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AR~ R EE S FREARR B 2
B &y + 3 F]+ (Confounders) & i3 4 F] +
(Effect modifiers) = & ek b4 & > bdes %
AT PN P E T N
FOmREE cARAY  BE M
s (Concomitant disease)
B RBFLETHEASD RRFER R
¥ FF 2 A Jm 2 2 (Characteristics)

Gy

ARGS | PHERESTRAT S S A2 TR 4eCT-
MRI~PET ~ 424 i « P LGS 2 0 i it 5
LDEEE 3




AR | FHEDANUER ¢ F R Y 2 RERHE A
T ER S TOHRREN - B GHEEEER
(Protocol)~ s #e & 2 = ;% blde 3 & B A
mmmmﬁ%ﬁT@ﬁﬁﬁ~@gﬁﬁ%mﬁ
AfeHE > R L T E dp #(Body mass
index, BMI) ~ i &5 & (Radiation exposure) ~ 7
e 4c 48 cAMRIB] i~ 4r 3 1 (4 Bl engiit)
B2 338 (Processing sites) 3 o

Paar g I e %.EL FERANAE 5 F N s IR S DR 2

o TR ORRLT VﬂfW%&@#m} $ho

E\'{Hﬁa/[ﬁa)ﬁ_/ﬂ Feha M/ ERE UMY BT n TR

S By o R EBFIRS Z LT RE

L S35y 0 blok 2 B0l 0~ TR eS8 5

1 e 5> 5 (Biopsy) 2t fesk ¥ BF 213H & -

IL #5485 ok FIP2d o BP R FIPEE - F

B~ B~ IRE R

ML %7 $ ik B eedl e 238 Riiticm s

& %

Ik

(C)TRAE W REE R 42 BB RE D2 - RipleR e 82

8



HFGF(FRBHFTEPFEESHZ 2R FRA L - 258
A=)
1. g% 2> (Cybersecurity)
FREMRES 2 BEHF R IHFIREG S &7 B8]
ﬁﬁiiﬁ%ﬁWﬁ%%%ﬁ%%@ﬁﬁﬁ%%\@&~¥?ﬁ%
PoRHRRE BRFAG T AELTR GG B EHARA
BERBHGFAEHB IR TR AF AT vy
SEFLF R BHRRT 2 REF R BHRRT 2APM

AN °

2. i 48 Fx »<(Software validation)
FEYAF T2 r?”% B It rrTdg 51 ATl e AP BE R
o HEghe 70
(1) F% etz b *& ¥ s (Level of concern)
(2) %5 K B4 08 2_ Jy it (Software description)
(3) %5 K Bt 2. B £ & +7(Device hazard analysis)
4) %5 K B4 gl 2. & f A4 (Software requirements specification,
SRS)
(5) %5 R % 11 #0483 35 78 1 Bl (Architecture design chart)
(6) F i % H 8 MK 3+ 4% (Software design specification, SDS)
(7) 3g #1144 47 (Traceability analysis)
(8) Fg K B H ik B % & 8 (Software development environment
description)
(9) &#E e Fran~ 2 (Verification and Validation Documentation)
(10) ¥ B B4 404 2 37 ¢ e #r(Revision Level History)
(11) & f%;+-en8 § (Unresolved Anomalies / Bugs or Defects)
3. A & % §£#* i P78 (Product claimed functional test)
AaT BRI~ '«‘E'Ji“ﬁ%l I Ay BB TR 0 I 3R AP
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4. = M s 3% (Standalone Performance Assessment)

Wz e g RET AL *‘Fi%pgi AR A AR (A

1 BIE ~ )R T o W % 2 FA 0 =R AUMLE R § H
sl o JMCADez &) > 2 Mt i®im g 3™ CADe e & £ RT3 FE
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NI AIEE A LR/ RS Y %’E}%%ﬁh‘ cERE L 32 v B4
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(Generalizability) » /21 x4 £3p A XHBFAFTH S FET B
PR N o M ERS § R TR
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7= CADe te i ip] 1) B F 25 # chifra it o
II. z_i~ & fx 1+ P] 3& (Localization accuracy testing): if * >t
CADe: :*fz & ‘“pg?f%]'%&‘ CHEAV A pREEEFLD
FEARTT R 4 o
II. & %1 ¥ &z 1P| 3¥ (Diagnostic accuracy testing): i * 3%
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¢ L -
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10



\?{.r

e R P E R R R R
&iﬁﬁﬁﬂﬁﬁﬁéw¢%F&¢Tmﬁ%%Qﬁ°
V. B4 RIE(Stress testing): # * LI * g FERIP 2 F R
BEFFRNE ORI B RGE
VLEAPEEREPIZF RS BT AR E 2
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I. % &7/ (Sensitivity)£2 # £ & (Specificity)
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II. # & 3¢ #] & (Positive Predictive Value) ¥2 [£ |+ 3¢ | &

*Hc

(Negative Predictive Value)
IV. &% iﬂ’ B 17 Fr i d & (Receiver Operating Characteristic
Curve » ROC Curve)st p d F R X ﬁiﬁf T 45 e d &
(Free-Response Receiver Operating Characteristic Curve >
FROC Curve)
52w
A AL B Mg S IATAIR Rt 2 & 22 B ERET M
(2 )T # ¥ 7 #* (Clinical evidence information) (¥ % % 37 ¥ @ 1 4
BEE ERY FFRPGE - WP )
A FH e FHENESRFEF M T EE 2 T (Academic
and theoretical bases, relevant research reports and data) ~ §&/k 3= % 3F
2, & §&k 3725 3F 2 (Clinical evaluation report or clinical trial report) °
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II. # 7 % % (Objectives)

1L 7 B, % ¥ (Patient population)

IV. 3820k dRbidR2 FF A RHREZ T

V. THERES

-

VI #3445 5
VIL o5 A 45 2 5

(2)% 7 2 82 AUML CADXF 5 BH 2 A% &
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11.

12.
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14.

CFREHFLE109E 10 15 p

ERBEHFVEPFEESEE ERY RN 1I0E 47 299

CFRBEMRATRAREE Ly > 110E4 0 9p

%5 R e dE A S dn sl o FDA B F % 1111609211 5L = 4 - 111

£97 I5p

VRS ES Y L B BHBOH A% Y 4k 3 FDA §

F % 1101608354 5.4, > 110 # 8 * 17 p

LR EF 2 F R B RS 24550 FDA BF % 1101603391
o2 o 110& 57 3

: %5)%‘ BHY 2 mP I HE R FDA B3 % 1101603096 %= 2 >
110 # 4 % 29 p

F R B Sl Fcdn 51 FDA BF ¥ 1061607211 5.2 4 2106 & 12
115 p

. Machine Learning-enabled Medical Devices: Key Terms and Definitions.

IMDRF/AIMD WG/N67, May 2022

Principles and Practices for Medical Device Cybersecurity.

IMDRF/CYBER WG/N60FINAL, March 2020

US FDA Computer-Assisted Detection Devices Applied to Radiology
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