE . ©
HU Wi EA e ] B A SR B 4, T LA SR B E B2 R0 A2, IR AE T
N T REA B2t T A BIPE AR X R A BT A T N T ™ i B
ATz A AR X BB 5 . % TR TR RER UL, T RE RGN
FE AT SO R B L — AN SN 22 A J A B, BB Rk b A
3 IO TR AR E . @ BN, [ SRR R AR B SR R G R AT — K
HIBE R B, R VUE AR LLET AT NS BRI RE 5 | A Bl O L R L)
SORPIN R M2 N TR RE)E THIBN BN T BE, L H AR B 55 A B
I AR HAZ W RE i T8 55 N Bt o RIMESRL RGUAT R0, AR A =T 58
A — DAY BRI S54RI DR A AT IR T LU e B2 55 A B3 0 PRI 2 4
R, MRS N TR BER R BLEAR T B2 55 A5, iR 5 w2 W R akt T g 2y

See Karni Chagal-Feferkorn, The Reasonable Algorithm, Journal of Law, Technology & Policy, Vol.2018:111, p.146 (2018).
Z Wik € (R 23k s NT RN SEE R ), i AR R 2021 4R, 275 29 W,

Z UL P THERES S FIEIISE ), JERUR2 ATk 2014 4R, 55 92 5.

Z Uit s (RATE T BEPE AAREZ A ), 3 ("I 5E ) 2015 4745 1401, 50 111 1L,

See Frank Griffin, supra note 23, 89.

SRSNONCNORS)

See Karni Chagal-Feferkorn, supra note 67, 145.
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b H ]I () A i s, AT BT L A o2 IR I ZR AT, (AN [ 30 25 AN e b
FVREIR 24 i L BRI i A5 AN (R AR B R B T R O i ACHA 4 DEE , DL R 4 W vl e ™ A
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JEIRUR R REE ST R, 16 TSt A FRIG A RRIATT I . @ HIERILTY

See A. Michael Froomkin, Ian R. Kerr & Joelle Pineau, supra note 18, 58-59.

ZILHITE @, 5P, 55 118 3L,

ZULITE @), 84k - G. WO, 5 204-205 5L

See Jessica S. Allain, supra note 61, 1068-1069.
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Abstract: Different from alternative Al applications such as autonomous vehicles,
artificial intelligence in medical diagnoses only provides assistance to medical personnel,
which makes the man-machine relationship and the assumption of liabilities special. Artificial
intelligence in medical diagnoses has not changed the existing doctor-patient relationship
structure, but the man-machine collaborative diagnosis model has intensified the difficulty in
identifying medical personnel’s malpractice. The ethical attributes and technical characteristics
of medical diagnoses determine the auxiliary positioning of artificial intelligence in medical
diagnoses. It is necessary to explore the reasonable doctor standard according to the medical
level at that time, grant medical personnel discretion, and allocate appropriate re-judgment
obligations to ensure that the benefits of machine judgment are safely adopted. The auxiliary
positioning of artificial intelligence in medical diagnoses does not eliminate the application
space of medical product liability. In terms of defect judgment, the reasonable algorithm
standard can alleviate the identification dilemma of design defects to a certain extent, while
the proof problem of warning defects caused by the learned intermediary rules should be
solved by strengthening the special notification obligation of medical personnel. In terms of
causality elements, the auxiliary positioning of artificial intelligence in medical diagnoses
makes the identification of factual causality and legal causality face special difficulties, which
can be corrected through NESS standard and alternative cause theory.
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