N TR R B R R o S P 2 AR B EA PR B — LA 2 B F DA S (1]

AT i B R A SR SR 2 8 S S PR —LA S5 B FDAT
Hall LGS EOA T 7R
EHFELAEVRR
2018%E11H27H
= - BFER

FEEIGRIEE A T SRR SRR ENESR - FODAEE T iy f&aEstE (Digital Health Program) /NH & T AR AS BHRR 25 B ET AL
BB EdETFES e ESN A TEEX - EFRUE HEESHR A Ba N EE BTN - HRPNEE U IRERE - BB
HEE MBS > RIARIAE  FDAMEBNE AN B TR R B TR » LA BATHR I 77 2RI FER S B 25 b s i A B R 2 B - &
B R AR (BR2016 Rl Eimid . (21H4tiaRuA) (21st Century Cures Act) - SZEEHIES | B SN E &R - — Ik
e N TSR eV BB TRRY » BRI A T2 ARG S8 BT o ZNMAERNEE A LR - B R N T 20 RdlrRs
B AT TR TERRASR R 2 A LSS | B A AR M SUER - BRI ARHEE M - $IEFDAW 2017412 H/ERL

(FE PR B RS i 5522 )  (Clinical and Patient Decision Support Software-Draft Guidance for Industry and Food and Drug
Administration) - gty (21tta)aRE) REET Y (BiamdEy)bitit) (Federal Food, Drug, and Cosmetic Act, FD&C
Act) [1HEAYRR AT P a5 R SEAAYER T -

ALEERE Rl DA 2 S B AR AT AR 7 FrafE (T HINT - DUTRHESS AUBT 0 EE BB RI201 64 AR HY (2140 iam0E) WA T FEH S
SIS N TRl P B R RO R SR SR P 3 A 2 Sl e (T 0T 5 BRARAESBBEED O AE(THESE -
Bl - EHES

2016612 H FHEBE GG T (21H4ERIE) - (£5530608IHE R e T FDALSI( f#H 755 (Digital Health Products) /& il » j4:
SRR R A SRR EF DABS R M (medical  device) 53 4N A 2FDARLE - ILHLEIMEIE T 28 (BT & ML) &
5206 (0) T IFDASHR4E ~ HORERI HiE -

IREEFHEIERY (Bl e EE) Eiin%) 5652080 (o) (1) JH - SEEETHNEE IR AY B B i 2 #5052 R RS > ARE DT s fR A
HYER A By i F DABE 8 P s

ATBEEEHM[2] 5 5
- HAVIERTERERET ~ VAR ~ SRR - TRDTEORER B2 (R 4R e AR VS E k(3] ¢ 5K
- HAVIER I TEE T LAY A EERACHR4] ¢ 54
- HEVRIR Y ~ G - AR - RORERPRI e s A E B EoR B4 IR 5] © =X
- [ENG R E DU B ks
() RTERSSNEFpR e i BRI SR AR 2AGHEN ~ PRHEL ST B SR aR[6] -

(2)HEVFERER ~ Sy MR Sm B E RGN - BB RREIE (B0 - (EEZE BRI - MREE SR ) [7]
(3) B VAEEF B R B N Bt i B 2 TR ~ B sise B (S R e R 8] -
(4)CESSATERE FRZ RS AR M 1L B T BRI A A R, IRIIE B AT Bk Z MR BOR SR - MEIE E R AR PR It B PR

o] -
MK BRI P A » E0VE 5095 A R/ NURTE - B (B & SSE7 Li®) 55208 (o) (1) (E) At
AT HSEIE > B3 AF R ( Clinical Decision Support Software » L1 T iifiCDSHE ) -

CDS# S iE T BUE LIE BB TR B (B4 © B5AT) MUHEEAARIIEGR - RN TS E R AR B Rk is B e it — Ay -
ELTTREE AR T 2808 - MR (21 aSiakE) B (R mnBybilins) - COSHRER B HPIRIEF DARYE REEIE 24 » U ZEREE R

a b~ WwN -



U S ATE (S X RS AR LR TR PR R A ARy - DR BB Z B PR 2R B - M3 R - B ARAERZ R (it 2 B R A
it [10] - HEE - AR RFDARTE B2 B Rt eSS - RfEit—HiE 09 - FDAR201 7412 98 H &N T (HRpRELR AT stEr
FE) o Ziar RS O R T e R R AT L A e PR A A AR (TR - FDASS R 22/ D SR RE T AE R U T IR [11] -

1. ZWRETRE VBT © R
2. THIAE A (PSRN ~ BN ¢
3. IR EARIRERNFGEER (FIROBEAVFREND &
4. GRS E S Bk B

‘REUTAHEHFDARE % B EEE N BTN - B8 T IIFE ) WRESE S 25 - S fRREEATERAYIUE: - RFDARSE
BEENAE (D FHEAGI R " IR AR o BRIEZS - 1RSSR R TR A AE B CAp S aa AR E e - I B EOKR TR A RS
PRI RS RO Y R PO R I PRI B et ~ AT ~ B > WRAFERS ) (2] M AE T (FHamiEretin%) 55520
fiii Co) (1) (E) (i) ZME  EHZRHEINFERFTE552061 (o) (1) (BE) ZHAMZEF: - A EHE 7 RIFE e A 252 FDABLE -

FHAREE N A R 15 TERI S SIMEHEZE BRI - LRI E —RER 2 B i S A i A BB 2 BRI B s MIEEE R (Bl RemsE - O
fEEI RS R EUnAL E A A CHBEER) - I B BRI DUE RIS F s B YR I R B I SRR E S " HFDAZIE By | JEEEHE
gty [13] 5 Mk TeEisEne - G ide - AR B EpEsti14] -

FEEWOR - (BRSNS FE55206 (0) (3) (A) (i) FUREETL MMk4YE (clawback) | ] - FDAGMSFEA]
SPHFLF (notice-and-comment  process ) L i S SRR T Ak L E s B AR o 0BG, » SRS AIEBE ESs o - FIRS FDARIRAR0%
I B 35 A B A R BE G BR[15)] -

2 - EffaF

(214 aRE) BEAESWT - FDATHROEZ (8 DA TRE R R finiz ORTeEs » Bla1{E2018452 5 13 H i#EAE H B E I vl Beiy R & THZE
(large vessel occlusion, LVO) - i im RIS AR A 7] 8275 HY UG I EE PR L S B8 #cis © Viz. Al Contact application ; X EL41j420184F4 A
W H A BT R AE R 2% (Topcon  NWA400) FrfSayis(s » PLalERfaiE iR mm A A 2 i B IR R Bl ey 1R e g 6
#JIDx-DR -

2RI > FECDSHAE LI TR REGITZ Ll - BUARAR B BRI R EE A S EEEE
— THfg, HEDE?

REEEIEY (B RmEEY biliE) -~ AIRCDSEHEGHCR ZFDARLE » BHTHTASLACRIF LM - HATRUE A B R | hE
(intended  to) (HEATFHHE A SHRERIANIA > M AGEAIE & HIEBEEDE - 28T - 5 FDARSREAREEDAH RN TRRT R EH
fy - AP E COSThE N e B R EFUANS - HAGZ 0 "R | phER s E A S HRUREE IR E R ? AR EEER R - COSIEZ
EZFFDAERIRILTR - AIae G5 [ (8 AAEeaem i T M2 /EEAIERT 2 (How do we know?) | [16] - SfILRHRE » BFIEGTRRZE
% ERARAMRERDS > GRAMENE ? EEE > AREMECHFESH—AEREH A TEENEE RREAS 2[17]

= AEESRIEBR B ?

TEREEATR Y BRI R E A B R B RS | DURERARE R ARG« A EEA RIS RACR 2 T IR - #
w0 Ry F DASOR R ME (5 CO S I FUAIE W[ 18] - [ERIEFDARSRIE R A SR GRS - SRR WL ZORGE R A S - Msat s
JERZAE T I PG AR A L s S W PR LV ER R s R S 1B - MR EDER A - EIEREAE19] -

= BRECEA B ISR R B G R o AU ? R R AR BB R A B R A& Sy ?

FDAH R AR B S RS R BRI fE L RIRE - MBI R 9515 2 COSHEE > M7 (A TR (B (iin I - B B R (1t > B PR s - B8
H OB AR R FIET - S mmfERE - BIFDAE TR COSHE B AlER (R 2 M PRE2HET ~ IEE ~ TASRZIIRE - BRAEHN (T HU AT
 INILFEZFDARLE - Bl - BRI HEENEA TEEERAN D ZHEAHARHG - EE3REET0 - BT A 2/ 2 m5EA T
BIETRPE R M A ERUS RS - SRR B R BRI SUTRETA » 1518 - SRR B A SRR S 5y - e REE
g ~

£
=1

&

PEZ SR AR BRI N TR B R iy 8 - (EAad A LSS M E RO 2 O - MEZAERS S0 M2 - Ja R illiasE iy sy e
A e » (HERESRE gD IEAE S e S PR R B B AR B T DR B BB = o 73 Ly 2 o M RS By B e s M T 7 2B /K - H R ey B o
ST MR S S RS T © S5 F DA T AR 28 2 VM 35 T A SR s iE 28 S A o B2 s E Br i BB LS DASRIERE A 522 S Bl il el
J& > AA20165 M T A E R EN (UtaeRs) - BUIWAEET (B amdEmbitiask) -

PRI > FEENER - BEFME %S IS & 40 f 1~ 2 FDARE NS 2 A AR E _ ROUZefE] - BBUiNS o 5208 HOYDN TS ik
LFETHCDSHRES » (ERTATEZS T PP T REFAE N BB ALAR IR - MR IEIE Y (B mEEm bilik) - —CDSIRASE S R B REEs ik
HS > BHEBICNESANAE S T TrEE ) 18I TR EKEE | WIS TR AL BRI o W LS Rt - FDAIRBEAE201 78540 (EaEpREL
TSR SIS TR R ) PR i — DR » JRIM (I A2 e A TR S s R Rl T s s 0 T e i 2~ TIERRE A
AR 2 ) R - HEE RS IIGES 2 AN TR ERIIEEIR SR SN RARBRESE A\ BB M e E Bk
U ? KRR T S s s e o A B 2 ST A& sy 2 & e s Py E s » (BRI -

[1] 21 U.S. Code §360j
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[5] FD&C Act Sec. 520(0)(1)(D)
[6] FD&C Act Sec. 520(0)(1)(E)
[7] FD&C Act Sec. 520(0)(1)(E)(i)
18] FD&C Act Sec. 520(0)(1)(E)(ii)
[9] FD&C Act Sec. 520(0)(1)(E)iii)

[10] “Enabling such health care professionals to independently review the bases for such recommendations that such software presents so
that it is not the intent that such health care professional rely primary on any of such recommendations to make clinical diagnosis or treatment
decisions regarding individual patient.” FD&C Act, Sec. 520(0)(1)(E)(iii)

[11] FOOD AND DRUG ADMINISTRATIONIFDA], Clinical and Patient Decision Support Software-Draft Guidance for Industry and Food and
Drug Administration (2017), .at 8

https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm587819.pdf (last visited Sep. 21,
2018)

[12] JF=2 B “The sources supporting the recommendation or underlying the rationale for the recommendation should be identified and easily
accessible to the intended user, understandable by the intended user (e.g., data points whose meaning is well understood by the intended
user), and publicly available (e.g., clinical practice guidelines, published literature)”, id, at 8

[13] FOOD AND DRUG ADMINISTRATION[FDA], supra note 11
[14]FOOD AND DRUG ADMINISTRATION[FDA], supra note 11
[15] 21th Century Cures Act, Sec. 3060(b)

[16] Barbara J. Evans & Pilar Ossorio, The Challenge of Regulating Clinical Decision Support Software after 21st Century Cures. AMERICAN
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abstractid=3142822&mirid=1 (last visited Sep. 21, 2018)

[17] Id.

[18] Gail H. Javitt & J.D., M.P.H., ANESTHESIOLOGY, Regulatory Landscape for Clinical Decision Support Technology (2018),
http://anesthesiology.pubs.asahq.org/article.aspx?articleid=2669863 (last visited Sep. 21, 2018)

[19] REGULATIONS.GOV, Clinical and Patient Decision Support Software; Draft Guidance for Industry and Food and Drug Administration
Staff; Availability(Dec. 8, 2017)  https://www.regulations.gov/docketBrowser?rpp=25&po=08&dct=PS&D=FDA-2017-D-6569&refD=FDA-2017-
D-6569-0001 (last visited Sep. 25, 2018)
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