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H X
= s 5 SEEEARENREEE
ES \B= 09 N
N T R RE
22 —  HEEZ B
— THREERERE =
SR BB = BXBEZRE
T BERERMESRE B AREAEREZILE
GEEER s
= —MEFEENET 6 SEXM
ERE IR

FEE TS E R K KR RV R - B
BRI R T S B BUE B BUR B R E R — - IR
A 2R fH A% (World Health Organization, WHO ) X 2016
12 HHRAIAMRE=ZRETRE2RFAE RS (Global
Observatory for eHealth ) » & EH) WHO & B Bl E il
EBTHFECR > mEd 90% HLUER TEFREEE

(universal health coverage ) FyHfZ ' o JnH A O B(LBEIRE
R IGE R R S e — AP - RIS M Bt T 2R Ed L AE
AR MR - By T FEf B SCH RO RF R 0 > B3RS
B AN M ORI (R B R B Y CR - T R = BRI

' 'WHO (2016), Global diffusion of eHealth: Making universal health
coverage achievable, at 6.
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HERE Hrh—IE RS -

AN A SRR A R Re S A R R E A
22 XHESEYEEEHER (US. Food and Drug
Administration * N FDA) 1F 2013 &340 T {TEEE
JE 2385, ( Mobile Medical Applications Guidance for
Industry and Food and Drug Administration Staff ) o WAL
TR L TTERE L 28 - Bl @ AR R LY E
HZE (MEfmmEREEE ) R2ERFHET] - R 2015 4
& P EHE s B2 HREL L -

(B EERYE - EEGIARAE BRI RS B L B M
TIHB 28R R B2 L AT 2 - 2016 /- 12 H
13 HEE g E®E 21 B %% ) (21st Century Cures
Act) -+ HHES 3060(a) RIZET T B FS R b VIR L il vk

( Federal Food, Drug, and Cosmetic Act ° TfE FD & C Act)
55 520 R ZHE - KR ETHRE Z R BE PEFR R FD & C Act
201(h) IREEHEERM B 2N FDA BB IR EEAREHITES |17
BhETE B RS C B E HE - ASORFEEEE FDA ST A2 B
RS .38 MO BB R e i E R

> Foop AND DRUG ADMINISTRATION [FDA], CHANGES TO EXISTING MEDICAL

SoFTWARE PoLiCIES RESULTING FROM SECTION 3060 ofF THE 21ST CENTURY
Cures AcT @ DRAFT GUIDANCE FOR INDUSTRY AND FDA Starr (2017) , at 4
[hereinafter as Changes to Existing Medical Software Policies Draft
Guidance].
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o MRS ERTR AT AR

AT EERBKRLITEERME
— T ERRARKXLEIIZLIZBEERE

EEHT > FD & C Act 25 201(h) {5 B A B8 & o 1 B9 7€
FHICRHIR TS ) ZF - (HERSE M B E R =
B R DU & R - 2013 4F 9 H A5 0 A L 2015 4F
BIE’ &2 T{T8hE Efﬁﬁﬁh%J@L%T YN G
TEESFEae i LT BEE FIHIRIZERS - FDA R {TEIEEEM
e ¢ B A7 B B R A A — 1 Wﬁﬁﬁﬁﬁme
{E(E RTRE & #H A R R e l%%l AR E
HENTENERRES SR BEE S - (TEE %Fﬁ
UG AN EI B 2 M’%Hhkﬁﬁ%~$“ﬁ*ﬁ§m
R DA S ST 3L S B R B MR - R E 2

72015 s EAA N T ERE ﬂ&%%% B @%ﬁﬂ@%#

a‘a 3l Z PR 0 Bp FEARE R R S A B A % SR ARk A IR
EZm EZ Eix] F °

* 478 & M 42 X, (Mobile Application) » 3569 % TAAATE R & (40 F

a%‘c THFS) J’—I\ﬁé’lﬁyﬁ‘%fﬁfi RAZR, > R4 A R R e R AZ R,

WAE BT RATE R E AR - 12 2 B AR B PATER © PTeg

04T 8y B JE A ﬁii‘x (Moblle Medical Application) > & R 335 5] 2 3¢

B Bl & A FD & C Act 57 201(h) fzﬁ f%fﬂﬁ" BRAMz ek B2

B ﬂzw#&ﬁﬁ%#ﬁﬁ“é N

FDA, MoOBILE MEDICAL APPLICATIONS : GUIDANCE FOR INDUSTRY AND FOOD

AND DRUG ADMINISTRATION STAFF (2015), at 13 [hereinafter as Mobile

Medical Application Guidance].

¢ I
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WEB B A — B R BB — S HIHHE - B
R B MESIN WA S RRE R - it
ZEZLEA MG R AR - Bl s10(k f2FF 0 FEHSC
fRERBHH E LT Bz AR E L B EEEF M - BITTEL
53 EEFA] (clearance) ; BIAEE =B a i » AlE
AR FDA B L IHEG R B E R - TREIE Btz
(approval) 7 o Ryl BlZE & T I fESEA Y /T BN e AR =UH
2 FDA B3 » %485 E— ST EE R =38
—Fy FDA B HIEBE ; % FDA N om - 2 B
EFPHBZTHERRES SR EE 2 N2 RN
AEEAIT -

(=) 2BEFTH BB REAEZR
1. {TEh B e R B R e M HUAE

17 Bl B 7% e P2 = 75 Hh s el B8 R 2 A4 DAT 1] 55 7 2
o~ BE YRR BB M B R S M BRI A A o I AR
SRR IR BHHESERE W RN RS ZAERE
7 s B R B 22 B R A0 Bk [ B R A (Picture Archiving and
Communication System * {7 PACS ) HYEFEEZ 5 - BB b
MR B2 BB IR R E I REE » WETTEN R R
JEFARZ A (BRI Caccessory ) » IAZEE ST B

T BB o APPs & Bk A0S 7 46 £ Bl FDA #HAT ) Bk e A2 K 0
M s mkde - FAEUKEEAN - 24 5641 0 A 52 (2012 F ) -
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B2 2 Bt an b FTE Y A -

2. TE AR E AR U T BN SR B R B R A b

{TEE e VBRI N E - BURER Rl axF
TR E MR R B R e i - LR TEN R E A B R
652 BB HO B a4 G SE AR T RE - AT IEG DA 50 FH 2% 8 7t
ae b ARGy b B ARG - BUAT - InEE s S A s
EFETEIRE RS IAER BRI ATERENEDN
T B A SR AR A H DA B I AR e LB - BB T
SRR SR HE A E I S The s -

3. srifrilliie L2 S a R L A TR R RE A AR S

BEFETT BN B e A AL A B R a A IS B % - AT
R 7 AT G I AR - B e AR =R A R E e R 2 B
BETERIE - P RS G LB AT BiE B
i B fig B0 #1088 ( Computer Aided Detection software > f& T
CAD) ; BB EHIEE S © -

(=) &R ITE R AR

SRETTENE ARt - S ATRERF ST B R R E AR
AZER - wo IS - (HEBREEETEEMRE

8

Mobile Medical Application Guidance, at 14.
’ Id. at 14-15.
" Id. at15.
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Itk FDA $f N YT B FRE SUR IR (B 21 T (S & 1 - N5
I ESH AR R A iz B A

1. H R SR RS

{rEffE e B TR ader - BEREETT 0 &
FEH > A]DMER R PRIEGERIEHE) - AN DI E R
PEIRIR ~ BB - $2 LA SR Byien ioh B B2 E B L
MERMEERAIREE - IERERCR - BOETFHISEETR V-

2. B ELE HE (R R A

TEEARERE M EE TR DB G ECE R RE
sl Planfe it TERE MR EE BRI  BHEEERIR
DL A RTREE R S R RS T (1 DATE Ry oy B B a T

%E/‘j_‘% 13 o

3. WP TES (T2

{TENERREALLENR B2 E « 155 F R I &R B PR
&l > WA E R Aa B - DA Bl e A = e r ik (850
BB - S EEANZEEN - ieftBEEaTRE R
PR EERPRTES | BE 28V 22 A F B2 225t Uy &3l T

"ord
2 Id at 16.
Bord
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14
o

>N

4. R

RIEHMARER L HipEaass - 2351 > I
B ks e g imE R H 1 AR BB IR T B e
FIR2ZC - A B B B e i 15 £ (A TR B Y il AU
R 5 i AR AR 1T Bh 2 B N A B M A B T 18 17
BB O - AT DA st R G B R s e it - DA
BRI E © -

5. BITHAR S At R

BeFE T BN AR U] DA T R B A~ R PR B AT HYSE
B Hrjge R E SR - BrRE - GG —RivETHE
o EREMEA R DS FESRE B EH BMD) » 2
BRI ERZE A~ SPEIENRILE » Glascow B ikH5
ity » APGAR A FEF y  frh Rl BT 2 IR S R
fEoR o

6. FE TR RO %

18 32 B RO AR 75 12 1 5 JEE B A fE R AC 8% (Personal
Health Record @ f f& PHR) A1 58 T &t 5 #C $% (Electronic

" Id at17.
5 1d
16 Id:
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Health Record » %8 EHR) FYfT 8 EFHFE =X » (& A2 A
BEE NEE TR CsRITTENEAE SN SR
W 17 o

7. B eSS 24 ( Medical Device Data System, MDDS )

BerETTEhIE AR B e e fhE BRI AIER
B AR ZBR o HA e sl R HAE B 2 R A Y
The 28 - (ERBERaM 58 ER VRS - M2t
PETEOR AT - Bl B B B IR A T E i 2 AT E
FERIRE=C - BIE s E s al sy

(Z) FTREEHITHRAEZRX

R AEIE AL (2% A B IR DT T 2 R
TR ATt + ENBEAATETAE (R © PR IO
B » {EARRE AR 2 5 - LR FDA B -
CER

—_

FREERRERRZE  IBRREE T E - e
2. BEHHEIGEIR LA -

3. —fiR B EEFEZ S E Rt -

V' Id at 18.
¥
Y Id at 20-22.
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BB AT T BUE L AT B E AR -
5. — ik B EGE A ZATEE AR -

ZBREREMBELAKEEER

2011 42 H 15 H FDA #47 © B & 4 BB R A
HI L7 BB M B2 48 (MDDS) B3 =# B &
MR TR 56 — R B I A AT - RSB itk FDA S5 L AH B R &5
M%?Eﬁiﬁﬁﬁﬂ’ﬂﬂﬁm * PN B R B nls (5 B (8
fffF R B RN 2 B A M AH AL AR R B BE B - T s
%”g'ﬁfgﬁ’ﬁ’%)?% %H%E HE— 5 K FDA B BLAEER AT 1Y
BiE R > RIHAE 2015 2 2 H 9 AR T B & B
R BRE B FEEREENS] ) (Medical Device
Data System, Medical Image Storage Devices, and Medical Image
Communications Devices-Guidance for Industry and Food and
Drug Administration Staff) '+ i [t$85 |2 N & HAE [F 448
A TITEE R EAERIES ) e

1% 21CFR880.6310 #i iE » B % &5 M B 48 R i 15 /Y
& H 5 (transfer) ~ fE1{F (store) ~ HEHHAFE = (converts
Formats) ECEH/R (display ) B 5 4 B IR A 1 S BU RS

** Medical Device Data Systems Final Rule (76 FR 8637) (Feb. 15, 2011).

*' FDA , MepicaL DEvVICE DATA SYSTEM, MEDICAL IMAGE STORAGE DEVICES,
AND MEDICAL IMAGE CoMMUNICATIONS DEVICES : GUIDANCE FOR INDUSTRY
AND Foop anD DRUG ADMINISTRATION STAFF (2015), at 4 [hereinafter as
Medical Device Data System Guidance].
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BAYER e Hod e o B as T D REEi 22 8 - (HE B2
" EEh R BB EEEE  (Active Patient Monitoring) | * 2
AR HERTE E R AN BB TS E (Medical
Image Storage Device) (%15 B H B 5 B & T ff (7 Bl i
KINREWEE &K B F K E (Medical Image
Communications Device ) HI (R T57E B8 5 s 1 [t 58 1 (5 i B
B BISEE - gk LB =AM eSS - FDA I A ]
HESF P EE 2 HE - R R E R TR ERE -

- RERTERRTEANEERR

R TTEREEMRESIES] ) Y S AR EE
ZATENERE RSN - 2016 £ 7 H FDA #1f.2 " {EEkRZ
— R RS M s A BLERFE 51 0 ( General wellness: Policy for
Low Risk Devices-Guidance for Industry and Food and Drug
Administration Staff ) 7[5t 2L ¥k 5 R B 1N 52 FDA B B HY
FEAL o ATERRY— R PERRE B A O - (RFE(E AT IR — R R
EH - HAR S R AN B L 2 b - A )
anbl > BRE RN - FEENEEY - TR M & RS

2 28K (active) F 35 I8 B E B R kT LB IR IRATAE B SRR B
BEPT TR g e B > % T B e B R R T BRI e &
A SERT  RAPRE RIS ZPHERERAER > doix
WmAERE  WIFEERERBEHAREEHAERE -

Medical Device Data System Guidance, at 5-7.

* Id at7.

® Id atS8.

23
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PRV SLE * - FFEILERIES - FDA BAERHEESR
& FD&C Act . Z ETTRT#E AL E iR A K - A0EEM
51 % (Registration and Listing) ~ _E 77 §17 38 %1 ( Premarket
Notification ) * 127~ (Labeling) ~ GMP - J BEEER 1 H il
JE#H ( Medical Device Reporting, MDR ) % ¥ -

— fis (e B B A L 2 L PHE iR (intended use) AJ43
FoMidE » H—2 AR R R el s B (e E S E) » 55—
e FU 2 525 300 R R A Vi 2R B A [ B T 8 e s i 1Y e o B 2
2o HIHHIEE R o PlANsE EE T MEIRE T AR E
AR EERESR M S RE RN ¢ I (R R R O O B i RA
FerallkiR s ~ 1rp Bh il e I RE Bl 28 — RUBE IR Y AR BB
e RS DUR (IS HE B RE T B DA (S e RE = 11T B S B Y
LY o 2 IE FDA A 2015 FE3AR1Y T {TEN B % e F R
FE51, - AT E B PR R B e BT Bl fE R A2 =R
ARV 1E FDA il B &g 2E A - (HAE 2016 4 T{EEFE 2
— iR E B AR M BGRTES |, o AR AR EE A
TR Hi -

5 BEBRBABRERESBEREHZLE

* FDA, GENERAL WELLNESS: PoLicY FOR Low Risk DEVICES : GUIDANCE FOR

INDUsTRY AND FoOD AND DRUG ADMINISTRATION STAFF (2016), at 2
[hereinafter as General Wellness Guidance].

7 Id. at 2.

* Id. at 2-5.
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FDA f% 2015 3400y T TEIBE R EMAERTE5, B
128 HH SE B B e i BT R B2 A - AL A AR
W TR E2 51 FDA 7 8 (£ 58 B2 HL S R 5 B R i 2 I Pz
o B T30 o BRI E S BN B RS ZA
B - RFoR E BRI LR R A R B e R A T
B A P E B EAUEIE T R R A AR - Tl o
B R 1 R R 7E i T REHIE AT S SRRV BT RE | B R
YA EREGREREL T EEEHIWERZEZ ) (Sensible
Oversight for Technology which Advances Regulatory Efficiency
Actof 2013) ~ " f& 7 £ Z , (Preventing Regulatory
Overreach To Enhance Care Technology Act of 2014 > f&j F#
PROTECT Act) - #UZ# FD&C Act Z{EIE » B S E
JRELHEE (Clinical Software) Blf#FEHK S (Healthy Software) » if;
7RG I P K R e g ik R A B R B A 2 T FR R RR 7 o TSR
AR 2016 4F 12 H 13 HdaE 21 iRk, (217
Century Cures Act ) s Hoh 5 3060(a) 15 B E A FD&C
Act 5 520 1= ' BERT (o) THZHUE - 1FF 5 IS B PERRR

YOG TF 0 AR AR 2 A 0 R E R kT R
B #k B¥ > https://stliiiiorg tw/pdfaspx?url=https%3 A%2F%2Fstliiiiorg.
tw%2Farticle-detail aspx%3Fno%3D64%26tp%3D1%261%3D40%26d%3D6
475%26pm%3Dy (XA H E A 2018 10 A 16 B ) ; ki » 2
BYAT By Bl R RRGE T R U AT - SRee TR B A IR IR A
RAEEHT 0 27 & 58 0 H 27-29(2015 F) -

FDA  https://www.fda.gov/Regulatorylnformation/
LawsEnforcedbyFDA /SignificantAmendmentstotheFDCAct/21stCentur
yCuresAct/defaulthtm (last visited Sep. 14, 2018).

' 21 USC. §360j.

30
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AR GAHE N

FD&C Act 2 201 (h) {6 ** B as b 2 EF 25 - ZiBt A
T8

— HEEZRBEERTL

BN B R e M < E FeHE R FD&C Act 5 201 (h) 5 -
RiEETHEUL TRt cES - £E TH- &S &
B HAY - IR K MY BEAEG F
PRE IS - 1 B SR 58 B 22 Jz2 /7 & ('The National
Formulary ) 8% 3% B] Z€ 8 ('The United States Pharmacopeia )
BT = Z SRR - 2. TR AR Eh ) el A JE e g mlo H:
ftl SRR Z 2 - B IRERIR . Z TG~ g ~ TR aTH
i - 3. AR BE Y sl A\ 88 B IS DhRE B S - (ERAS
BN ZALERE BT R A AGE R H FEEHAYE  BRES
MAELEE 520 REE (o) TEFTHEER ZHUHE > - |

# FD&C Act 5 520 &5 (o) THZHUE - BA TYIThRE
e A EIRE R - (HE FDA EEFELE A
Fiae g AEREEBRENRERR - NweE —ERRF
FFI - R B R >

(=) BRMMEZATH IR

2 21 USC §321(h)

» Changes to Existing Medical Software Policies Draft Guidance, at 5.
* 21 U.S.C. §321(h). (2018)

» 21 US.C. §360j(0)(3). (2018)
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EEHEM Bk IR REENZEE - S0RA
ERHESR L - BEEEHE - RO BERELEREE
FHSEERHE -

(=) Rk
R A S B el HE 15 f B A T AU RE - B e Bl 5 iR
DLl Vi RRIR - TEPTEORFR IR e 7

(=

& Fs% B (Electronic Patient Records )

) &

BEHREARMEZERN - EEEBFCHREEEMEER
AR B AC Bk < Eil ~ G ATV - H BBk
R EE AN BT HEEZ Al - fiF - sl
A RIEA A RS 1E (Public Health Service Act) 25
3001(0)(5) M EATadEE - BIERE B —&#% » H
NEEMRRE - oiTREERDIZ2E - 16K R TR E
WL INEE  BURE R > -

(@) RRERAXBREMZIBIELSR

TRIGEREE Pl ~ G~ B BRI IR B
ZfgHl ( Clinical Laboratory Test ) ~ BEfEFestl 2 BigEtE R
BB EL S N B U BURAII 38 B ¢ BRI e 38 B
* 21 U.S.C. §360j(0)(1)(A). (2018)

7 21 U.S.C. §360j(0)(1)(B). (2018)
¥ 21 U.S.C. §360j(0)(1)(C). (2018)
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H—fi&af > LU E = e B m st i — i e = E k-
BB iR e AT PR i = b BB AR A M B~ AR
MBI hRe® - HIMERERZA Y -

(&) FHEER ARy $AE

FEe o1 4 T 2 B PR T S B e - 50 - Sk
BRI 0 4,

LIERRESE - RE SR B BN 2 B B IR e
(In Vitro Diagnostic Device, IVD) 3iEHE R EE BHfT (Signal
Acquisition System ) ** .7 BEE R EEHSR

2. KBS ~ AT eSIEI A B R 2 B E e A
ERE N (WIRERIEEE IR ~ BRGETES %) -

I

3. PP RIBI B S22 A B R ECR A TR - 2k
VR R L R -

4. BEIR 3\ B AT SR L e i P SR K R T £ HE A B A R

# 21 U.S.C. §360j(o)(1)(D). (2018)
“ 21 USC. §360j(0)(1)E).(2018)

OBRAR B 0 E B FDA #2017 4 12 A3k T EE R Aom Bk R E B %
M EFIEE HAREREAAT 0 918 - R 402018 )
PORBE R RGN BT A RS BT » HOR B BAL
AB% (4 EEG ~ ECG) » $2 4} (42 CT » MRI) X ABE 8 AE K (408

TR LM ) AR BB HYIE5E -
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HUREBE - B ZE N B NG IR KREIT Rk B A - (]
T N AR PRR2 B B AR R R -

BB EZBE

B ERZEBIE - PISOR 5 SRR IR SUE Ik
JB R AR A T AN AR B B E A - B R
HAEHIRRRL PR 7 HTRTT BUE B B — ik (i B B L2 g i
AT MR N BB RRATLSN - IS AR R R TS (32t
FET IR RO B A B e M BRI F AR FDA (H = 3&
e B R E RS R R R G - R R RAE R R A
€ FeHiE < Hh - Rl FDA R B ERT# AR 2 185 [ ZE R
BEIE » 54 - HREEE AR R EB R (Clinical
Decision Support, CDS ) £ HIREE 73 B Bt antl (2
BE) BURBRRGM (A2EE) WEE > R
e 2 E AT HEDL R & AR E Rl - DU REEE ]
At AR -

(=) AWBEAHRZIE5ARASIFIE

FDA A 2016 £ 3 75.2 T RJE G .~ — M (B B 28 b7
BRIER] ) o B R E EE S R R — K
A R I B Rl 1A Sl I VG B T B SR Ry - S5 — 7]
T2 T B {5 FH 2 A R A 3 R B A o i 212 o 2 s ) SR o B
BN o TRIE FD&C Act 55 520 {6 (o) TEZHRTE » 3445
5 H SR R IR SRR 2 TR AR R - U B A
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MEREE N - R R EREE EL L 2R
i FDA AR ICRE A AL e SE AT B S 5 =0 B (e
AT A bR R R B P

2015 A2 T{TEIRERIEAEATES] ) AIERZ A
BGBEZR - T {rEsRERERGES ) RTERERE
AR R=5  2hlE 2 EfiEE 2 THERIERTE
A PERGIRETTENEAERN - DI AAZEE ZITEE
FARER » IRIAHTE RS FD&C Act 55 520 {6 (o) TEFE » 3%
85 [IHOF B o - AR (E A GRERAC SR ~ B HE ST DUE i
H AR R ZATBIE AR A R A 5 il A i e A
2B R B IR AR 2 S (AT A) T
BRI AT o A L BT IR AL 8% - 515 5 FD&C Act
#5520 ()(1)(C) 2 ZM: - BIFTEE B A B TR B EEZ K
# - IR

el FD&C Act 55 520(0)(1)(D) R ZBUE - A EEHRST
PrEdEe e Thae - (ERHE - fEF - AR R B R
e M BIE ARG R (EAEEREG « B » sReRs AR R
&) A - JEEE AR > A2 FDA BB E ik
FLZ PR T FDA JA 2015 SEA0.Z T BEHRas i B R »
BRTGRFHEERIEEES ) o ZaEs PR ER B

“ Changes to Existing Medical Software Policies Draft Guidance, at 8.
“ Id. at9.
© Id. at 10-11.
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et BURR - BT BRI REEBR YR ERERE -
IR B R E S - A LI IERERM - HES
EEHIE » FD&C Act 5 520(0)(1)(D) fBRFT5RFRY T A E#
ol REThee ) - BENR " EEEUREEREE )
B LHEAFE - BATEIERE B AR 2 PEE ST AL
SURHYERES - B AT B A A BRI I AR (408
(BB H I ] ) - i B A B SR JE T R ER I PR 15 I
18 LR R AT LB UR B R R E - (IR F BT
HIERRETHRE - 5 L > NI AEIFERBIEREAE
PRIOT ARG IR E - (h A Re s R BaR oA B e - A
WHRPRER R At F e R ELE 2 Hh - AR FES TR
TERRBM BRSNS ERKABIE"Y -

T TEERERERTES ) b ARBEURREEE G
fCEk(H R4 (PACS) YRS - BB Bk R E
B R BB R E A T - JFARIA R 2 B =0 B
BB 2 IR 2 BB ZTEEREARER Y S E
i O A B BB T EGR BT RE - RE R B B RS
Mo BRI B A BB 7 H s SRR L IR B e e
B TRE FDA RSB » 35 B0 o A (R 17 30 1 Bl AR
ZNEE 3 YN EIVERRAEZI NS 3 3= NN g3
axtf » FDA R saf Hom sy EriaE < 5K « [z » Al
“ Id at11-12.

7 Id. at 12-13.
“® Id. at 14.
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FDA BE B EEE ¥ 5 ERAEHES | R IB AT o ik s dE A
HBE R e M B SRR » R FD&C Act 55 520(0)(1)(D) {52
£ CIEERRESM  WERIENZEE ZTEHIEN
FERIET -

(=) REBRARMBBHRBEE AL

W R SR E# B (Clinical Decision Support » CDS) {882
HIEIELRE - MHTEETZ FD&C Act 5 520 {5 (o) TEFTHERRZ
i PR R SR B RS (R R 0 2R - 8 FDA #£ 2017 2 12 H
FAT T WG PR R R SR B B RCBE FE 5 | (%) 5 (Clinical
and Patient Decision Support Software-Draft Guidance for
Industry and Food and Drug Administration Staff) > EBAIFLE
Sl SPS A UL (G RN IN e

1% FD&C Act 55 520(0)(1)(E) FRZHE - JEB@ R Gt
ZERRTRER BN HE AR & 4 THEL - TRl o H A
1 e 2 e k&g - EEZ MIETE > 2
HEMEEY CENNEGAAE - srEfareiteiNg
[ B R A i BRI SRR UG Z B R R AR RS

“ Id. at 13.

' Id at 14.

' FDA, CLINICAL AND PATIENT DECISION SUPPORT SOFTWARE-DRAFT
GUIDANCE FOR INDUSTRY AND FooD AND DRUG ADMINISTRATION STAFF
(2017), at 4 [hereinafter as CDS Software Draft Guidance].
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FAOER - MEEEE - REARERE ZELAERH
( demographic information) ~ fiER » DURERIRFES | -
RS B BRI B L (G R B RN 5 E R 4 By
A EE SR AIET R - ISR (It 2 AR - P R B B
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