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R A LA SNE
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> BB TR
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TR B E

= iR BERMERNERITRS
AEEPBEE

B E 5 IEAR R — G e A
B Y8 (E 52 %82 ) 50 Q01 - TR 5007 BE G Y 42
o AFHIEAE LGS — R EE « (e
MRE A B H B0 i DU AR RE T HL 2 B B it B
BT R EA T HEEEEFE
(Algorithmic Medicine ) BF » PRIEMRESJIEH
s R RIS AE AN TR ERI! - I8 L858 -
FiR e 278 (Meachine Learning ) F
A U A (GPT ) IR - B
fig F EME ~ ANEHMERITTEM: - IETEABRER
FARETT Rtk (Tort Law ) FIEEVEBRAVELAE
JRI2 o

TEIL—ARHREEL N - AT I
ORIy« AR EEBERIGRETI TR - A
M EGERE - Bl T — M T B,
BEHR 15— A A E TR T - =

REE R AR REH E B B 2 R g i H
HOE (R 2 B - 0 EEEEE TR
AR o Ry TIRRIEIE § R AR EAE
Tl RIBFRBEE R R T AR TR
HIfEk - AN - ZENEFE SRR S E R
IR 2 rEERAE T2 e T
P A, (Learned Intermediary ) HIEEE
MRYE R A B ? MEEEEN T BaT
REEEBRIFR I IR BRI REN - B
bl ~ SRR RE - FVERHFREST

{2 10 AR L RV B A {8 il B S 3R A
NS /N e i
fEREMBR N EHEESRET - 2REF

ATHISGTHRDRE BB TESEIT - RIS
— TR R R AL T 1 AR R iy TR
R - B - BORHIE & R T 2 1HHY
TPV R - DR e BT e 2 o
Al FHEAT EFRR® - MHLEZ T - SERIEREL T
AL ~ FRFMERTESER - MRRER D ATRM

* RXAEHAR P12 2 e F TR I KR 2R R T etk
221 : W. Nicholson Price I, Clinicians in the Loop of Medical AI, 74 EMORY L. J. 1265 (2025).
2x2 ! Sara Gerke & David A. Simon, New Case Law and Liability Risks for Manufacturers of Medical Al,

388 SCIENCE 1138 (2025).

3x3 : Directive (EU) 2024/2853 of the European Parliament and of the Council of 23 October 2024 on
liability for defective products and repealing Council Directive 85/374/EEC, 2024 O.J. (L 2853).
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ARG Ry 7S EE 53 B8 BB PRATEE R AL
HIET B AT R R R ER RAVEEE - 25 =
B4 43 AT BLA WM ZERE - REAE 202556
M (AIEEIES) BREMKEEETR (&
HEHES) W2 - SEVUEED M 2 BIRY A
E e - BERFDAB R « RFMEAIINT
B FERE M I IE L F A TR R P 2
BRI RERM L - SR A EL ERET ATBS e
RSB IRBE TS E8 - A5 HT T URERAY
Al (Silent AI) FBZEBHTHIBRIMESK « 255
E AT TR AERES B AT R A A TBE BRI IR AT
B o P T L B A B L AT W BRI RS A
BIHZEIE - % 0 SBEEs RIER GRS ER
Gy it RRHBERAIBE S TREEHRE L
R AL AR R 2 T T

B - ATESEEREAEARLT
EME(EEREBEHRE

—  AIEEEREEZER

ANTFZE (Artificial Intelligence, Al) fFg&
WEBAER H e o FEWRE TS
A :

(—) ZEr & %# (Clinical Decision
Support Systems, CDSS) : FFt#sE2
BRI e~ BRE R EE R
- SRS -

(=) FHrmhBI s AT © AIBIR T
fhr R ARG HE R Tl 2 ik - IR B
PR IE a6 -

(=) WEEEBE TS « AT K=
PR T T R T L T B T - TR B
AR -

(M) fREREE HEME © AR PR FE A
BORE ORI - PUE PRI EL AR .
RS » 18 Sl F T SR SR B RS HE
HofETt o (HEIFEA " RARRTE )« BT K
BEIAT A S 2 B A RAR A DU R

) INRE S ERRIN N T N

Z AIRBERERNSIRBEHE

AU g A T B R B R R T A
RE(TERESRIETA - & U HE R
A o EREER AR (ATl T ~ L AR
o) MR 5 Hlk R =R B 5T
TEIIRY - 2R1 - ARG A T =i EGE
o HTEIRT R - ABWITE (Opacity) ~ H
F1E (Autonomy ) BAu]#PE (Plasticity) -

324 : See Utah S.B. 226, 2025 Gen. Sess. (Utah 2025) (amending the Utah Artificial Intelligence Policy

Act).

35 ! Sherry L. Willis & Robert S. Chen, Artificial Intelligence in Healthcare: Applications and Legal
Challenges, 45 J. Health L. & Pol'y 123, 130-35 (2023).

36 : Ibid. at 136.

2:7 : Benjamin R. Jacobson, Machine Learning in Clinical Practice: Risk and Liability, 12 Yale J. Health

Pol'y, L. & Ethics 89, 92-95 (2022).
318 : Ibid. at 98.

319 : Virginia Dignum, Responsible Artificial Intelligence: Designing Al for Human Values 67-70 (2020).
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Stk AEAA TR T ) EEsEENE
F2ZEr 2% (Autonomous diagnostic
systems) ° RNEFREELHAIAAL > HEERE2E
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HEEE - RALE T ANEY] - S EY]
MEYTET 7R T R PR BV IR SR B (R - 7
WRARRERGEA T - [ R R R A Y
ZETR T EEEE - SRRV
AT Ry B R T A o KR BA AR - 1 A0 3R
TRAEIRIA ) SRR I e AR SR
i R R B BB BB R - RS A TR B
WAIENT Ttk ERYERRE AR - B R AS
T EEEREZE - BOERG Al FE LR R B
A N THRRURRETHLE » 1 RasE T -
(=) stk TRHENT 2, (Ship of
Theseus ) 12
A a ek e " #HE o IRRE
(Locked Device) © #R[ » ALRHE T EHE
FEYE (adaptive) 1Y - EIBEE AL E
ST AN R B AU LS o SERE W] PR Al
T TEMENTZMS . (Ship of Theseus) FYHH

D Ax o # F

A AR PERFERL - — RS AR
TR BTSRRI T Al 7

PO = o R 3 PRI RE K I A e 8 1T 28
4 THRIEERS © (Model Drift) SEFERRIAIEHER
RZENE AT - SRR RaRET IR M (B
EREEAT) EEBERR A (B Rt EER
£) ? RBIFDAMEE " FHE = BRI
( Predetermined Change Control Plans) HfESRIE
Akl S5 Ik B RE Sl f I B o (HE — AT
FEAL ) BERFEIRREIRFHY E AR B IR E
ETZINEIPSFe i

2 - ERBR’E R HESIE

\'lt

b

BCREC IR HEE —E SRR~ TR T
wEtE L RARHI B AL - 2R > 20254F
I — B M SR (B B KT - B (AL
BEEMH8S) (Al Liability Directive) K43
ISSE A T B HRr el - H AT - B B B R
H Bl EL & = 18 BB A RE RIS 3= B AR i T

==

— -~ BERSRHEM (MDR) EdERBEEE &
2314
5 B 2017/7 4598 BT B A b

2210 : W. Nicholson Price II, Black-Box Medicine, 28 HARV. J.L. & TECH. 419 (2015).

2211
x12:

313
Devices (2024).
3x14

: Andrew D. Selbst, Negligence and Al's Human Users, 100 B.U. L. REV. 1315 (2020).
B2 R — BT EERER  Fd oL RY - SEEHRAAFTIRTEREEGR L0
B TRET AN e R— AL P A ARRE F R g e A Ak AR 0 TR E

GHRAR LR

: U.S. FOOD & DRUG ADMIN,, Artificial Intelligence & Machine Learning (AI/ML)-Enabled Medical

See Sara Gerke et al, The Need for a System View to Regulate Artificial Intelligence/Machine

Learning-Based Software as Medical Device, 3 NPJ DIGIT. MED. 53 (2020).
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R d B B R B R T A B e i —
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Medical Device, Al SaMD) - JREIFHFARZHET ~
THRG ~ B BIG R RES M Ry dn b AR
JRBE 34 o 55+ MDREEVE 740 E-ERN ~ R
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MRS P BN T ETM S EAZRS - F
% » MDRIGFFR AR B F it MhReRa#E -
BOKAL SaMDEGE SR B RFRERE RS - b
B RS At i o ARORRAE R - IR
R EOREE AL S HIEERA S -

ZCAIEEZEE (EU Artificial
Intelligence Act) : {EAS{ERIiE
MLEEK

CHRH N TR 2HE) (20248 7H12H
TIERE ST AH) B—EkmIk - KEEE
HALRME T8 - W T mEkE, 25
(TR ELFEET Z M PRI R S8 T H K Ff e
SaMD) HEIZEEK « AREEAZEHE ~ EFNA
B~ BRI - HABE ROoURCsk
HEIEHHEERS ; Kk - EEMDRIYZER

HERE - BHBERRINENRT & B as b
B Y A TR e 1) PRy i S i 2 1 R Y A o
Ko PECB NGRS » AR AR EGE
P B & it 0 T HTHIA S R G s 16 - Bl
SR SR B 1 APRBER IR E 15 U A RAT T
T EHREHEHASNEANE S (human
oversight) 17 o MLRFCH BT ERIEE : 40
REGERGRRERGT R ARVEE TH - HELE
SR ELAER » (e [ REE - K&
+ LEAFEEBEAIREE N - BEERES R
HEHEE -

= EBETHRESREZEES (Product
Liability Directive, PLD)

P& HEaEny CATEfEHE<) (A Lability
Directive ) RIBUGH ST R 202542 H ] '8 -
ik W EBE LEREETR (EnEEES) &
1985 BRI B S IR S BLAUL - KE &
B A R A 22 B B - G [ AHE
SEREH - B2 HFBABMEMENZ R ER
G BAIRISRBALR « FTRRPLDEEAR T " AN, BY
SE #e LU A A TERRES » JRBIE I € # ik
BEAIALRK Ry T EM - R TR
WMEE TR « ERSHAR T TR - AR
AR TR PR I8 B S AT - HETEEE SKREA
IR T A ®E - AT KIS E

315

: REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5

April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC.

3216

: Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024,

Laying Down Harmonised Rules on Artificial Intelligence (Artificial Intelligence Act), O.J. L (July

12, 2024).
3217 1 Id. at Art. 14.
318
319

185%.60

: European Commission, Withdrawal of Commission Proposals, 2025 O.J. (C 12) (Feb. 12, 2025).
: Directive (EU) 2024/2853, supra note 3 at Art. 4.
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HEE20 » WA LERAS E (EStrict Liability ) J828
A Ry MRS R i B I L RS T AR T
BEARRB AR - 55 Eig L "TF%
JESEiEE | (Development Risk Defense) TCEF
B R R FH T IR O R A8 K S IR 28
BABRPAMITEDL N R - (B85 TIPLDEHEf ALK
PR 7 BLPTEE - ERUE - ARG R ik
Z Bk S BT - B RS RG IR TR
HEROPEHIRE - RILEDURANERTZ2 - 1555+ FThi
PLDERFHIIEHEEHIRE - Hfigk " Ba 1
REHRERT - GIA T AT HERIRYHEE (Rebuttable
Presumptions) & o s KAEEA R f4
A T A AR o 3 T T B ot P IR 8 - L RERE
BHEZEEML " ARE ) &K THRE - b HEE
LR A AR MR PES o 5 A RO R R R B
MhaBliGng - EURKEGEHARS H G - 5%
WEMS e —HE AR ES -

B2~ =BE
ZENEE

B FEB ~ N B2 FU5ISERY

B RS P NSO TP B B L - S
FEFSE MBI 5@ 7% (Common Law ) #H

>§g~

Dx W g &

AR A BRI AL AT

— - FDABIEEE SR MAI / MLEYTS X

BiSEYYEHR (FDA) FEERAITERy B8
HERMIREE . (SaMD) #ITEEE - 28MAY5>
FERE 1 ELE R AR R (R ELIRGE -

FDASRENE - Ryt LR IR - FIFDA
LG 2019-202 1 S-S AR AL AV B R TS
> DR 20214EAT / ML-Based Software as a
Medical Device Action Plan » BHHE FriRiHIE
A PR H Fr 2R BRI B T 5 - iR
FDAZEAI Z 455 [ B2 (ANTHE R
PedlEtEPCCP i T REMAEMEI L TT
%) 0 BRI E I AT L A B e
3K o FDAIRFRF GETE T FRHTSaM DG Fo B& 5
wetf o PR _LTRT#%HE (510(k) ~ De Novo »
PMA) e EriREGHI T H= -

SREABC AR - SERIER Z M — I Z AT
M BRI R B R - FD AKESLE
ELORE R - ARERRACEHT ~ BIITEE R K
R R A BT R R (T R B 25

— - ERER  BEEK - REEH
PSSR
FEEE - HREERAER —EEES

(duty of care) ~ Fi5EK (breach) ~ K%

3220

: European Commission, Proposal for a Directive on Adapting Non-Contractual Civil Liability Rules

to Artificial Intelligence (Al Liability Directive), COM (2022) 496 final (Sept. 28, 2022).

2221 : Directive (EU) 2024/2853, supra note 3.

322 : Id. at Art. 10(2).

3223 1 Id. at Art. 9.

2224 :
Action Plan (2021) available at

FDA, Artificial Intelligence/Machine Learning (AI/ML)-Based Software as a Medical Device (SaMD)

https://www.fda.gov/media/145022/download?utm_source=chatgpt.com.

3225 : Ibid.
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BRR SRR M L 2GR o B AR EIRIR IR
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B PR 3t % 1 s o [ o e 2 01 B 7 A S
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BN - Mk b HEEAE AR A
(Learned Intermediary Doctrine ) 5k » 78l
il C A BE LR TR BRI TR St e B - Al
BLE R ] R PR AN Y E R A28 - R
THAXBEAMRES B AR 0 AP B - e " BR
T AIESR T > BERALLIRR SR - AR EE
AR B T AR R 15 R e Rl - B
A TE TS ) AYFRRAZO - TRy
FfER  WSampson v. HeartWise Health
Systems (2023) » BURNEBBAGEEEEE

JECFFIRE S R E Ry AN B SR K B = AT

TR0 o

=~ MNIDEEIRE - ZEERELE

FH B TEIR 1S - SMNERGHERC
AIATIER » AERMEZ LA -
(—) JGftd : "Z& %W, (Safe Harbor)

N

20255 BRTHY (RN A TR R BUR A
Z) (Utah Artificial Intelligence Policy Act)
BN T S A v - RAENUE 0 AR
FE RIS (AR IR REL
AN BEFT - RIEZHEH & A & KGR T
o S BN RETTRERATRI T 5! @Sk 1
—RESCRFAIFTRI RN - DUEV S R E 5
7, o
() @mmM: "TAEEE, mHe

(Human in the Loop Mandate )

EIREIINAYSE 47 3% (ALY A TG SR
BEFRILIR - Bl ZORFTE A BB PR 50
HIGHE T HEENEAFEE
human review) 32 o FLEBIEAERF " AfEH
B, (Human-in-the-Loop ) iAHI{LRE (L4

(meaningful

! Georgegerke Maliha et. al, Artificial Intelligence and Liability in Medicine: Balancing Safety and

Gennie Mansi & Mark Riedl, Implications of Current Litigation on the Design of Al Systems for

¢ W. Nicholson Price II & I. Glenn Cohen, Locating Liability for Medical Al, 73 DEPAUL L. REV.

3126
Innovation, 99(3) The Milbank Quarterly 629-647 (2021).
2T
Healthcare Delivery (2025) available at
https://arxiv.org/pdf/2507.15981v1.
3228 : RESTATEMENT (THIRD) OF TORTS: PRODS. LIAB. §6(d) (AM. LAW INST. 1998).
3129
339 (2024).
3230 : Sampson v. HeartWise Health Sys. Corp., No. 22-cv-1234 (E.D. Pa. 2023).
3231 : Utah Code Ann. §13-2-12 (West 2025).
2232 : S.B. 473, 157th Gen. Assemb., Reg. Sess. (Ga. 2024).

1B%%,/62



e - Bt REREHRLE T AR R E E , FAUHEAT
i A B T R S AR AT

m -~ RFMFIGIER 5

HfE PR i PR R TR o o2 P ST A T Jag o B 3R
% (HIA RBER SRR TR B - B
e L Bl B 2% e o [T B AR B AR VL 1 vR BB
B o vARE OB H A el K B Al B BGE R
(=5 e B AR MM AR I 2 155 5 i 2 B 35
TCHAE BERIRE 4 e B e AR AR
FRIRF AN -

(—) ATHBYEHE P A i R B R B
Btz

HACREHR KR HIBHSAE A IEE TRk B B
RIFYBTOS - IR RERS A SRR -

Bead b SLHEBE MR RMORE R R A
T - BRERREEE I - SO RERHRIE
AR Bz Ja\ g i S AR HE TR R 3885 © AETaylor v.
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woak @B - EEBEEE -
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M IREBISMELEE R - 7R IEFe o R B 5 Y
FoH5 o BU e B IR b R AR 7 0 B A
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Ik FUB B I 25 B2 HE A TG B sk G A B R st
NEARERPFIME - 25 ARKAIZE 3 BTl
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Bed + BT HBRFRERAR - BIATEFDATR HIFE
W5 (132 BuckmanZ<PRTH L) -

RiegelZSFE AR HTEIRIRIE By © ¥ H BhEHE
FHEEE AR EAEEBEAHEYE - &
PMARGHE T 1 BIRFREE AL E » (HETF AL
RC 1T SR A BT e PR Bk} B T B RE AR
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3233 : Taylor v. Intuitive Surgical, Inc., 389 P.3d 517, 528-29 (Wash. 2017).
3234 : Riegel v. Medtronic, Inc., 552 U.S. 312, 330 (2008).

18%5%.63



B #

i I

(=) RRRIZEHT AT BB DRI 19 B4 5
A

B TaylorBiRiegelZE » FIEIEE BRI E T
HIHEES © TaylorfE AERERE FRIEAR SO R TEHE
HAE - AT E LGRS © ARiegel B
ERRFRIE b PR AN R AESRIS - A SGE R R
fF -

HABRERIN S - BESACHE =i
(BN « HSERK 5 QBB mE - R
Feor B E ~ AIREEE A 5 (AR
BH LGRS - BEANE ~ HE LR
TRERHER I o JEb = A 1T HHE I HH A ] RE AL S
R+ ERbels TaylorZEAIET - BEBERTRERRY
ATHBI B R G AR RV L2 - [NH &
FEEHI B - I BGERIEAL T HIEISPMA
e HAHBEFREF - nJREFRI S (%Riegel
FRAE) 1 SUTIH  HALRENREEEET - £
MEIREE - FE ] FRPMASE S @
R RR A E B L@ (N FD AR UHERD & - It
%+ vEBE AT REEORUIRE S > BB At - HIE
BEHE S E LB AT (human-in-the-
loopFe /5 ) B EERARHEEIAIR R -

h -~ ALEAREREEERETS
g

— R ~ FAREIEEERIMER
AREREE R A BRI / B BT AY R
A THIER AT AT R R e
(—) BRGREEEZBORBEA

B L R B 2 T 2 SR 7R Ol R B i
KIBAT T HAVERES - BIRUEB & - B
HEE B ARG SR AN T H - it
FERGLERLA_Fanfal s Bl AT (B E )
DU BE Bl s AT -

(=) BHESRMELER (Tech E&O)

fiLfERg (SaMD ~ EHREEATHEIABZEE )
O H EQ OB A L E TR - 35 LEfE AR
CARYNSUSASERS Ea p R =R i ¢ Sk
JEBg - BEEIERS (data-drift) FoisiAY B IR
JE\Bg3tEA TEE - BUEIPLDAER T A E (Tl
TERE G e E R R B R » PR R
SEEE AT T (R R TR BRI Rt -

(=) HauxBLEarACRRR

GBI AE AT 2 AR IR A Bl B
EnVH s ERINSE RS 2R IR B
[ - AR F R E AR EETIRPLD &
RFFRENIESE - HEBRETRER 35 K3
BE1Y - SE R BEE R A SRR B A -

(P9) BRoMEkELR A

R B 2 ] AT BE & 18 SR R A 81 ¥
T EHIRACEREE AR § HIERIMEESR » By
g EHE RERETI R PREE - SRR
L e i 3 AL R P B S M R B R AR

- RE - ARERHBRE

RESHHRAY T B R S B Rk
AE W [ 2 AR R A Y $5 3R A REIR
IRF il 2 R EMHETEENK) 58 7 RRERE
(Capacity ) HUHEE - FHIRBEA FIBLE AT

335 ! Pinsent Masons, Revised EU Product Liability Regime Expands to Al Software Providers,

https://www.pinsentmasons.com/out-law/analysis/revised-eu-product-liability-regime-expands-ai-

software-providers (last visited Nov. 27 2025).
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3136 : Ibid.

3237 : FDA, Artificial Intelligence-Enabled Medical Devices,
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-enabled-
medical-devices (last visited Nov. 27 2025).

3238 : See SWISS RE INST., Al Risk: The Silent Cyber of the Future? (2024).

2239 : INS. SERVS. OFFICE, INC., Commercial General Liability Endorsement CG 40 47: Exclusion-
Generative Artificial Intelligence (2024).

2340 : Munich Re Launches aiSure to Back Performance of Al Solutions, MUNICH RE (2023).

2241 : Kenneth S. Abraham, Liability Insurance and Tort Law: An Introduction, 12 Conn. Ins. L.J. 1

(2005).
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(2005).
3845 ¢

Prosser & Keeton on the Law of Torts 8§32 at 185 (5th ed. 1984).
: Hall v. Hilbun, 466 So. 2d 856 (Miss. 1985).
Tom Baker, Medical Malpractice and the Insurance Underwriting Cycle, 54 DePaul L. Rev. 393

Kenneth S. Abraham & Paul C. Weiler, Enterprise Medical Liability and the Evolution of the

American Health Care System, 108 Harv. L. Rev. 381 (1994).

3146 :

Michelle M. Mello & Neel Guha, Understanding Liability Risk from Using Health Care Artificial

Intelligence Tools, 390 NEW ENG. J. MED. 271 (2024).

3247 1 1d, at 273.
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Revised, 26 Yale J. on Reg. 215 (2009).
3£50
251

Restatement (Third) of Torts: Products Liability §1 (1998).
George W. Conk, Punctuated Equilibrium: Why the Products Liability Restatement Should Be

: Council Directive 85/374/EEC, as amended 2024 (EU Product Liability Directive).
: Restatement (Third) of Torts: Products Liability §19 (Am. L. Inst. 1998).
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3252 : See European Commission, Al Liability Directive, supra note 16 (proposing rebuttable

presumption of causality).
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2153 : Price & Cohen, supra note 29, at 350.

2154 : Price-Anderson Act, 42 U.S.C. §2210 (2024).

2255 : National Childhood Vaccine Injury Act of 1986, 42 U.S.C. § §300aa-10 to 34 (2024).
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