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scimonth.com.tw/archives/1648 (& 12 B F B 1 2023F 17 248 ) -
FDA Permits Marketing of Artificial Intelligence-Based Device to Detect Certain
Diabetes-Related Eye Problems, Apr. 12, 2018, https://www.fda.gov/newsevents/
newsroom/pressannouncements/ucm604357.htm (last visited Jan. 24, 2023).
Elise Reuter, Medicare Prices Al-Based Screening for Diabetic Retinopathy, MedCity
News, Sept. 11, 2021, https://medcitynews.com/2021/11/medicare-prices-ai-based-
screening-for-diabetic-retinopathy/#:~:text=As%20part%200f%20its%202022%20
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20AI%?20interpretation (last visited Jan. 24, 2023).
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Frogeng BN g BA7 £ 0 AR AERPR

s Egr;amiéﬁﬁj%’wa*mm;ﬁ%gﬂ@ﬁ%ﬁa4i(am&
ministerial Strategic Innovation Promotion Program) = £]# 4 1 X ¥ = & 5%
(Innovative Al Hospital System) & B » 3£ % Yusuke Nakamura, Japanese Cross—
ministerial Strategic Innovation Promotion Program “Innovative Al Hospital
System”; How Will the 4th Industrial Revolution Affect Our Health and Medical
Care System?, 5(1) IMAJ. 1, 7 (2022); % = F * fn 4 » gt daaar %EJ%‘ o i
¥ 3 g AT o BREIFRAEYEFES o 0 F % https//www.hst.org.tw/tw/
home/hst ; & & A% 7&‘2 im'};t?i] e ? & = (Precision Medicine Platform )
AR R A g § F e g 27 F ke 32 % hitps://precision heart.org/ ;
¥4 k?]‘” oA j‘;%’\blf ) f!m@ «*ﬁ”j‘f’ X LiE s E A ?%’f‘la‘*‘fw 53 B = MIT?‘F‘?
EFHP aitiEF > 14 435> 2021F 87 311 - httpsi//sa.ylib.com/Mag
Article.aspx?Unit=webonlyandid= 5131 (BB r 12023510248 ) -

6 A. T. M. Wasylewicz & A. M. J. W. Scheepers-Hoeks, Chapter 11: Clinical
Decision Support Systems, in FUNDAMENTALS OF CLINICAL DATA SCIENCE 153, 153
(Pieter Kubben & Michel Dumontier eds., 2018).
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'8 Stewart Russel % 4x #1 4 §' 4 7 %4 42 %c3% - Peter Norvig% # & 4c 4 #J% « 3
Google# % B » &% T Artificial Intelligence: A Modern Approach ; » #* 2% %
1995 Sy > A~ X YA XA FF A1 mETE i HEnF g Rk
o4 A feRs 4 f 5 B7% B > hitp://aima.cs.berkeley.edu/ (last visited Jan. 24,
2023).

"9 ol w2018 % B 2+ 7 % % High-Level Expert Group on Artificial
Intelligence - 4 & § F AL &2 2 ol ar Alye § €04k B2 3k » 35 2K+ ANA
definition of AL: main capabilities and scientific disciplines= #* ¥ 6 F. °
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2. ? * ix 8 (Medical Software ) J,&*:“-? B B i 8 (Software
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21 Filippo Pesapane, Marina Codari & Fracesco Sardanelli, Artificial Intelligence in
Medical Imaging: Threat or Opportunity? Radiologists Again at the Forefront of
Innovation in Medicine, 2(1) EUR RADIOL EXP. 1, 2-3 (2018).
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USFDA, Software as a Medical Device (SaMD), Dec. 4, 2018, https://www.fda.gov/
medical-devices/digital-health-center-excellence/software-medical-device-samd (last
visited Jan. 24, 2023).
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Medical Devices Regulation (MDR) (Regulation (EU) 2017/745), at 4.
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USFDA, 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 (2020), at 3; Adapting
Regulatory Frameworks and Standards to Ensure Safety and Performance (2020), at
6.

Kyle T. Jorstad, Intersection of Artificial Intelligence and Medicine: Tort Liability in
the Technological Age, 3(17) J MED ARTIF INTELLIG 1, 26 (2020).

Section 3060(a) of the 21st Century Cures Act (Cures Act) amended section 520 of
the Federal Food, Drug, and Cosmetic Act (FD&C Act on December 13, 2016,
removing certain software functions, including those intended for maintaining or
encouraging a healthy lifestyle that are unrelated to the diagnosis, cure, mitigation,
prevention, or treatment of a disease or condition, from the definition of device in
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section 201(h) of the FD&C Act. See USFDA, General Wellness: Policy for Low
Risk Devices, Sept. 26, 2019, https://www.fda.gov/regulatory-information/search-
fda-guidance-documents/general-wellness-policy-low-risk-devices (last visited Jan.
24,2023).
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39 USFDA, Framework for FDA’s Real-World Evidence Program, at 4-5 (2018).
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1T E (il B & SN BE RA A 22 2 ZKH R (Security Rule, 45 C.F.R.
Parts 160 and 164 ) F1{# 5 & M & #7 #8 %08 A ( HIPAA Breach
Notification Rule, 45 C.F.R §§ 164.400-164.414) *°0 o FnEtesjrue o (3
NERIHRE - fBFHER - AR SHIPPARYFHREARE LR #R E -

BEAN - mEEA Y B RSB - SR AL S E
( Federal Food, Drug, and Cosmetic Act, FDCA ) & - HFUSFDA
MEIATIRREEF R E 1421 U.S.C. §§ 301 41 o SR R 35 B 4 8 66
B IoF A R i IS R S B S 4 S T R [ SR FDAR A b
AR RIS - BB AR T8 SR Bl A S A S5 R - LA SUmh e
WAIKTIT 4 > EEBE G E0165 T E T212 & it 2, (21st
Century Cures Act, P.L. 114-255) - ¥JUSFDA%%Y)) S ZERRF T
DASCEE » bR agEn il i H0e o g i i B (B A 8 B R B 7
FE i o H b B ER B b A B B 3% A 530608 Y - HEETFDCA
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40 Douglas Mcnair & W. Nicholson Price I, Health Care AI: Law, Regulation, and

Policy, in ARTIFICIAL INTELLIGENCE IN HEALTH CARE: THE HOPE, THE HYPE, THE
PROMISE, THE PERIL (Michael Matheny, Sonoo T. Israni, Mahnoor Ahmed &
Danielle Whicher eds., 2019), 197, 198.

Id. at 198. %= A USFDA® 2 4§ % 4> H??»’% BH (& ;’}?d@fﬁ}:%}}_) S pEn
TR SR EERE -

SEC. 3060(a)(0)(1)(A)-(E), the 21st Century Cures Act (Cures Act), Public Law
114-255—DEC. 13, 2016, at 1130-31. 7 3060i%pP A4 4 ¥ i%%i}:ﬁ" i {7 pP
R i 0 A G A R et T2 0 O UL R B F R AT IER
R0 B EH RS P RS § S EFDAR e § 1T L

FD&C Act, Section 520 (21 U.S.C. 360j)(0)(1)(A)~(E), 2 X %% @ H Tt PEen
S I oy BB VR X @]% CE AN A iﬁifﬁ* (=8 S AN 73 RS
4 #”%%c&iiis&;f/‘é& e R p at 4 e 3 ﬂ{%fﬁ‘iﬁ’%’_ ;B e G %
B FLPAS R 2 LT X I RS A AR RS T A 2 A e
AL B ‘ﬁf% &5 endRBE o
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H 28 2 &l -
L

21 aEIERA HE AR 4 75 22 _E B HSaMDHYRESH - (H (e BtS
EHIERRERE "#ER ) WHe > MEARNE " BEEES ) &)
f% © 20194FUSFDA By Jbr 384 " (EF A LS MEREEHEIEZ
MG R 2 BRI & & S ff ; (Proposed Regulatory
Framework for Modifications to Artificial Intelligence/Machine Learning
(AI/ML)—Based Software as a Medical Device (SaMD)— Discussion

Paper) {35 SaM DR AG 2 s ¥ (5 F 2 i ] RE 28 fld (55 25 Y o
b* o FEZE IS 5420 (FDA’s benefit-risk frmework ) ~ #2%
S fmEHEAIFE S| (Risk management principles in the software
modification guidance ) BAB&JEEas 1 WAS FHAE G T N AH B ELBE 2
28 HA 7% (The organization-based TPLC approach as envisioned
in the Digital Health Software Precertification (Pre-Cert) Program ) =1
16517 EEIURSEYE THALRE ¢ LT AN R B B S EEEH A

 USFDA#&* IMDRFirk %l 5 - #5SaMD & @ ¥ | 1l % i 3 2% « 5684 o

AERAfed oA 2 A § RRERRES =T 5 g4 (critical) ~ &
i (serious) FeFpx € (non-serious) - Fff 5 Jo @& * p ehjs &REN 5 4
o R R R EEREFRAE B AHE (INDNIINIV) - FIVERSE
R AT > T8 5354 R & | o See IMDRF, “Software as a Medical Device™:
Possible Framework for Risk Categorization and Corresponding Considerations
(IMDRF/SaMD WG/NI12FINAL:2014), at 14.

Mts% - WA BILWFH 2 AT F A J 2 FRREE 4580 ]
157 (2020 ) : 7 > Bp -7 %+ USFDAR 2 [+ b r e € 35 13
% | (predetermined change control plan) - & JEIED ippe g7 (fL 4 5 % ? B
KA IE + 4 §o endR 4L (SaMD Pre-Specifications ) ] o 2 & F AU Frx
e TR E R R ke f’?ﬁ* A& (A 4w 8% % € 8k (Algorithm
Change Protocol) ] o FDA® F fafy A # SR 7 0 A Ao 3 F + el 3
FHo T RB o FDAT I 3 4600 74BN P IS fofeir B it T
. o See USFDA, Digital Health Software Precertification (Pre-Cert) Pilot Program,
Sept. 26, 2022, https://www.fda.gov/medical-devices/digital-health-center-excellence/
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( Good Machine Learning Practice, GMLP ) fZX£ ; 2 & " SR
B A KO RE 2 TR (Pre-submission ) #UASEERF | LT Al A2 017
TLAUMLES 7 8 B 72 A iy B AT 75 S 2 e 2 B g THAGE oA 5 3.8
R FEREEAUMLERS - 8 e o i L Bﬂz&ﬁﬂtﬁﬂﬁﬂﬁé "R AT

Bt e M RS B BT A5 10(0F5 5| ) ZHEVEE TR - MR
FRATIRAN 5 4.6 2 S B i & 2 BIBF MERER /EJLME%%H%JE&FDA
ZONBREIE > R 2 R aE ™ o L W I 2 DL
ZIKE«L{TZtFEHuzﬁ% DUk BB P RE RS AR AR TTRR A > DAERES
7 s E dn B AR Ry LR B AR EsaMDEEﬂ:TﬁS}E B

gt LM R RS © FBALE DA B R =R
WA S S R

20204FE11 7 » A EEHMTEER /= (Office of Management and
Budget, OMB ) ¥ AR N " AT ERHAEERES
( Guidance for Regulation of Artificial Intelligence Applications) AJ{T
PrEbFateRs & & A =% (Memorandum for the heads of executive
departments agencies ) - $E ' 5% BR i FOME M A il i AU s FE =5 g 1Y
+IEER] : ANFA(E{E (Public Trust in Al ) ~ /N 2B ( Public
Participation ) ~ FIE 3% {Z f1 & [l i & ( Scientific Integrity and
Information Quality ) ~ JE f@ 5F i f1 & B ( Risk Assessment and
Management ) ~ UZ #5 F1 5% A& ( Benefits and Costs ) ~ 28 & 1%
(Flexibility ) ~ /AN FEFIFEE 7 (Fairness and Non-Discrimination )

digital-health-software-precertification-pre-cert-pilot-program (last visited Jan. 24,
2023).

sz s Bt T156-162 ¢
s E s B F157 e
B gz o B T 155
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NFAELEAE (Disclosure and Transparency ) ~ Z2&fl{#[E ( Safety
and Security ) - DR HERERHE 58 (Interagency Coordination) *° -

()& F

B AE 1995 HE T E N &R fri& 5 < 4 (Data Protection

Directive ) » 3lff j* 2018 4F Jifi 7 5 = Wi HY T — % &R O 58 B A
( General Data Protection Regulation, GDPR) o GDPR¥} " 4555457

ZEHNEREE | (Processing of special categories of personal data )
BB ks iR RS o SRS R SR AR BRI
HAEE AR - R (R (E R E B AU A 2 E AT
T ANERA G BEIARET AR - BATBRENTE
b B M > B k2 36 1 25 2 B R OB g S E B VT A 0 B 2 R

49 White House, Memorandum for the Heads of Executive Departments and Agencies,

Guidance for Regulation of Artificial Intelligence Applications, at 3-7 (2020); 7
Fo@mArIFERNRT B EBRELE AR 2 B LERR T R
Lipew > X2 H 5398 5 F208-221 (2020F ) o

BB g AR A 2 A R %JE PR EMARS A FSR A AR R
PR R fﬁ. 2O AR U A RTFPR T OUBB]E RA L2 PR |
b RGBS A 2 E A e 4 BB A S o See GDPR,
art. 9(1).

GDPR, art. 92)(a): % 8 4 B AR M B A AP v A B2 2 BHEP o
B R LIRS R TSR T A RS et

GDPR, art. 9(2)(e): % B A FF PP B LA AE 1 A BRE > » L Garg i
A B ey L

GDPR, art. 9(2)(c): % A4 4 #.F 2 3 2 2 R Fp kb L F > B0 E 4
AA T QR A S N R RA 2 BlE s f e

GDPR, art. 92)(b): # B2 B A FoF A% 5 M E {4 & 48 4 4
gi I feit f"%l‘ﬁ EARAT RO e 7R R AE AL F ek i o

GDPR, art. 92)(g): BAFH & f WL L A# 415 A7+ 2 AEFH AL
R L L URE R T T USRSy SR AR TR
ECPE ST TS TIPS
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%‘%ﬁ%@iﬁ%xﬁizamﬁ%ﬁﬁﬁﬂ2¥ﬁ@%%%&
FihZE > S« Hp A SR AR SE I 2 N SR 25 - BE R
*59 o

FES - GDPRAZ & 15 ¥ 6 BOA 0] B 5 M {7 B i HY A 7 -
GDPREE 225 1 THIAE(EE & B NAERZ HEMLAR ZIH - §
WHEEEE FNEREREGREE U ERRZEM G BB LR
A EAh H A AR E  #E (right not to be subject to a decision based
solely on automated processing) - BEZAZEA Fag o (H—fim & &
GDPRAE 226 FH By T 55 KB FEHE | (right to explanation) ®° o §f%f
"EH#h{b{#E AR5, (automated individual decision-making ) -
GDPR3&E & 35 N A R ZORE RS T I L Bt A 5 Bl g T 45 R 2
SUHHEL R R - FRE 1S DUHE I 3 UGS R 28 1% 2 AH R RE I O
b - AR SRAE R AR o BN A TR 2 R SR &S S SR A RO Tt 2

AL B T AR, REUAEY (TR -

*° GDPR, art. 9Q)(j): % 3 A HA1E ~ LS PELR G FP L ¥ > LR

GRS CE cEH LR A iﬁ{ﬁ—\$’§7}§7} R E T o B R

E ’i‘m#,z A6 0 RE i dR ’f‘mf»*#ﬁﬂ’rvﬂ

GDPR art. 9Q2)(h): % 1 FEH S F&ﬁ? W e i e s
CE R RS ER SR %Ml Fm AR AepRay 0 2 F A

1}\&1"['3%‘ )1?.;{ ]

GDPR, art. 92)(i): 4 3 A 45 hh 5] > ha H B2 AABE G gt -

FERF M e e P A BB FRESDT BT L oL T2 DRKBHET S

BB 2 B R e S Rendy 6 R A ReniBE e 4 0 H AR KR

= o
Ll

GDPR, art. 92)(f): ¥ R 2 B A FF A L2 ~ FRSELF LI R B F

[ mgfx‘g%_‘ R B RS o

Bryce Goodman & Seth Flaxman, European Union Regulations on Algorithmic

Decision -Making and a “Right to Explanation 7, 38(3) Al MAG 50, 52 (2017).
SE WA IBE AR £ B A RS R
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BINESEMEFITE - BUEAE 20174 Fi 8 7 B A 1Y E = DL
SR BEEG BB THENEDE - 201755 H i mitHE 5
2 BMATHPIE R HEA AR © TEESMHAT ) (Medical
Device Regulation, MDR) - DI " BGHMNZEREE M HLA], (In
Vitro Diagnostic Medical Devices Regulation, IVDR ) o MDRI¥ % $1¥%f
SaMD i Y BEPIFRAK + L 1E BT 8 5 3 AR BB ) SR AL - 53
Hh - MDRF 18525855 17 LRI ET A & J2 B 0BG Y B % 2 A1 B2
AR YEMRHEERM (repeatability) ~ A[FEM: (reliability ) &
B H () — 83 (E (performance in line with their intended use ) *

HEERIMNE AN B MEIES > BUEMZFAISREZR AR
2019 A fm B R A - FR A T RIS AV N L2 (Trustworthy
AD) B ERSR TR © A E EMEBLE (Human agency and
oversight ) ~  fly & & M #0 22 & M ( Technical robustness and
safety ) ~ [BRAFIERGHEE (Privacy and data governance) -~ *FHHAE

( Transparency ) ~ frfFZFEME A B 1A ¢ ( Diversity, non-
discrimination and fairness ) ~ & 138 &% 18 7t ( Societal and
environmental wellbeing ) ~ [ & | ( Accountability ) - 7F Fij it % HI|
T BRI ZE G E20204E2 H 45 % T ATH 2, ( White Paper on

Artificial Intelligence — A European approach to excellence and trust) -

FiovvgE g 0 ERASHEEERS L R66 (2019F ) -

PHF O AIFEAL B VAT FHZ P VR Y AR R 2SR ]

%5 2019 10 F 8 - https://infolaw.iias.sinica.edu.tw/?p=1844 (B L FF 1 :

2023F 1P 240 ) -

2% 374 220% 4 1] (Rule) - 3£ 4 EUR-Lex - 32017R0745 - EN - EUR-Lex,
at 141-45.

% 1d. at 100.

65 European Commission, Ethics Guidelines for Trustworthy Al, at 14-20 (2019).
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568 I ST AT T 8 HEE 242 B B8 (1 AT fila 5 7R AR B BB RS Y B » 13
JHt 0 e o 1) 7 ELAE A e A BN B 2 Dh e 2 A S I B R B IE AR B
ARAEAENERGERZEE  BREGBEEREEEES
& o MR TR IR F S H R 5 B2 122021484
A " N TR EAEMAMAIEZ , [ Proposal for a Regulation
Laying Down Harmonised Rules on Artificial Intelligence (Artificial
Intelligence Act) and Amending Certain Union Legislative Acts » DL N ff
AT ZEMA] (AL Regulation) B A TEEE (Al Act) &H
%) (LUTREBAIAEZE) > RigEBRSES S " R #2 5
f# o (Unacceptable risk) (£ (|38 I £F 2 S 3 (B 8 R B A REE
PR E AR © - TEERK ) (High-risk) (IEFSIHRA T
55 A R AR e BB R I Ml P B R R A ) T A IRERR

O gk mPAAAIHES A RE A LA AR ]S 2000545
https://stli.iii.org.tw/article-detail.aspx?no=64andtp=1landd=8427 ( & % §] F ¢
2023F 17 24p ) -

67

EUR-Lex - 52021PC0206 - EN - EUR-Lex. % %% 2L v 2 [ & % 4 1
WEEPRERRZ TRFAIFIRRMERZ AR UTHE LK FEAR
# A% s el ikl ZAM  — % > 2022F 17 271 > https://ai.iias.sinica.edu.tw/eu-ai-
regulation-draft-minutes/ (& | F B 1 202354 ) 108 ) -

HE RSN FRH L PAIFUN D FRBEAFTRD > LT 2
Fhegsfe gy PR s (FA30d) A vHBELFAER
SESEIRU I =R AR T A A R TAB G A P A ?‘; s
SodESHEBAT SR A H ] AN N E ORGSR 2 B
e EEFAENI0OR BT (AIFEFRRAETR) A H b wa o F
R BT o A AT 2 2021247 261 - https:/futurecity.cw.com.tw/article/
1973 (&t 1 F R 2023717 24 ) -

FERTOEWEIA NN FF ke B2 B IERHEIN ) R Y ke
FAaaful A RT Rl FEPES L Pt adur ) AR I8
EERE el s P AR T HARAE (& o R ) LB RA i
M ERA RGN S RFMPEA S EeAE B NAL B
HESRPUFRT  FAE A e~ BB IR U R 9 EAB B
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(Limited risk) - f1 " f&/NEFE | (Minimal risk ) DU{EZE4F o [FH]

R T B R AT AL S RN ALRISE S BERT - HE E,
AL $RHE % - BORBESFRASEIET - B EREE - ERhaH -
RGOSR © B  ABEE - @k - ks
BRETR » BRI » AT R H
SR BB ALEI 3 R B R 36 75 - (91400 FE 5 o DA S 1
WA 2537 » DUER AR ML E TR E S RRUYEEE - BAE
PR AL 245 K 2 A A 1 B SEEN S 2 S 0l [ FE M A
( voluntary labeling scheme ) 2, P E LS EEE R EE -

SOOI FHIRPLE

{1 DA b 25 B SRR A B ST ET DAB Y 0 ST ER R A
B KEEESR  E—E T EADRHEEESR | EEMEAERBL
fR3E  HZUE TR EEIES | EEERNERER BRI
R TATE HINELS | BT AN B e al R - O #iE
ERESERMELN T 2EEY,  HEEE > SEEAEH
PR b R (g BB B N B E S E - BASRERBESE M
B IR SR S S o BUAST DL T S i E > e

BRPET o E 2 I E o Ba e

e TR A BRAER AR BlE & A Y fvfﬂ;ji;‘i 2R g B 2021
£ 5} > https://stli.iii.org.tw/article-detail.aspx?no=64andtp=1andd=8674 ( Z i ¥
Froc202351p24p ) o

Regulatory framework proposal on artificial intelligence, Sept. 29, 2022, https://
digital-strategy.ec.europa.eu/en/policies/regulatory-framework-ai (last visited Jan.
24,2023).

PR AR i“%i)f?’#%‘ e AR F BESBR PP T7% 2R @ﬁ%ﬂ
FoBR i‘%?)}v; SAST I PP F 2 FUERMIEE KA E o See White Paper
on Artificial Intelligence: A European approach to excellence and trust, at 24 (2020).
Amy Webb¥ > & ALAE > B 32220 E 1723 P $apfhvsa n 2305 0 B
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FIRPNEBEME T EEEENE, DR TRBEHBEE,
B GRECDUEB RIS Rl BRI R -
TE—SHTRHZ -

(—)% 5k

R SRR RS AR Y 1E AR HA B Al A
FH Bz b P BV A AL E - R (G B sk A i B & A 2R A
AR DRI B B B o 2 3 0 o L i A L O T
B - F7 DUES R P 78 0 B PR R 22 B 328 8 L 8 W B 1 2 ) 8 i
WRAAREE" - HERMAIRE  CHE IR RO - g
NS HR B TR T F 7 BRI — 7 S 2 e - Ty
EFDAYH%E -

BAR S ARHRPEL T T RAGRA > UE AR AR KT RE
4 2018% i B enE W E %% (US. Cloud Act) a8 4 ¥ v ug FERA
BN G A ISRl AR FA R AR e 2 B A g
R R R fedEd T —ABRFAINE s RATAARTEE ARE
WAoo r o A L g - B F R KRR T 2 B A F o See William
Crumpler, Europe’s Data Strategy, Center for Strategic and International Studies,
Apr. 13, 2020, https://www.csis.org/blogs/technology-policy-blog/europes-data-strategy
(last visited Jan. 24, 2023).

I Mcnair & Price 11, supra note 40, at 203.

PRI BRG] PR D2 PR XA PR
ERTATRE AR RRLIPIIEAPREEE R B o AL SR
ﬁ%aﬁ@,ﬁ0%¢%§§ﬁﬁ?ﬁ,@ﬁ@f;%?%wﬁﬁﬁA¢,ﬂ

P A R AT B A d AR LR T R e e

B Br A0 A o AR S B A — 0L 2 T
FRAGAVRAS - § 2235 (Nature) FA 4R TR B % 4 & P gl o4
X FAEARR A B ) R AR R o See Heidi Ledford, Millions of Black
People Affected by Racial Bias in Health-Care Algorithms, 574(7780) NATURE 608
(2019).
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RSB I 2 BRI TR BES RS E
—Sgh REMRYE B SR  h RN BE%% SEE%E
BT B I A A R SR L B RS T M R -
HEM Y B = Bk (SR - - FEREERN
WHEUTRE—ARERS L B TSR o (R R 2 e e e
BB REAT By » B ik rh B AT S BT R 1R A SR DR g R B 1 B
5 S B DR B (T R A B - DURIR SR b BB IR IR - =%
4 o BESEABUCEEATAK - EEBETRE I -

55— AR B R R (R R R M S 0 OB AT (R R R E (T
GEETE SO, - HISSEB B Erarss 5 - SR B sl
Fie— *%Ew%ﬁ&&/T%ﬁ%%%k?L&%ﬂm’%%E

M%@” BN - TR EBEER RS REGE - SUERK
mxmﬁyﬁﬂht MSHEREREAEREGEY S
JE\R T BE B B EOR A S M E o s AR E R
B R - BB B M EE  RMER - Fgsl
MR B S 2R EAGE - £ - ZHRBERBMRBERS

AN JEMS TBRERMER OSBRI ER R AT R R
mmﬁaﬂZM%ﬁ%@ﬁf‘E%M%%%&M%&%% PR
L GERE  FPRE ~ BIRS  MERE - IR - EIRES AR R - 24T

FRBAT L F 2 P R V305 202184) 2 -

TFDA » F 7133 o

TFDA » E4kd7# R ¥ 4R & > 2021#4F 291 - https://www.fda.gov.tw/TC/
siteContent.aspx?sid=11628 (& LI F 1 2023 F 1P 24 ) -

F e WA A gy 510 T 5-6 (20178 ) -

Bt R2e M o AL TR BM PoE e § D], - A2022£3
P o fedy sl A B3 o prfip A FANE 4P laah TR EME T B
FHEERAE R AR R .
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BB A I AR B M A R AR E » BHEEEA S EE LSS
et R R AR - AT SR T R A BRG] Y T
s | % EETH B RS R B SS  ER e S  DUKE
7 B T B R 2O B9 > % 1 ( Confidentiality ) 152 8 1
(Integrity) » N2 R EGHNNEERBEZS » DULEHTHS
Ve (Availability) » [ H:IHAE R & RIABEL 22 4 R T JkHE - DR (R
BB RE A TEEN 7 20 W R i A E L Y

SO 5y R S AT I B R R O % & B BUR EL K
T IRAIE S RSB SRS - SR T R B2 AR T
(BT S AL i SR Y 22 R - Bl E B EE AP EE 5k - B8
SPAZRE T N B0 SO LRI AE B b FAEC T B B R TE ST
5 (Pre-Cert) 3t * BT S8 BBGREHYEE & o] DL L Aidh
TE 1 S 2 B T 53 B S ST A At T S A ™ - AE T B MR T
St TR E S TR IR T - MR R B K

U g abm s d A S 0 e S TR R RFIEE (& i v
T BT BH SR A F 2 R A 4 B ] (Mo d 5@
P YIEF PR AE) < EATFDA B iE330 15

Z BHERE T LRER L RARRP RS R PR AR S TE
TFDA " v AL R PR RH Rrs T T4, HEFHRERST TR
oo Wit o

%5 TEDA - T AL B2 P WA RS T4 510 72 (20198 ) -

:: USFDA, supra note 45.

RREFREOF AR B RV g P2 A Rod K el
T rEFDAF R T A4 X e T ke RFRI VRS
(streamlined view) ¥ %4 L eng 5 m ¥ = Rl © 1 7 SFDA% A @
R AU R BRI DL FE R E R F R VT kout
e EESTH A IBIAFHBAFE (FDARR > kA L1 KT
B4R B % 2 SRAL 0 R76 (2019€ ) -



76 (54 EH) 7458 (202368 )

BEERRER R FEEEES - BABRMEE N A SRR RE
B HEEE TR KRR R P A S 5 - R
AR B IVEHREE - (R R LR A RS 5= 0 FDAR
FEGEE AP S HOVRTAE T - BRERY S - SRR A
B LR DUEUREAR 0 B B IR B - G S
FTARERS » B/ g B 2 o A IG5 | b/ N g S A - BRI
VBT o USFDAHAS A (e b i it it - S n] i (R s 2
HEBARE B " A e SERMY - WH > Brama Rk
R 7 SO BT 3 6 ok R B (S (T B S L S S
BE -

()4 e

SEYIE NHG N T RE & B S BG A A ~ AR R B R 2R A SR TR A ot
AALBET S NE - BT DLEEY IS8 i 1S 7R T A0 i Y = P B R PR 5
EAEELL ERIEHE (N REIUIEE) » BENZEYESHEREH
HYEIE A REIE - 280 BERMAE HiEe > ~ef Al
SEHBELNE  FIUEEBM A T2 Z AN HEE - i
YRR B & B BRI R B A > st B ek =A% -

DA H BT RHRE PR - S BUEAY B S DR 2R - K1 2 4
B HANM  ERESIEEERE - ERAABEBOER
R o ZAT ¢ EORHBCE B AR B AR LB S AR R R A
FY B A B PR B R W R TR R B S M D R e
Mo RS - BB RN BEEEY RS R

'+ /|

O]

8 iasz o 23455 T 159-162 -

! Jorstad, supra note 36, at 20.
8 Andreas Holzinger, Interactive Machine Learning for Health Informatics: When Do
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(bias) - WAEHE W8 ERmassgE” . sEksey
B B 5 T (5 A B B S 3 S W 1 B BT S R VTR Ay
W EEERIEES - REME  BHE R TR - R
B2 B m%ﬁﬁﬁ&(Dth%ﬂ)mﬁ%%°¢ﬁ%m
Z {3k 2 IBMAE 20154 HfE H Watson Health#5['T » 2 DUy BT DB £
Ty L R B S AT K IR SRR DA O B R B R 5+ AE 2020445 LY
WAL BEREPIEIE R AT 1 Google Healthf T i bR 75 15 48
FEAUTH | B2 SRS EIRRIEE - RS AR R Y
SWMERRS » BETBREEEEME  KEAR TRAEE
M BRI IR 2 WL R R A 2 - B R R B
R SHER -

BT REVERNERER - FELEEBASTEREERARRT
FERIHE A TS 2 — TR J77% - B0 7R 20194 18 48 Y B fir B8 %
(Digital Healthcare Act) *°» $1 b (0 BB 19 25 2 B b 25 1 EL (S

M~ DIRE T B EER ReE 2 F IR » BIEGR = F 0 ke -

We Need the Human-in-the-Loop?, 3(2) BRAIN INFORM 119, 120 (2016).

5 % # % &€ % ® 3% > Ramya Srinivasan & Ajay Chander, Biases in Al
Systems, 64(8) COMMUN ACM 44, 46 (2021).

Samuel G. Finlayson et al., The Clinician and Dataset Shift in Artificial Intelligence,
385(3) N ENGL J MED 283, 283-86 (2021).

IBM is selling off Watson Health to a private equity firm, The New York Times,
Jan. 21, 2022, https://www.nytimes.com/2022/01/21/business/ibm-watson-health.
html (last visited Jan. 24, 2023).

Ak Google:E & fy‘d,%fAI SR IR — o @ PEAFR R > 2020957 9
B > https://www.chinatimes.com/realtimenews/20200509000012-260410?chdtv ( #
HEIF R 12023F18 2410 ) -

Deutscher Bundestag, Entwurf Eines Gesetzes Fiir Eine Bessere Versorgung Durch
Digitalisierung Und Innovation (Digitale-Versorgung-Gesetz—DVG) (Drucksache
19/13438), at 60 (2019).
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7 B 4 A BB (R AR PR GA (T B 2 B AR > I E S I9E
SRS R « AIAS Z R EEHE R (HIREE/NER) 2%
FOAED - SRR AN - EEE > TFDAR T 5 R)4 Ry
B IR SRR E O PR E OB R R R
R B O 2 MR B BT » BN DB - DU(EES
SRR N5t B A SR B A - A R

(Z)&m =

Y2 H ARy IR ATZ S Y 12 B 1 SR i DA RERY VA8 > B S
Ejz_ﬁfu; 1 (traceablhty) ~ 0] fEFEME: (explainability ) B 15 25 &7 BH
( communication ) o T MBI 2 ALE I 9 B0k 5 ~ S8
AW BEAIBREMTAHELS  (FLHBLEUIRS R EIKRE
RN EEEAE R R EEHAINES - HREHE N ATH8ER
sHEEfE eSO 8 RERRAREAE - HARANIERIRKES
GE) ATRRE R T AR ALY R R SRAN - RS AE BE N By frl A1 A {a] {5
FIATGRSRE -

SORALE FTARZREMEA TR 5 1.5 ARG BB as ATHY A B
B2 BB UNBRAR ¢ 2. 58 B AR R A BRIE I #E— 20 2L %éf”r\
400 3R NIIEATT ERE M AIGs - HE g MR MR B B A B © 4.7

Ull

94 William Crumpler, Europe’s Strategy for Al Regulation, Center for Strategic and
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Smart Medical Device and the Physician’s
Duty of Care: A Preliminary Study (1)

Huan-Wu Chen’ Hsiu-I Yang

Abstract

With the rapid advance in Artificial Intelligence (AI) technology,
more and more countries are embracing the concept of Smart Medicine
with great enthusiasm. Several Al-based medical devices have been
successfully approved by the Food and Drug Administrations and
available on market. As people expecting that the application of Al can
bring about more accurate diagnosis, better quality of care, and
realization of personalized medicine, little attention is paid to the
potential misuse and abuse of Smart medical device in altering the
physicians-patient relationship, affecting patient safety, and eventually
threating human subjectivity. Will the fictitious medical demand
stimulated by wearable health-improving devices, in the name of
“prevention”, increase the unnecessary burden on the healthcare system?
Will the capability of real-time adaptive SaMD drive the physicians’ duty

of care to the “highest standard of care”? When Al devices outperform

Ph.D. Candidate, Division of Epidemiology Health Policy and Law, Institute of
Public Health, National Yang Ming Chiao Tung University; Chief, Division of
Emergency and Critical Care Radiology, Department of Medical Imaging &
Intervention, Chang Gung Memorial Hospital.

J.S.D., Stanford University School of Law; Professor & Director, Institute of Public
Health, National Yang Ming Chiao Tung University.

*k



HEFRIHCF 23R RHR (L) 97

human doctors, how should we reconstruct the “duty of care” of
physician-users to prevent physicians from becoming a “rubber stamp” of
AlI? If a physician makes a wrong diagnosis according to the
recommendation by Al, who should be held responsible? This paper tries
to answer all these questions through clinical observations, literature
reviews and comparative study. The authors carefully analyze the
regulatory characteristics of AI Medical Device, types of Al’s errors, and
the relationship of “human-Al interaction”. We examine Al-related hard
rules, regulations, and soft laws in two major jurisdictions: EU and the
USA. We find that maintaining the autonomy and dignity of both
physicians and patient is of critical importance in the age of smart

medicine.

KEYWORDS: Atrtificial Intelligence (Al), Smart Medicine, Software as a
Medical Device (SaMD), Human-Al Interaction, Liability
of the Physician



