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TERSEAEIUT  EATTRB IEHLEF S B S AR — T8t — BB @, e, A
2020 AELIAR, T O LAHLRHEIE T IS5 1T CT S5 BRI Sk CT 1 52 KR m &
PRI B 02 5A T Bl DRI I S 2 R P A5 B2 W 1 2 22 e T N TR REROR
MBS 7= LT, 1297 N TR RES R Y RA ST M n 15 18 e JEIE .

Ty ZULIH A AR SCRHE 2 e N TR RE, A8 MU TR B AR N B2 55 A B Y2
Wi 553677 SR B BRSSOy (LR ER AR AR AR U] v BRI E 2546 6
I e I RIS T ) RS © RIETRE R, B e i 2y r N T RenT
PR AME: —SRBmis W, N Rgul et x B M, XJth . CT &R EIF 2 3 80
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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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A E MR DT LA B AR AL R R R A ) J 35 AT, M0 A MBSy P Bt 5 ki B
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N T REX —50 A BB, WA sE B 55 N B2 r ik R il . BR3eilyr N TR REIT
Famaga, i, AEELERIE RGN “ZRIGTFEBURN% 4 A IE
WG, EE R —4 65 % (10 T E T T — Ml GEE ™ H 5 B TE M.
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® IR FIAAIT 2009 AESLEN L T (N TR BERMDING P HOR B (1047 ), S0P B TR BRI BIR Y 4L
ARAHR N LS AN TR RGN T FARMEA , M PR R 2 2 BL M N TR BERR

®  AEFRIBIFE TAYSEANAN TR RS, YOV IR TR ATRAAUR" BT, S0 GERIPAT
BRI ), 2 CERETRRE ) 2021 4F55 10,55 135 5 XUER) . By AR BRI RN FH B9 AR R RN X ),
B, CRITEAE) 2019 4E45 5 001,505 2 0,

(M 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).

Z RN CIRAGTHETL ) (55 3 b)), IR AL 2021 4FAi, 25 632 1L,

See W. Nicholson Price I, 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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T2 RN B 55 N5t AR R G nT LA A At 27 HI B, {H A — UOHL g Wi s 22
i P55 N G FERINT , A RE S e A B T - LY Tt . XAl IR E LA
[A], R P 155 BB RAFAEAR 225, %07 BRI ST ARH [ AR RARTRIE .

I N TR RE Rl Bl e 276 3 AR SCRE SO h gl s k] . 2017 42 2 A IR E
HIETHEZRE A CAT R R BN W B BNE (2017 4FR0)) siWIileE : “ A
T RRAH BIN2 W B O i BS W AIG PR DR 5R SCHF R 8, ASREAE M I PR e ZA2 1, A4 A
I R B2 Wi iS5, e 22 Wrlo 0 b A7 BT I PRSI A2 . 2018 4F 4 H  EE T A
filt e A 2x BN K (el PR B R ALt Bebr e S ALE . (AT ), #16 N T RERL A, ]
T OCHIB2 W CHEENZY YT “RANSWTG T SERTE . T 2020 ALK, K2
i B BB R S ALY 7 N TR ™ R BRI 9 8 AN RE SRR IR PR A2 7 ok
HMAE” SR BAAN BT A IR R A 0S5 b, (6 5824 b B A B =) S A
(Y CIRIEE 27 ) Bl B DR SR PR 7 A A A PP ) CON A REBE A )™ dih 1r R e 8
JEU ) AREER] T 2) 7 N T RERYA B E AL

MISIMRF, 2017 4 2 7, W CotALas A R SRR AR MR 2 53 2 i Sr ik il )
S B plas NATRRIZGE : B BRI T AR AT SR R R 2 ) s T
NHIMRHEE” @, 2018 4F 12 A, AASAE T SR BEEUR R A (OCT AT RE SR8
Wi IR SRR S (BRI ) 26 17 ZAMEZ MBS R ) WIRfdE . “ATHRBER
JEAE LS R PR i R 55 N G IR s 5 R AR ) TR Rl PN T A 1

D 32 T LS AT g s R v AR NS S 1 5 A PR A — SR ST M s i 2. S0 [ 3]
2yt - SRBER s (TR BERT o ), 3818, WL N R e 2017 4ERRL 55 19 005 FERy - (TR BRI A 40 8
e 5 AT P —— AR RS S AR 2 M) ), 28 (%) 2019 4F4 6 1,45 20 bi.

@ 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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P TIZW RNATT ST  SEREIS T AT M B AR R 55 A DT, B 45 N 53 75 B o W e
SORITAL" O, AN, FEE B HRE ] 3R AE” (augmented intelligence ) — il
TR BT BN TR BRI, s B AR AR iR AE U e . @ w5
ML (Y7 PAPE A TR RS ) SRR A | S =
SN TR BERY B EC AR, i < NJERE IRk SE e il BT RGNS P 7. ©

I N TR B E N, BRE TR AN EREARES AR ES, #F
2L A B RO REE MR SR | BT ML AT SR SR AR R B I 22 DA 1 24, B 45 A B
MR 2A R B AU LA B 3 R R 55 SR, 1297 N TR REA A B (i ok &5
I A FM A s JEmEm RSy A S RIWT . e, MieyT N TR < R
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FRRIWTE B B W 5 B HGT R . XPIMREFRZ R iR (atrophy of
vigilance ). @ HR, IHF297 N TR REM GBI E A7 , BT B8 55 N 01 75 2% B — IR LA )
Wr BT PRI, e 2B A CRdeE . BRSO B2 55 A 51297 N T2 fend H W —
0, BEAT AL W aT DLSSIE A T, S 3G 5 2 55 N SR R AR B 50 . (H
WA BB, b= A ABLZ IR “[RAT 43" AR, © f e, BoR R 45 A\ B3 %) 4
—UKAHILASFI B AT HEHI W, 09K 23 7 AR BT B0 T VR B n) i, IH I297 A TR e A &
PEHRRIAFAL . SR, — BLZRBA2YT N TR e 0 B e 7, B =2 ™ A= Ay [ R AL 4 By
N7 1 S PR UEAS B A RGNS FIWTEE 2838 YT N T RE AR R
TR RS N UG R 25 B R A @ AR, iy r N TR ey A 15
T Bl A7 22 ] SR P A R — IR

2. B M5 H 8l AL 6 i

BN, N UG AR FR2 T N T R4 B e 7 , [ 7843 25 S LA FI BT A o .

B, REFSYT N TR GBI B O, PRFEEE 55 A DR H R, 158, 1297103l
HIEE AR S e B LA FIRTAS T BE E 40 A 1B A, B 45 A DN Y25 3 AL, 7EE:
AER A SRR A T ORISR UL, 0 7 U AR ek 5 Rk e S e — o A
MNRHL ZRE e PEE R 28 M Il 18 B AC R P 1297 o 0 R 2R S AR Mtz

©  HARFAEIAEEER [ ANTHGE (AL % G728 W IRmEOdR417 9 7'n 7 7 L0FN & ERIES 17 &0

BUE L DBRIZOWT | (ERBIEFE 12194 15 ).

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.

5  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-
Induced Over-Reliance on Machine Learning, Arizona Law Review, Vol.61:33, p.62 (2019).
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O BT E LA IR A (A, 295 N B RE SOEHE Y Y PRI LSS . RERSIT N TR
RE MBI E L, e 2020 T B IRAILAR AW 2 2 M AL sy it , 805 KRB . Ik,
%5 N T B B2y T N TR BE, TS S A PRI S 55 iER , S MR b 57 5
FARLEAILESFIWTA LL , BT 55 P RESsHG MALAS | (H 02 85 AR B A fat B (43127
e FE M IR R R 2 K P a2 3

XFPRZ W R, FI2WiEs e ME—PE, 555 A 53 B PRI S35 32 AR 3R 56
UE, BIAA e HLAS FI WA IE 352, LIS SR A RZWiahie . AT T RAEAE T LA ZFh kg,
WRFRXT— 7 B B8 8 25 th AL N B F AT (HEE R ) JEEGEFAR (FIEN

O[3 ) RS - T CTRBERIT ), KA AHERE W AR I, IR R 7R AR Rt 2020 4ERi, 55 81 5L,

K E PR WRAR S, A BRI W PRI E s RAT PRI AR AN ) OO, 152 95 A DA I PR o FE44 filf
JHANTHRER G MIZFIET]” . See American Medical Association, supra note 14, 3.

See W. Nicholson Price II, Sara Gerke & 1.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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SRUEXT A X T HLASFIW 4 0 BT P IE TN L | [ SPALSE TR YT 5 58, AT RERA &
PPN IS U

(=) BHEETSBEHEER R

1. 24 BT 5 A5 b

AR AP 200 SUEdE , & —Fom s “EiE” I EYR . SIS ik A2
Wrii e —ERE TR 545 R Z B R R 25026, RIUIZ B 5167 TRk gE 1)
WA HT I S 2 I R 2530 S84 . 5 AR 297 N TR R ] A R R 2 > SRk
EN Tl S b W R Iy e R R TN AR TH ) A B AP = S R Y [P S 1]
EPIRICHR . FrRE S I i b PR S R SR R LRI DG , A 12 P 5 4
BHAYT IR A — PR BRI AR R T B8 55 A AR 78 40 B 5 o0 ik LA R A 3 ) ks
SRR A2 Z (biological relationship ). @ X EME 1297 N TR HETT LAZS HRSHERIHL
AT, (A AN TC AR R S W AT R R Y, BE 45 A D1 B T WS40 ( observational
data ) TMENG RIS ( clinical experiment ) A5 iE ik L6 F] W7 . @ 3 P oA 175 B sl i = i E
PEIFAE N R 3 1Y, 4 R 2 BOR Tk H B HOR B R A /Y JE M, 250k A 3t 5 5L
P SR B 52 20 o @ bt R 20 4l B OR 7 S AR 1 T PP ) I A 2
B, N DR S B Z A U, TR 2 2] S BT R A R 0 i B TR @

297 N TR R BBAG B R AN S 52 B8 55 N\ 51 ) S 5 B AT 25 0 L 55, 25 5 =
% NOUBATHEHIWT LS5 o 55—, 555 AU TCIEBRAR S A D SRAIL I, A BE XS BIL A 41 0B i
1T EHBE , WA T0 12 R IS 4 14 25 TR AR AT B (4 XU . © TR12 50 TR R I 2 B 55 A
FAPLESFIWT LR AE L H ORI, FR4 2 S AL FIWTEAT LU XAl iT LA Bl
B2 55 N iR (B AAAE R BR . B BLas FIM A A0 (B S P S5 A B P A ) s, B 52
252, LIS CT AR BRI AR ), % T2 RIE , I R GE e b T
RIS B8 55 N G% AT LAGE o BT PE M ST R A T HERR . (A BUE iz i, BE 55 A
GO IMEA TR HE LU, A5 SR S8 A SR A SR ORI T 4 T o 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 I1, 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.

B @), CUREE S R ISR B 7 SR /T8 ), AT RIEE A,

See Helen Smith & Kit Fotheringham, supra note 16, 136.
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BTk B TISHERIEMAELE, B 55 N DL 2T d A LS Pk el 5,
AL R o 2 2 5L TR AR G | B2 55 N ARV 258 T AN REIE TR UE B 2213
AT RS 2518, SE XS AN, Ak e B A 25 W% IR T A AR 2T 15 HL [R] s AR
AHIMHBAE B ILARARAE ( bipolar disorder ) BYHARIA AR ARL, @ MIHERE T XM 54,
X, B2 55 N D JoE AT SOHE RS IR Y

2. AR R AT L B PR GG LR

ST RAR B MO ARISI T N TR A . AR Bl i AN al ik, HRR1 2 4
Hesz T Be2f i AR R AR o AN, B e T 0 R AIRE R R AR (H R AT AN
BRI F225WE T ARREE H RN LN IR R A3 © IRE12TT
N TR REAFAE S 2BAE B 55 N AT SR AT DAZE & 45 7 1 UV E s e AW, SFsE |, &
PREEAEAREIFANZER R 55 N A he , RS ILAEREA G 0 B 21— 3 PE = AR 1Y
RENPEE 5, HEEN RS A BIER2IT 4R 5 AN, NEHEARER &,
P& 55 N DA v IR SR A6 BT 7 T AT LAEAJE QT AR

B MREEEE 55 AN BB R T B E . SCER 2T AN TR RS T
WG 22 K, BILAs I B A AE B B2 R L N, W DR EE = 55 N 51 9 Ll AR kA 7
BLREIUE . ln, XSS CT ARG BRI AR 15 B AR R Il 15 K/
{8 AT R S L DL OB A AR AT, R 45 N 01 58 A WT ATZEAILAS BT 4R T ik
ATHUE . X TFERISETE , R GE G A Ar 1 R 15 45, 3508 X v A il 45 19 B AR
f AR, B T R C bR T AT BRI AS 1 A0 B CBRPERER SRR BES A
BT LGSR R — LA ST T8 — B0k . T T2 T , W AR A 3 0 it 4851
WA RGARE, IS L — AR RO R R B 55 N B X 23R AR A T BT W 4
BNt —k 297 N T8 Ben i BhVE PR AT dn . 25Tk, A 3B AR ARl N Y e e
55 N G 5 A B AT AR A2y 7 N TR B S A I bl ) 55, SR Ry T AR

0 S T N TR RE R S e BB TR IE . BRAKEE LIk iR A T B IR
Ah, B2 45 N Gk Rl DU S2 7 N TR RE 7 i MR BB HEA T A2 90k . XF i, Al AR T
LR I Ho— g . (N TR A= i o 28 e 45 = JE ) ) 23], 22
557 S U I S BB AR 2R B e N TR BB FHAR A i A S ] T
I b T B A AT R 1 ARAS B T R S Y AR BB AR ST N TR e, TR R RS =
FERYT A, AT B 55 A B RNMLER ST A I R LS M . 2, A R e
ROPEAS B FE 43 UESE Y AR I A R B2 N TR RE, B 2 LA I ) Al A5 5l 3R
o T UBUENE . 1297 N TR REN R UFa T s B = s B . XTI, B2 45 AL
AT DI S A AR s T R R E . A AR DT SR S T B R AR S AP RN
TH BT AN TS HELE , IS 2 AN T ek H 5 T A LA T , RS 2 55 A D S R 4N

See Thomas Hoeren & Maurice Niehoff, supra note 9, 311.
SR @0 RE 5 - 5% 4 89 T,
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=TT R I A BT, ST B GE R N A E SR EE . (T A MR R
L CRIEHL) 57 1223 FRAELE T R (IRASTETR ) 56 59 2HUE R S i BT 35 7™ i
2y BT AR L BN A A 1 I Y AR B I T K BRI T MLt g A TRAT AR T
G, @ Pait, AT N TR = S R I IR A BRI WL T 5 A o A R K
=TT, HIEENSYT N T R ARRHE , BT =7 7 i st A AR T I PR AR

(—) BEFrFraEEmiEAzE

1 AT RR8Y 7= 5 Bk

5 A B R AN, 297 N T 688 T Al a4, JE AR 3 S5 4 19 45 A 1A
oI, 2R 5% 245 i WA A L A 18— ORE i 400 D) s 225 IR G P 155l Bh i W 2, A 5
BRI & B PR A R S5 g v 4, 7= i IR Ss #R i i o T L =, & i TR
PR, AR = . TS LR, 7= b S ATl A X R A T h =, Sk
PERER B R = S AFTE I @ A W 48 1 1R B — BN RO = i A Fe b R ol
FRAMTF K NG5 TP AT PRI . 755 AR R T, B 3 8 Bl 3k o 3
o [ B2 55 N 5L B B o T IR 55 SR A5 Bl AT T HR D3 BB R T e R P AU 4
FEBE S NG T

EF IR, SIS N TR RER =i et H—, O=RBaik) 852 K% 2
FTRE SCRY = A8 2o I T IV A T4 B A= i, B A SR AT LA A X —Ja i . FRIE
RIS, A kB B B AR SR R 72 o © RIS, 55 1S AR S AR Ak ik
SRR B RIS H AR = iR R 297 N T R TR AR (E B 1=,
EE L S5A TR T H =5 Jo 5 B8 = 5 50T o @ sah , A= b AT BE 0 B i Hh
PR A T PR TR SR TCTE i T A r RS B ok AL 23k 2s , ARG
TCIEAERRAE I A 68 F 7 b SAT A s, @ 1297 N T8 REAE g — Rt B A RS
BB R A B 5E ™ O MEA WA BB A R R

HT RIS CEETT R B BB ) 2 103 S0MLE , ST R UE TR Bl a1
T ARBLAS G5 5% fn B RIME WA S e AR B A2 55 25 40 56 A )

®

S A AKE TZREREE  (CPREARMERIERAGHEE ) A SORR S LB 5, ARZER LU 2010 4232, 25
228 U5 FHIM F 4 - b ORI ——(RANTTAT 4 ), N BB R 2021 4FR, 25 310 5.

ZILETTE ®, k15, 28 560 i,

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

Z IR A L AT AR B (2014) 22 [R—# 2600 5 R FA AT AR RN T h R B (2020) 5]
05 FZ 1496 5 RATFIPAT

Z LR R GEPP TR T2 ), B RSB ) 2018 4R55 3 1,5 77-78 L.

ZOUT R CRAH A A A FTRUR R —— LAP= i ST A LA B 200 ), 380 CGEI I A2 (FEaRh2))
2010 445 2 99,55 85 B,
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i, ALFE T B AT . CERIT RS 2RI ) DA K CBRYT ARl 2 H 5% ) i —
Ao TR S 30 8 T AT IR BT S i, A IR YT TRV R AR A SR A e Ak 3 AR |
R ST ARSMS WA DA S A, DSOS, FA7E 2014 45, (B bR BT 2l
EHRIR A BT o TR R At R BRI BRI : XU 4325 Pl REAE 42
FIFE N 0975 18 ) AT BRI A A By 7 e m P, i b A B DA vy vl 2 R e
TR GG F 0, H R RS0 7 TR (R ST AR B U A T H 7 @ LB
25 5 B B 2019 AR B A (N TR RE / L2k > —— 3 (kBT 2 Bl W A Al 4
R ME, YT AN TR R E AL F S W TIRTT (2 W IR A Rk
TR B ARG RE T, & T B 7 20 "9 A, BB kBt (1) 7 325 St A 2 138
Wr, REELEEAT 2T B, BN BRI AT DUE A BRYT 8. @ B itz
YT N TR RER Y& T S Y BT 2

2. BT E en A9 1E 2 IR

SIS, R S RS E IR AR, FE 555 PR A 7 S T AT S
2 AAEEFR L NS ENE T, JLF A iR g 1 D R 7 IR 55 S 8 SR Al e 24,
ORGSRk AR A A 5T (B S A (0 7 S ST URIA . © TR E A 22 5 il
oh AR R B 7 5 B IR S5 AN AT 41, il R TR T RN AR ki A5 R
A B T B 2GR DL SR DRAIE TR 2 AT 07T 25 RN R BT IR 55 ) A1
RGHAYo @ HERE, By 7 P Rl R AR AR Bl et — Rl By MRS, mAE = CaY
B2 NI FH By 745 3 s s Hr A A AT, 1T i AT 2 7™ 4 54T, @

I N TREE T I a i, BRIS 248k ] LS A B Fr 7= 5T, (B H S — i =
Jr ARG 2 AN . — 5T, 5FARTT Ak 8 35T SE BT 2R E 1297 N T RE
VER BRI, JEAHEAE T AR, J& T AR AR ) B 7 8 bi, 1 R AR
SEHBIE R I E A R TES ALBNZITAT . — L1297 N TR Y
{OBFEHERT B AL, B 55 A DO AT WA R AR ML FIKT Y 55, A B3 T A Ll i ik
TSR R 51 . R R 297 N TR RE ™ SR 5 B 45 N\ 53 B B iR 55l g

62 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.

1£ “C329/16 SNITEM & Philips France v. Health Minister 28~ Hv, BRI 3E B 8 1k [ A2 WAL 72 1 — kB Ak O

SCRER R T ERI T A . 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).

ZhL [ 36 ] B4k - G RO (PR THETER ), SRR, P [ EOE R AR 2012 4RI, 55 332 UL,

S OUGSLHT TG CBEY7 )™ St AL i e IR Bt s IR—— 5% 257 RS . (RATHER)

55 59 ZRBMRRAE ), B (B SIATE ) 2012 4745 9 01,50 121 bit.

@ SRR (FE CRAGHEEE ) BT )™ S L E 2 U —— AR i SRS —4r s ), 8 CRTTE%)
2013 4F5% 2 1,5 102 L.
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— A, BHE R LA B L e IR 55 AN TCBE ]

EH VN, I N TR BAEANLIMES) PR A& T B 7 = ah st R S ). 26
—, 2 N RRJE Ty el , i I B2y = dh s R RTER . 28—, 1297 A TR BERY
Sl BhRE A AN R HOC R, S, 1297 N TR R AMLIMES Y A n] ik i)
TR BEEBOREY H £ R, B2 55 N L sBOR AL AR T, PR ISy 7 N T RER )™ i
JEE AR OB , AN LK XU MLakE Y sEAT AT In2n B2 95 A5t 26 =, I i FRE FH2 e A
TR B T SR 9% P, A A — DR AR I i s i ik 6000 7T @ X i,
BRI N B D BRSSO AU TS TN TR RE RN B O
SV, YA BB AIS YT N T RE ™ R A A DR A HLAS P, Q2R B2 55 A SR AL & 1)
WiNTFAELY T i R IR ALY PR E SRR JGIEIE I, BURHIE TS B2 77 i SR A AL

(=) P amERFEHIAE

7 At R — B0 D T R BT BRI S R B o I B T B A R 1 A
RS T RSB S AP BRI A A 4 5y 5 IRMER 2B S
LORBRBARITENT . AR = Bk ) HLRE , ™ b it A S A AR P Aot ([
FhSE ATWARE ) SAGHERARERIR . (B ARbA M HINE ) 5 4 ZRx TR
TR i B A E R B — R . RITE SRR, BT il R P W
FELN AT LLSEE N T R AR AT AR e E 2 . (EAFE B SR ATl bR s
(9 BEY7 7 SATI AR AT BE R IR BE DA S A7 AEBRBA . @ Ot , Anfafsd IR & R AG R bR A2 G HE

1. &t Bk G eI

B BREE R = A B BT T BABAFAEA G Ha k. FREREEIF R H A5 B
SERLUNARTH BT, A5t A7 £ B8 S Aot S5 U8 R s v b 3% (RS T80 7
N TR REmFAR T IR A5 IR PR A

(1) AP E IR R 5

THD B WITFRE, 3577 5h AN G PG e 1 WSR3 i A TH 2 25 A 45 B0y, A
B i B2 2K 5 T 2 RS B AR T A, e (IRAUESS kA ) LA (IR
LR S THESE S ) ERIEX —Frife SR, AR HEARMESE HI 71297 AT RE. B %6,
BB R e T B0E TR 2 FR ARG P T A = ah £ BT 9% 00 gk
FIWE =GR R iR T ARG R @ THSYT N BEJE THBI R 95 A BLgy T im S &
b BRI S8 R S E A BRI A B IS . HOR, S A SRR AR, 297 AT
BREIF A B 5 20 8, BVOEIE T 9 & BT R At , B 198 28 o o 2 2 )

S0 E W FESC : (IBMIRARIBUBGR ), # Crp AP RE Sk ) 2020 55 Z1 199,55 82 1L,

BN, 2E “RBARVFR DB FE RN AT BRI A SR BEI7 7= M STy R P, S B WA L 7 72 A~
By AN A B R bR A TR AR BEAT A R AL B , A5 7R 40 90% I TTT. 2 Wiy
A TVEZEIL X A REBE (2017) %8 0203 R 577 S5 RS AP,

S0 T/NVEW - A TR (EREAL : SRS )CRATER 7 A7), TATEERE, 3T K2 kL 2014 4FAR,
%5 509 T,
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I N TR RERBE 55 A D, AR . © B, I 00 2 R AR v 1) AR i R O 2 5 e
X7 SR BT R AE Y TR R A R e MR RE A G A R, © X, AR
AN R 5T 32T N TR Re A T AR 0 G BRI RE L 2 AR AR 114

(2) WU RHRE R R

TH 2 H G PN AR E AT E M 21 Z0F, i, S8 (RS =K E AR . 7
mn oA T ) 25 2 (b)) TSR KBS ROHARIE, 5K il S 00 W7 E SO 2T 2 0
A BRI )R, 10 82 AL b A7 AR R0 43 A, DA 72 o 1 1 A D 2 i 75 RE B
PRV N 4, RUR S — A B BRI, SFEe, EE (REGLS
SWER: PTHE) B 6 (o) XTI AR LA M A 250 T RS , B 8 5 G
AR EAN TSN A BEAY AR BOT , A B E ARSI , HE e 20—
A w1, BERELE— N A THAT R B A T A P BT AL J7 o 3k R R AE 58 [ v i XU A%
FHBRERS T~ B 7 A Ak J7 250 B 1) 4, SR T 3 i 1807 it B b e . ©
2k 4b 5 25 (BRI AR LT BHEBRTE B B 2 Sk

B SR BSOS 1) 81 s ) RURS R R s o, X ARS B R BRI I2Y 7 N TR R AR AR i Tk
. —J7i, 297 N TR RER | 324k 5 2T 58 1 DL RS E SR AR SR BOR R IR i A ™ i s 1 7
ML S S A HANE W], TR 5 B AN IR Y Rl PR T, SR 4 1 a1
BB R, BUAS = B HXELLSEI . 2% 83y N TR i iy b vk A
AV AT AL A Bt o7, B B AR MEFR 2] — 7 [R] B3l e AR 5 B 22 R B 5E N © 55—
J5 10,1297 N T2 RE R4 B 7 B R G HAAUE O B2 55 N BRIy 7 i, 7= il 2 A5
HAGHERAR KA FI T B2 55 N ARSI , 3 LA RO A PPAR B A2 4%

(3) BB IAE ARl fETT V4

FRART 7 AR AS R BB PR UIE 28 X6 42 4, IR A5 G, B A A B 1) 22 4 Pk A2 () R oy
e, © X F297 N TR BB A A E e T TR — AR S ], Wk
A TR A A S TS 2 L A B, RURSE O A v i R LA A 1 A B
PRV, VB BB FHMERE, Witk , 25 A S AT LAG 7 BRPE S 245 1fE (the reasonable
algorithm standard ), Rli2¥7 N T8 GERY R INHL Y £F G — A BRI SE N S BA KF, &

®

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).

ZILETE @, #iE - G RCCHs, 55 183 L.

i, & “Mracek 587 FE/ME/R T EH FHGEME L ZOE N IE IR SF S ML A G RO MR . BB RIST A TLE
B S R A2 A I BRI T, AR I T R . S [ 98 ] 24l - dp 2l - ol (Wld b2 A AT RE
AR ), RRRSIEE I JE IR I AR AR AT 2018 4ERIL, 5 59-62 BT,

ZOLTH TR EE SRR A (N R SR AN IE 3), S8IEAE AL BRI R AL 2021 4R,
55149 T,
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W RIFFEA G BER . BRI T H—, Zair NTRERERBARRHE. 27T
BRERY SR T, MSA BERE I S, T A6 A EHHSR, IXAEAR A s EX S kALY
(g “ATR7 A BRESEAT ST IFAR o @ B A b o b 2t B S e, T DA
XA “ATo87 AT EARVEN, LUE NS A TR e R RE | . S50 b, G i
P AFR L S B SR bR, A o LR 10 A7 D PRI At 22 2 — Bl 1, FOR s B A
PRUERE NS GORAT R TR AR A X 2 B A bR S AR A ©® = 7%
AU BRGNSk 7= R ST I DAL I PR 0 T il SR , B il 22
PEFEi it R ER . © JCU I e WU RR BRI , T2 RS AP b, A 0 2 e W A
FORM B PGE R XS5 o B ARIE FE 2 X — i AR OT IR, [RIIRRRE IR X 5 42 0 v
BIF NGRS B 1 XI5 B g AT i R PP A R . L=, R
THBREE A EXMERE o BEPEFT AR e R 297 N T REAE ARSI sl b i R LR B
AT — D BIVE RIS AR, LB GO T 5 AT e i[RI ) — Rk . AHAR
T B E TR T, PSR AR o B O B 0L, RIS ST AR XU AR IR i 25K
FEAK B AR 3T, AT KRR S A A B2 UEMERE . L0, B w it S5 B A bR
AR L , BEPESR R AR R S5, DO AR T SR i R N7 FBE I 2Rt S
A7 9 B9 AS w] T, S0k ) 4 T b SR T M. 4, w] LGS e % |
F R UER R 2T PR A LA BO2 Wi 5 RS R AT AR S Y A TR RERY
HPEKSF, S AL R

Q) B Ao, © FRPESE R bR 38 FH DG HEAE T A T By B
B G, B, SR DA AR S 2T N TR RE ™ A, 45 & BAAE H
Gy 5o — B SIR MO BRE T RIS AN T R R RGN — @
HOR R G EAFAE AT LU R S E 4, Wl LUK B B R AANE , R AE T
N TR REA B2 xt T AKEERI B . R B SA AR T A TR e i B
Az A AR O BAR R g R PR AR T RER UL, th TR RGE
FHAEBURAZEHI P, SR B L — R N SR B 22 24 J 3 B, BIVER PR Sk b e
3 7 e T ERAE A AR @ B, [ S R BUR A B R USSR R G AE T — 1K
FIWT DR, AR PUE B AR AR ZLERAT AT NS5 AT e 5 | A M EE S, SO A R GE
TORBNE S 2T N TR AEJE TR BN TR RE, H H AR B 55 A DR L,
DA RESECR A2 BT RE S TP 95 A5 o BIVEAE R GUA R B, IR i =T &
A —AANATAT FRTE RIS AR R DR T3 AR T LA i B 55 A\ 5L BRI O 20 4
IR, ARSI N TR BRI R PR T 12 55 A 01, AN AR G 12 W] e Akt Tt Ay 24

See Karni Chagal-Feferkorn, The Reasonable Algorithm, Journal of Law, Technology & Policy, Vol.2018:111, p.146 (2018).
ZIIKEIE (RO Z 06 s N TR ARSI ), AR UL 2021 450, 55 29 BT,

Z AT G ST IS SHIGIREE ), AL a2 At 2014 4R, 45 92 T,

Z Ui CRARE TP E AR A AL ), 20 (RE-#BITSE ) 2015 4F45 191,545 111 Tt

See Frank Griffin, supra note 23, 89.

PeeB®@®O

See Karni Chagal-Feferkorn, supra note 67, 145.
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e AFTEANG BEI .

o LRI, AR — S B 5 B = A bR () 15 55 N BL AN RE 45 1 IR BA 1297 45
B, B A BN RIS N TR e g h IER I, KT, 2 i 2ieyr N T8 feny
EHBIE AL, I RN RE Ak 7 AR BRE  H R B P Z R X 5. HF 2, 55 A
BT R HIWR e R B R AR R, T B4R 5 % i WIS IMAE R BRI 1 b
M BRI S B 45 A T B A AR R R B 45 A AR AT BB DR R 25 A BR il 15 1 B iR
FHIWT (B IFAAEAEIZYT 1Lk . T2YT N TR REMIAZ O ok S8 B iy
Fe st R Al S i1k . © BET7 /KW Jeb i X i 7 N T8 BE = o8 4l ARSI B2y 7 /K P
7 5 B HL X, AT 1297 N T ReIZ W ie 0 & T2 b = 55 A L R o DB, ANHE
FRAFTERE S5 N IRATIZYT bR (HI2YT N T BT G BN E A AAR I AETESRIE I THIE o

2. E R B My INE

EOREREG T A B A PR S R S UL Bl AR G R. X T
H 3028 SRR U, A2 )7 B R SUS5 I G R W SR AR R B B R T 7™ b SO A
“Elp ] AFII” (learned intermediary rules ), iX 31297 N T BERVE R L 55 HA 4R
Pk, RE CRAGES = RER: P7HTHE) 56 (d) X TEEITaM ST, il
FE TR s B &l AR, F8 AN SR AR R Rl Al A A Ll
) N BT e 5 T 0, I8 A4 73 Rt Ll A a] AR B R 55 EiaT @ &
b KR ) BEAS S R, A BT L 50 o 5 R I ZRAN AT , AN [ 34 25 AR A ks
RFER 2 i | BRYT 2085 A [ A Jo R 7 PR 0 s AHE M DC L, DA A 4 W e =2
MZER . WA E AT T Rl IR 55 & P21 [R5 B i 55, B A e £ %
HR SR B AY 2 A B AT RRIRT T O AE . © IS TN TR B — BT AT
B2 55 N DU HA: P23 5 BB Z Rl i AN AR 738 O BT R AR E R 55
SEOENY S S e S S NN I S ¥ e i AN N A RS TTE Y < NS ) NSO
FIEIR 55 i T8 55 AN DR A CRBER X 55, XA TFRFERUIFES 5 .

297 N T Be 05 Bl (A5 i JRUBS: B 45 AR KRR B AR T 2 45 A A L&
PRI, A R X B 55 N R BV R L5 B CH L, B TA 7 E A R E A
EON UGS, NGRS AR R RIE , T DRRCE I TR A &, SR AR R 45 N B 55 AR
P CRIEHL) 55 1219 5%, B2 55 A DL 00 S35 4l — A5 60 U555 Rkt 0 S 55 il
RN A S BT, S TR 2T 8 A S A A s AR R
I K RS Y  S AR L, 16 T S0t AR ARG A ARG T . © HIERILYY

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

Z UL @), 45,55 118 1L,

Z LA @), 14k - GBS, 45 204-205 B,

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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