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’

o F AP M FORRIE P 2 AR AT

AREFAARRA S FL L H AR R L R R AN ST AR S
#oE g 2 v F @ B (33024B > 74 W mkdch 15043 8 ) 2 g 7 E
PEg 517 (330268 > {7 4 i Bhdic s 9,600 B) - 5K P B A K ARMRE KRG
MR e g oh o e e A F R N AREAZF L (BUS) 77 i SR 17 PR L %
B o~ epiei 2o - (28043B 0 7 A A BE#c S 5,953 2 ™) [10] -

JoRm o Fr 4ot o grtiagg 3 vk 4 2 (CDZ022759001) % " i BrUiadE dhrek g 4%
(CDZ010197001) # f %t & % @ i¥ s % o

KgE@p T RS H g BreE L 1258 2 4 e LI X s £ % (CDZ010291001
rﬁ%%ﬂgﬁﬁ]i% 010291 %) S i =P % © 1;,3 & b A G ER
A HEEF() FrREET ’lf——P\ @ MF-mHPEFZE- g2 WM A
ER2PIAPARBREPEETT

ML HAREE (1) E R OSORER Y BEERCL MRk B 2 %Pgﬁ_ YR E R A
EY r}a%ﬂ*a R nrzsat,?ga} S EIRIER Rk T Fﬁ% iy ,ngkﬁ e WA I ngyb;}[}‘?.l‘i(%x_].

CEE) 2 2R R e (2) A HARE AT @Y 4R 28029C ~ 28016C ¥ 4 B N AR

ﬁ.fﬁﬁ % 28044B - B. 7 - ARHE R E H - @ 2 Ped NHEARBE
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hAF 2 AR 2023 & 5 0 24 2 BATEHH L
BARFHEEHAAM L <8BS CD (5ling ) - H &
" CDPO1—#+/*%f /%% % 31 i ko |~ T CDPO2—%+#& 3§ 51 % %3
S SR R S R ) I
W) ¢4 2 ¢ CDPOL {r CDPO2 #fish ¥ ehgt 1 50 4 & ;

o [ A

K sl

* ook 51 h e 2
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38 A [11] 0 A ¢
T FH KL X 1Y
fef315x¢ ,~T CDPO3
AR T A S

mOAREH G RGP IO B AT P L 2 T 5 5p ] CDPO3 &
FOSIE B R EAE0 o £393% 598 & Bt CDPO3 # iy #f W) envdsg L 4 ik
BAE L 29 B AR ﬁ%—fﬁ,*“ﬂ%? P ﬁﬂ#@‘rﬁ‘r‘wﬁ:}iﬁ%a 6 TE 5 MEE 51N
ol 28 £ 2 22 1 TR e

AEpLiE- o TR L 2 ”éﬁ rbiliarystentJ ERET R
PRI SR e h Pwé;w-ﬂafﬁ%ze [1 P FETE e L A 2 FH &
BN Ra Y RE T RS I R =~l¢ﬂﬁﬁc

frr'

1‘]’:}%’;‘ J.gt,l,hagbwci‘ﬁ){

53225 (ded - )

+ cky | S
™ ‘—t"j‘-}-—/‘

B R 2 B T A A

R AT 0 T P

3 2
B R VE HTETE %gt
i L HE LB AL AT ESE X
"BOSTON SCIENTIFIC"ADVANIX T BT
CDPO1ABSPLSB TE RN 4,400
BILIARY STENT WITH NAVIFLEX RX | % 022551 %
DELIVERY SYSTEM
AMSTERDAM BILIARY STENT KIT T
CDP01BS001SB | 7:8.5:1011.5FRX57-10-12+15CM( % fr ¥ ® 4,400
T 50 9622%i
#mg%ﬁawéﬂﬁﬁ)
R 2 T 3w
ET‘
CDP010ACL3CK | "COOK" COTTON-LEUNG BILIARY 0 7’;8 14 4,400
STENTS AND INTRODUCERS -
o JHp,;rt 476\:‘954;6{: i
' lE It B & 51 %' vL Sy, 5) A b
i B F
CDP01ZEBDACK | “COOK” ZIMMON BILIARY STENTS : §1§9‘71P9 é; 4,400
AND INTRODUCERS ”
"COOK"COTTON-LEUNG BILIARY f%-? T i g
CDP01CLBS2CK TEEN 4.400
STENTS AND INTRODUCERS 5:14FR | % 019814 £

neZbpwm kiR g L 4p R o8 P CDPO10ACL2CK~CDP010ATS1CK~CDP0122551SB -
CDPO1CLBS1CK ~ CDPO1PV6E01LY ~ CDP01PV602LY ~ CDPO1ZEBD3CK -
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3
HHAB L S FVEFE
' 1% 3
e A TA G
C L EE R ETIR AL TR L F
“BOSTON SCIENTIFIC” ADVANIX g
CDPO1SDUPNSB FEFEHT L 400
BILIARY STENT WITH NAVIFLEX RX | % 022551 %
DELIVERY SYSTEM
“E b fRTH o R 5 in A % (YR A
% o4 i Sk E@‘”){*
M R R R S o R
CDP01302224G | *1)“MEDI-GLOBE” BILIARY  0gon e | 4400
DRAINAGE STENT (SINGLE -
USE)(BILIARY STENT SET)
G R AL %k k£ 2"ENDO-FLEX" | % ¥ B 5
CDPO1GPPSIFG T £ TEFERT ) 400
STENT INTRODUCTION SET GPPS % 019844 3,
ZIMMON ENDOSCOPIC BILIARY R
# N
CDPOIZEBDICK | STENT SET 5:7FR(STENT GUIDEWIRE | ' [ if 4,400
INTRODUCER CATHETER) -
EEEETE
CDPOLLOOINCK | COTTON LEUNG BILIARY STENTSET | T T F # ¥ |4 400
% 007660 %,
COTTON HUIBREGTSE BILIARY P ER S
CDPO1CHBINCK FEFEHT L 400
STENT SET % 007660 3,
nlf? _)FF*FI ﬁxT"WclE ES e ? (p’klﬁ /v 776‘5
519 0)"OLYMPUS" BILIARY PR § o
CDPO1PV60OLY ) FEFEME 00
DRAINAGE TUBE (BILIARY STENT | % 012003 %
KIT)
“R AR RTE & v R 3 4 (g 4
e g g iR E LR A % ot T R g
CDPOLPVEOLY | FALE LR 2 A ! 4,400
*1)“OLYMPUS” SINGLE USE BILIARY | % 027971 8
DRAINAGE STENT V
“ERETER L% B 5 5 FGM” T
- A
CDPOITP7FR24 | THROUGH & PASS TUBE STENT g 4,400
% 034295 %{
DELIVERY SYSTEM
“W 7" v % %“COOK” ZIMMON R R
CDP02ZS003CK R A FEEERT 010
BILIARY STENT % 019919 5
"COOK"COTTON-LEUNG BILIARY wEFEMT
CDP02CLS01CK j 1,912
STENTS 5:14FR ®&:5 * % % 019814 5.
COTTON LEUNG BILIANY STENT R EER
CDPO2LSOINCK FERERT 010
ONLY % 007660 5
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. L * i
BB PEYEL HFVRFE "
ok L HEUER 4 B8 E £ % "BOSTON N .
’ ; HE 2 W EHN S
CDP01ABSDSSB | SCIENTIFIC"ADVANIX BILIARY . 1,912
022551 %,
STENT
COTTON HUIBREGTSE BILIARY wE ¥ BT
CDP02CHBINCK ‘ﬁ%?gw | 1,912
STENT ONLY % 007660 £
%%%$ﬁ$
CDP02PADBSSB | AMSTERDAM BILIARY STENT - 1,912
% 009622 £
IR E LB MEsE 5154 "ENDO-FLEX" | #72% 3 %;*
CDPO2PEBSTFG ’ PR IR - ¥ 1,912
BILIARY STENT % 027489 %fi
ZIMMON ENDOSCOPIC BILIARY ¥ ?5 %ﬁ%];’a
CDP02ZS001CK 1,912
STENT ONLY 5:7FR 4 5 7 » 10CM ¥ 013697 %.

( ) ngé‘?i;}i/r_’p Kl

R E AL

A3p 4222023 £ 50 17 p ok o o2 Thiliary stent ;) 5 B&EF o 2t d & FER

B

Kl ‘tﬁk ek &

PO E

Focd < Fx2 Foh =R 4 (Canadian Agency for

Drugs and Technologles in Health, CADTH ) ~ ;& %5 B PRIR:A % R ¢ (Medical

Services Advisory Committee, MSAC ) ~ ;& %5 T PRAR g E ( Medicare Benefit

Scheme, MBS ) -

P R i)

#H (Prostheses List) » 12 % & ﬂﬂwiﬁ% FRET A%

# 7 = (National Institute for Health and Care Excellence, NICE ) & {7485 - Kf 3

A& ?5%7]113@ I‘IE‘_E'_I‘%

b AW UEP AL FEY (F2TRY )

A §E ﬂ x;f)% % % %% ko (Health Insurance Review and Assessment Services,

HIRA) =

Y LTS ¥

PR e

HAOF PR Bk b £+~ CADTH ~ & ® NICE » ;#+ MSAC % 3
B & pPEE L 2 AP L AT REL > W RN E P AR YRy
MEGFRHIRAFE ] MAZE MR OEGERTA I AFEPMEH
Hofp o T i HEEF 2 B 5

1 @

*EE 2
[13] - & Boig

R

g 5}%’—2\‘ i 1o %

23 (Iummal stents) » #rt 4 G PEE L
L >4 % &% (03.06.01.02 - Reinforced Wall, Uncovered/Bare Metal) S
(03.06.01.03 - Reinforced Wall, Covered )

WA EET M AR

B g4 A B @tﬁﬁéﬁ*“ r03 - General MlscellaneousJ

% (biliary stents) >

A Tikgpoa

g

mwdwﬁwaﬁ¢ﬁ

W

L»F‘.EJ

5 Ry

5

K2 A a G A

e 4 iRt bt 7 (R ¢ 52,0088 0 ¢ 05 2730085 ) o f MR
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B2 b e A % R0 2 3213 0 i & 3B M 4T p = A 4 (product sub
group) ~ it & Lo~ Frif o~ RR 0 R BRT S e -

2. p &

iﬂ%%ﬁai@i%@aﬁQWQE’aﬁ—&é*%tﬁ%%%* o
H AR 200 3 i2[14] 0§ MR A 2 A 23 034 i 4 K
B(’JE@Z—/‘ ]\«k/]\)’di:}j%}j"m:lla_%_)\%&% REEFERE A B addda X

XA - ek A REAR O MR AR R R A

B P AR FE g Lo d A mi L A

034 "3 22 (e X7 Y by k)
AL B AT wH R T
£ 193,600 p )
* % L% |3860 P
- 3 T = 78900 p i !
Wi x4 | 25400 p B3z x4 | 13,100 p ]
AR IN—
spwrgan) ’Zz(féoo o
vy 2 ! ‘ 45,600 p ]
(h#%g BEE (A= L) !
7 4 1)
215,000 p ]
3. i H

ARLEFFERHRAGDGLSBER] FE- P2 R FERIBREFEHLE G
P HFE A BRI £ A6] 0 A% & Brey ';a,z AEFRET A~ s
~§%%H°*ﬁ%ﬁ’%¢x%ﬁ%%%%ﬁ~ AR SO R I S
% (11 sg) Ffad gty L 28 (538 ) "2 L 2 & 8 3% k3 (93 )>
7R kR L% (59 T ) H kB mf%’ﬁa Pieyp=x »2g 4 b § T4 R >
A G R A 2 engaf > 5 53,610 & 63,830 4k L F dads Fp ey L
2B RS 117,920 48 & 5 PRy X 2 & BBk bienip f 5 159,990 3 < 5 £ e
i 2 B R 4 > 727,510 4- 789,980 §i ~ 2 B o

O Gldr fE Lo b & DL ATH mpﬁ)%‘%ﬁw@crﬁm [15] > Kaneka *£:f & B+ 2 (4 % 7152
FP AT ) v 7 RF Y PORPIRBN G p B EP SR AR 2 e T (034 e
FRFY by b QpFREvRTod ORAFREAA A=K L) e S R
215,000 p ] °

Pz E(VAT) -
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A 4F £ # »t3F Cochrane Library/PubMed/Embase 7 + F AL & 2. = j2 3P 4o

21T 5] PICOS 5 0 iF i o THOF B & A RATEL A IEET 24
¥ (population) ~ ;5% = ;£ (intervention ) ~ % »c ¥ P& & (comparator ) ~ & > B
2 4p 1% (outcome) % #7 7 K & = 2 (study design) » B F0F i 2 FIL 4o

Population PEE R F

Intervention & Bresg 4 2 (metal stent)
Comparator 3 wpeksg 4 2 (plastic stent)
Outcome A% 2

ST 1% ¥ PR A% (randomized controlled trial ) ~ x st
(ER SR ] (systematic review ) ~ £ & A 45
( meta-analysis )

Study design

% B+ 2. PICOS » i% i Cochrane Library/PubMed/Embase % <~ /I;Jc'fpﬂii ]
2023 & 6 % 2 p it > 12 Tmetal stent | ~ T plastic stent | ~ T biliary | #2 % B 425
BAEE O a:ux ﬂ_,“j:]»ﬁ:ﬁ’y_:_ o

2. F B %

2023 F 67 2 p ok M IEMAEETEFHEF o X2 UFF KO
$HRGES ~ h BT e i & 48 A 490 4 w3t Cochrane Library 7 5] 1 38 34
PubMed i# 5| 203 & 7L > 122 Embase ¥ 3] 221 £ T - Gz ¥~ ;erf;:\_g\‘fr;%
BRFL P IR AP (W ARFUI RIS LLE ) HR
K B R R Eﬁf}?‘% % A A HR T2 ?}]% P e
SR (et 35~ wAEI Y fkfreview] ) o b 0 LB G HE R 2 0 e i
ZFERGF U e G SRR f»?/"v#& EAR R R B L R T o AR R
FESRGREE LR SRS B 5 19 i WE $ R % < 1
N R A O e A }‘Jv‘}"}é;{ 2 RE A ﬁ BOLHFER o

P R T e ARG A REFRT R ERARITET LR &
W HRER L O 5 AFL PR FAAGE S L 2 e gk ¥4 AT
4 wb‘?ﬁmﬂéﬁr LE AT B TR AR S R I AT 2 A A DY gD
__.Q:}’%ﬁryr‘fﬁ‘ﬁ HEAEEEE R UG T AR 415 A R RS ¥ p[17-31]
ME 12 E Ok .f‘fu[i? ;gw;ag[sz 43] -

FOMCEE LB RN E FAA R MR A MRk W R PR R R
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N R RAEERF VLR R F (3B
“@ S R L 2 AR MRS MR R S R A 4

—
h\ (s
o
=5
e
14
f
[Eive
pai

(1) ST ¥R AR
A, BT PR R

8RR R TR EE KR G OB SRR 2 1,%* 59 R[17-25]0 A & ek

7 SR R~ % % (periampullary cancer ) 9~ SR 0 1 &
FE |2 F’"T%@ﬂm”‘ﬁw”‘lﬁf FEORYOERLFHLS F 2 EHEE N
e R 2 (2 BEKE AR EBAE L EREKRE YIS 4
Rk DT ’“i AT BN $/§5)i )W ERAk gt e A RT A
FHeEF 2 d}?xi#pﬁ,@#ﬂfﬂ (4ot L 2EpE %Q S ZERA S s X R
[stent dysfunctlon] SalgnaE FE ) £ A~ & (reintervention) o 2 2 # {7 PEE
R ZE % 2 (AERP| PR E B g (4 sm? X [pancreatitis] - £ ¢ [cholangitis] ~
& 4 ¢ [cholecystitis] ) » #4 @ FAR L WA R TE N B OTRAFERET F o
AR B R Mg IR R RS R AR T R E AR - P b AP M TR
s TSRl A= > T RS EHAEL TSR

. ﬁ%% PR A R TRR RS ga%»&@@ B g BrEE L AP
E 4*ﬁ%ﬁmﬁqmmﬂ7w2m # ﬁSEP{&ﬁggh
Kfm}%}i)]%4 045,, p\)\#;;“}m?)gk7 v i Sangch nEAawy A1k
e &R L ﬂ@v%mww%?&@ Pk R G AR
(ﬂ6%vsw%’P4mw)ﬂﬂ H e 7 &Fﬂ%*&%% 3 A AR
VR X N G R At EF £ B [18,19,25] -

o AFEGLARMIE D L3 6 K TRk SR A AT 29 Ap B 4p 1R [17-19, 21,
232ﬂ’;&ﬁ&éﬁp BT AL A W K i ehd L blde
Mukai % % BL2 3| & Bresg L AP ey L 202 B2 p L B F
B (81% vs. 20% > P=0.0012) [19] > Moses % + Rl & e £ #2314
2R R PFE R Y kg F ek (385 % vs. 153 = > P=0.006) [18] » Olsson
F A foTamura & A 7F LD "*ﬂf m)%mi}ﬁs ’?xaﬁ*ﬂfiﬁvw B~ & E
ERAZEV PR EF B F RO ZE RS (11% vs. 27% > P=0.05; 18.2% vs.
728%’P=0&5)[ﬂ.2ﬂ°<*m P AR A S BN R

‘T oE B F L R oKanno ¥ 4 m/»\%fr&pff“ﬂﬁ *ﬂf SR IFFEE R A
yﬁmv o T yaig i 559 % s BB FIL LR 5 4 48.6% 0 £ A % wt
T o YE 615 X 11 (s > B IE e F L 435% 0 SR IS LX R P EE L
2 (P=0.82) [25]

9 % g¢ % (pancreas head cancer ) ~ "% ¢ & (common bile duct [CBD] cancer ) ~ 3 "% (ampulla
of Vater cancer ) o
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o B AMF G SRR AT BE 4 8 gt BI[19, 20, 22-24] > #
¢ Song & 4 frChoi AL ‘*%%FT .J%’rfi*?“fiﬁvw Bz g R
IR R X 2l 4 F L B2 A[20, 22] 0 AEEEL R 5 Mukai

A ~Tamura & 4 v Mandai % 4 e 7RI AT & BPeg L £ 5 i eng

F o deMandai & A EHGE A L EE 2 B ’/»\%fr‘*%&ﬁ% & Bresp 4
Hihg o 55 0% 0 R RREE LR Ao F R G 20.4% 0 e T
FhF A2 (P=0.023) [24] ; Tamura & A Bl a7 A » et e B 5% 8T
ey L2 end 4o~ S dckE Fet (0.27 = vs. 1.27 % > P=0.001) [23] -
sR@ o B2k Song % 4 ~ Cho % 4 ~ Tamura % % ~ Mandai % % 4 5847 1 %
L R R SR A R AR SRR R A e (4
Wl f Y BVR G OELY BUR OSUR %w%%mwﬁﬁp CRIRE I S
PoUsBETRE T &R EELEL A FEARKE - Mukai & 4 257
BB RF  RA KA AR E R AL A~ F 4

_,ﬁ tr
R R L #ﬁ F o

e

>

‘v\r%*

[y e

o

s HggsAAFRIEF T %&Téﬂ#%@v‘zgw% »REE 2L 4 H R
gt HI[17, 18, 20-24] » & FreiE L 2 fop preiE X AN B B g chA 7 T
%é@iéﬂn7m2a,»um%&mﬁﬂmﬁ‘:’?ﬁ$ﬂ$%%€x

BAFAEE L GR K T ERMAF Y LRI FAR o e
Moses % 4 247 & peip > et g ok 6] A B 5 49%Fe 24.5%
(P=0.029) » Bg7m 5 W *esp L 28 o 5 B F R F PE g L 2 5[18] - Tamura
EAEZRIP DS E[23] 0 @ ~ Z 2
,—gmkb &,17?49.33,5%,\ ‘mﬁ% , ‘;
P [18, 20, 21, 23, 24] -

B. RfiiEif gk %

LB R R AP B ST R 2 5 3 6 K [26-31] 4 & qek enp Iﬁ%‘?i‘ | &
&y}sg% Ny A ’\,ﬁ:r,ﬁ,}j;.,; o g 38 ]V“”‘:LEZ* F ¥ ,:,Lg HF 2E B
F\—&E%F'“’ Flp g R g B EEAY S G 8 of*a;w%mﬂ*
B LBFEARFEMRF RFEMRERFF ERCP Sl 12 3 AR
AR EFERELERIT P OTRAEERG G F o MEE R 2D 3 R
o REE AT REALR oM TR REELL S o

STEF 6 R TRAER AT EREE LR
FEfREF é?i[26 31] - £ R A T 0 A FHT R PEEE L
PEREE L EAEYEF LR RFERFI RAFFLE - b4
Haapamaki & + 7 3 #-2 _;ﬁ_«:;%«glw L T RN T

RS ST G BT 3 s E TR R AL TR S e 4
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B & > 3 ok FEMBEFTE 0% o P Ak FALB[26] - ¥
Ramchandani & + &4 47 7 7 LR TR %% uﬁs A B R PEE LA LR
FEMEFNS B E T5% M o AR TR T &4 ””"lﬁ L2 A YA
”f"“lg L 7[28] - Martins % 4 RIA & SRR LT A £ REELF

O L2 g F 1B 5A B 5 83.3%7r 96.5% g itk Rk i s
%E%’iii (P=0.19) -

*8

RGN R R IR R R R S 4 R
29-31] > a7 BT & R 7B R (27, 31] 0 B %zr Coté & 4
e ApEE R (¢ 3 &F T\Igwi—ﬁ%ﬁ\zﬁ‘@:};ﬂ%)%‘if?/»a\%‘r’%’?'
TERLIBENRFERSIRFIRE > P AERITEFLRE (14% vs.
4.9% > P=0.18) [27] - Kaffes & % = Tal % * £+ 48 i A e AT e S R

A BT RR E RIS e BIARLT > AE st B E £ B [29,30] -

”—%

ERCP = #c 1 & 4745 ERCP = #c> & sHiRk i85 2 f 537 4 K [27-30] > #
TERBET & B A % G R0 SERCP i 4e Tal £ 4 4 47958 fips £
kTS pEgF LR (2 5 vs. 4 > P<0.0001) [30] ; Ramchandani
£ /w\%‘rtﬁf“i:”ﬁ:"iffﬁs At ZE R s & g {70 ERCP =t o v ¢ LR T
£hPEE A 2 ey PR M ERCP 3 (2.6 = vs. 3.9 =t » P<0.001) [28] -

Ra o Y EVREFATLLRERY P ERTEBAF BRI S
waoar e (bl4rCoté F AR T A& BemF 6B = ¥R EpE 3
AR BNNE )

HRES 2 AFE D 5F 5 hTRARERIPAITHFRL D LR ROFL S
[26-29,31] > sy AT % TR T3 BB A2 LF E 0 blipg 0 A
¥ X P[26-29] - &/ » CEHAITERET 4>/?£,”&lg;~’f~ B REFALEHE
G 4 5 4o Martins % 4 A AR A REFPEE L B B o BT £ B
FAEEFHFRB O LEEF LS (233% vs. 6.4% > P<0.01) # ¢ =
&R %Eﬁl Woeg 4ot Hlis (13.3%vs. 2.1% - P<0.01) [31] »

(\1‘*)‘
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AR EREE L o YIEE L L MR R RER SRR

121 i~ BB e iE IR R g 7

v feb 5 i ?3‘?3 Wf' BEREER o ochh i 3 'i
(’?z\-&‘) (L% R E B &) e e P (45 vs. %) #
BRABHRE 7G> S AR KRR AR LT T 7 %)

v | | | SEMS(0mm - Taewoong | p g g v & [ (1) 3lum A oS (1) 70.4% vs. 46.3% &
Sangchan & | & i %7 %k 40| egical) : 54 4 NN T .
4 (2012) [17] | #FF w24 Bofe - TR | (2) 30 % PR RS (2) 25.9% vs. 40.7% F

T ps (7 10Fr) : 54 « N AR () HFEMHR( mik) (3) 126 % vs. 49 = %
PCSEMS (8 + 10Fr » (1) & 255 &BpEmt | (1) 385 = vs. 153 = &
Moses % « | = =7 walisent?) : 41 TR T (2) 192 i Ve 212 #
(2013) [18] (infrahilar) *% NPT (3) & & (7% 8;]1 s (3) *% J;;TL X 2.4% vs. 2.4% &
) (g1~ , ,
”{i%; 4.8% vs. 0% &
SEMS (10 mm » % £ ] j% %
Rl £ o JOSTENT
T (1) = @7 p 2 EHELF (1) 81% vs. 20% &
M= b
- lil; %, 234 .1\ % ?- »i ;7_“ 0 Fa e 3 A
Mukai % P EHO L FF (2) 50% +* 2 o5 i pF R (2) 359 = vs.112 = £
(013 [19] | - 3) Hie % (3) &% ¥ £ B (P=0.2834) &
FRA PS(7TFr*1-~2 %) :30 4 (4) T¥BEH > F (4) 0.63 =x/* wvs.1.80 =k /4 £
SHFTEAEG CBRELFT 2PN EL 0K 30% T 4R EL ISR "7'150%"1T °
t LLLPZZ i% ; T R L@’,ﬁ&;p It u}ia%n% J__% #Bﬁiﬁxfﬁ'iﬁ'i =1 500@ 5 —f‘_—./—\, m?a
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f’t%’l ok fiox m g e EEe e £ R B e 1 25 [
(% % & *2) TR Grr e pa ) m A A P CRY (4B vs. %) 8
@iErEen |USEMS (A4 p &t | EHE 2 7= & | (1) £k F (L)t (1) 43.5% vs. 48.6% &
Kanno # 4 T i
(2023) [25] Frg ekl S 7)1 46 4 B fs — 3:.,%,:)?1 (2) 2 A FEEEFRF( ) (2) 361 = vs. 250 = #
P PS (7 -~ 85Fr) : 38 « A2 A (e (3) FiEFERE(® i) (3) 232 = vs.215 = (P=0.11) £
EHABBCLGT £ 47 %)
FCSEMS (8 ~ 10 mm - BONA (1) el ApM 2 2E2("8F | (1) 16.3%vs. 16.3% &
. S R | sten) s 43 e - o RRLS R | (& B ERCP 50 G
SOng—if‘ fzg‘ P iwpﬁlyl!/fi WF’W»L a ,5? & . 3+ Ap ? Z
7’,‘f T e w B F It A EEE) oML ErEE[AE
(2016) [20] TS 30 % N Ny
HUEE IR | PS(10F) : 43 R e 7))
2 £ 4 » ¥ (2) 14.0% vs. 16.3% =y
FCSEMS (10 mm » Boston 2 | wwon s (1) "Esg &7 i F#c (1) sealgx i3 2
g » 18
o L g A& » £ 4 Permalume silicone 5 % wo (2) Fpsm L EF AR | (2) 11%vs. 27% £
Olsson % « pAE RS . A\ o ,
(2017) [21] i R 2 ¢ R ehd ) 147 4 e B (3) = jhran (317 ahets ) i 4 (3) 53%’9!]1 £ 17% vs. 7% £
PR IE R B T ,-;i(si\,a;j‘z\ SR E 3 2% vs. 4% &
PS (10 Fr) : 45 « wFie 43 6% ) B4 % 0% 20 ,
NG Kt NG o VS. 2% .
Cho % ¥ K,% g USEMS (WallFlex® Biliary ey vl (@) R d b or s 1) 3.8% 3.8% i
(o3 XEE NI *7 kL = . 3. ol
% Bz | RXstent) : 27 /j“ - f T : ‘% o (1) 0VS 0 J;i
(2020) [22] . < s 3 0 7 (2) =+ ptsan 31 4p B &% e (2) 22.2% vs. 23.1% 5
IR R PS (8.5~ 10 Fr) : 26 ¢
U el ode e T o B 559 % (35 4 ) 0 &4 A % BT 35 HE 615 % (39 A)e
g T R B TR L B R RIS TR ) S T
W = "8 % & (periampullary cancer)# 7 : % g % (pancreas head cancer) #& %, ¢ J% (common bile duct [CBD] cancer) ~ 3 " % (ampulla of Vater cancer) -
TP RETE S T EREEN M %@i’z ”%:% (bilirubin) + = >50 pmol/L -
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e ek A fi~ iR e EEge/ X R o s i
(% % &%) ' (ABPE B &) A 2 R CR (£ vs. #%) 8
_ (1) = jsa & %7 i & h (1) 18.2% vs. 72.8% &
. FCSEMS (10 mm - Piolax i i ,
XY 22 (2) £ 4 » = #i(x15) (2) 0.27 % vs. 1.27 = &
" X o Yokohama Japan) : 11 * 74 B 3p ¥ ; o o ]
Tamura & A | v 55 o LA (B) # AF B(&R L ~"2F | (3) AL 04 vs.0 4 &
‘F 88 "-ky s . . e e
(2021) [23] | Tl ¥ 7 *f i%f i S T %9 PRMEE W LA Vs T A &
, A1 A ;
4 ST PS (10 Fr) : 11 + EMEg L 24 vs 14 #
FA B AH 24 Vs T A ]
H AR gt s FCSEMS (10 mm » BONA (1) £ 4~z (1) 0% vs. 29.4% &
Mandai % 4 | &1L 855 stent) : 34 4 BT 2 K/% LaF (2 2 aE 2 (9%9:11 s Eg | (2) ’9%% X 12.5% vs. 2.9% F
2022) [24 HT p 8L B = @Y X 4 % 9.4% vs. 5.7% F
(2022) [24] T PS (10 Fr) : 36 i <) R
B} My
LR F
CSEMS (10 mm ¥ % > AR Tz B (1) & & & % %223 (1) 92% vs. 90% &
Hanaro® + Wallflex® s & E—JELEM’E‘L (2 6" FETEFTH “,% £ 2% | (2) %34 % CSEMS ‘eni %
Haapamaki % Rrp— Wallstent®) : 28 « TR ﬁ;$@¢&%@%
£ (2015)[26] | T T %&ﬁ&i@@ﬁ @) % 4% (3) A48 8 4 vs.7 « &
PS(I0Frx3 2 6 £):30 + | £ ZE#c B4 3 e W 44 vs 2 A ]
A EFETOER AZEEH 2K vs. 3= £

AUl % 220mg/dL > & FHEAEE (ALP ~ y- GTP ~ AST ~ ALT)+ »0 +F "ig2 15 % 5
B %6/?] #ﬁiu/ﬁdféfu ¥ e

ARG - BEFFABGAFEEEH NS A ERREY L B‘t'i"‘?"%i&i#%é'l ’
WEABREIINE; ¥ - :*EIJ R A TR EHE R IX ERCPJ%@P_ R B

T EE &SRR R

3%

- R RRBE - BRIRT LR 0 R
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e e ire@t ke EHe/ L E R P &5 i
(# % &) TR aarEpan)ip i PR R (&% vs. %) $8
T B EES
=3
tEeE 6B = ,
AR (1 N ’:@ (i 2 (1) 12 B 7 pFj 7 $Efa % (1) 92.6% vs. 85.4% (# ¥ 11 %) | &
®) . e ;o 7 .
’&”‘Sﬁ g £ FCSEMS (WallFlex®) : 57 4 2923 T4 ;];?g (2) &% ‘cgﬁ”pé;—ﬁ%(d = #) (2) 181 = vs. 225 = £
Coté % & | gz2cm 14 ‘;_L R EORYE LI L (3) 14% vs. 4.9% &
5 ATEEIe R F 3 i
(2016) [27] | ¥ ¢ fhitss R g ?;‘ BIOEE: ﬁ’éﬂr% ERCP % #ic | (4) 2.14vs. 3.24 &
% = K
o 5 1)1 554 ST 1 (6) 2 aE 3 ERCP AST | (5) 0.36vs. 0.23 F
PS(% +):55 4R EEREE
AESIE ) 512 Tag =k
FCSEMS (8 ~ 10 mm > CIRCIE S I Fd
Ramchandant WallFlex®) : 80 * 122~z | (1) 24 B fF¥EfRF (1) 75.8%vs. 77.1% (» v 2t z) | &
amcnandani
% 4408 B = | (2) 24 B® ERCP = ik (2) 2.6vs.3.9 %
% 4(2021) | ML L ;
FREERH & | Q) AEA LM BEE A | (3) 23.8% vs. 19.0% o
[28] PS(85~10Frx3 £):84 4 )
BRlE P P LE
EH2 B
428212 | (1) ERCP =t #c(¥ i #) (1) 2 = vs. 4.5 =t Ed
Kaffes % « | 7B EACzEN:S (81: e R N COR EE T RE (2) 10 + vs.8 % A
= : A N . P
(2014) [29] Wi e & T edical) FRIZEE > % |3 REZERLSHAT L& (3) 3 % Vvs.3 A (il fieA ol &
¥ F BE =B Ede 10 + &8 )
PS(10Fn : 10 BiESRER | (B) MER (4) 1+ vs.5 4 F
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e . Armerstle | EHGIA L ER T % %
(# % £1) T arEpae)p ik R T (&% vs. #%) 3
W st %, 3
51 & ;P
#c 26 B ”
FCSEMS (10 mm » 4 # 2 7 EH/RAZEEw4T | (D) REFZEfE» ERCP=#k | (1) 2 vs.4 = &
Tal % 4 (SR AT LR PRV 6 Bdi s g (¢ f:ﬁ’z)
ool | e o ys | SRR @ BT (2) 100% vo, S58% "
¥ F : 7 R iSEHEI 01 | (3) REFEMESRT T (3) 20.8% vs. 20.8% (3£ Hi? i #
24 g # 500 =)
T3 Ae m
. A 48 14 o E@lo.mm; ﬁ%; 4 E f: 865 (L #p7spEs (1) 83.3% vs. 96.5% #
Martins % + | = " WallFlex®) = 30 e o () FFEfRERP S (2) 32% vs. 0% S
owg)[31] | T SEIEEIIL g L aga (3) %48 23.3% vs. 6.4% 35
FF PS (% 1):29 4 ERFERGE &R 135% s 21% | %
Bl &
§ BE &2 HEBEIREPAFLERFT R IHFREP<005 FFRERITAFRFAEFRAES) B AP RIS LA FLE ¥ SR A LR R T
%5 %  SEMS (self-expandable metal stent - A% 2 H_F ¢ %)~ PS (plastic stent) - PCSEMS (partially covered self-expandable metal stent) - FCSEMS (fully covered self-expandable metal
stent) ~ USEMS (uncovered self-expandable metal stent) ~ CSEMS (covered self-expandable metal stent) < Fr : French (¥ & j= * ~t ¥ = > 10 Fr % %+ 3.3 mm) - ERCP : endoscopic
retrograde cholangiopancreatography -
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AR L G i dEE Rk T ""fﬁ*&' ARG M A REE L EHT LY
MEGE L T BRI 12 B .‘mrié;gwﬂ;éw e /&%%[32-43] P TR
it

A B MR ATIR SR R

FHI=EFLANE r“”‘:@ CFIEL R Ry LIRG 9K
[32-39,43] » A3 L B4 HPm A HRESF A BPAF L 40 uE HFERETR
&%%@ﬁgﬁ°@*%ﬁpiiiés BEAPIT 0 AL P HR BT K
i s B2 7L R AR

SwMMmo34&%ﬁgh%&ﬁgimmﬁﬁjw%$p%@y3@%
FA AR BGOSR T R R i frs g
$7[32] - g Rt fedp 12 FAEE A RRRE T AT o AT SR T o TRk 2
Fa i P Adk¥ (RD:0.03>95%Cl:—0.01 3 0.07 > P=0.19) PP, 5 @
B E T AEEE L 2(MD:0.63 % »95%C1:-18.07 = T 19.33 = »P=0.95)
dd, goavg a2 g (24 ;*&«E—‘r = ‘eeg;;al % %% (RD:-0.03>95%Cl : 4).10:3
0.037P=0.26)° & Boaif £ 0L A » 28 2 SRR T4 $ 3 e L UK
¥ (RD: —0.34 » 95%CI : —0.46 1 —0.22 » P<0.00001 » I>=57%) *» 7 .2
ok and 0 pERF (MD @ 125.77 = > 95%Cl : 77.54 3 174.01 = > P<
0.00001 > 1°=97%) » #k @ JFiLi R & Ba kel FiLe HF -

Zhang % 4 $$E G EE IR - p  EHEFF (B3] LA &4
5 STEAR A RERE T AT 0 SR A M R RIS R T S
Scatimburgo # % A 47 & — 3k o Zhang # A AR E g PRI & B X %
P4 g 4 % (RR: 0765 95% Cl: 059 2 0.97 » P=0.03 > I’=8%) > ¥ 4 4%
LR EES L SE LSRR LR R R b A Y KR
ajﬂ\ % e Kﬁﬁi% (RR:211>95%Cl : 1.06 = 4.19 > P=0.03 > I’>=17%) > & &

% R s & RYEGE £ % b ' 4p $H P RR:0.19,95%C1:0.05 & 0.78+P=0.02
1=0% )- *:«aw}ﬂ;\ 2 - dpfhe T BB Zeng ¥ 4 A4 R R
Y=y &L“atg;,lv}jww&lgw %)?5 A /w\’}‘r ERCP s ’ii:”ﬁ‘\ L2 FomERIIRY &
o PR A R chus A AR R PR L G AR FHIRGE R 2 S [34]

bb RD : risk difference » & g # 4% % ch % @ ~ 95% CI : 95% 12 4§ % FF (95% confidence interval ) -

© FH LA ERLLE TGS Z LRI LR T E>20% 0 I TR e E e
dd MD : T 35% (mean difference) -
ee |2: _,El rﬁ'r,ric

ff RR: k *%& 't (riskratio) e
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Kumar % 4 3 & &3 2 R B H e i Fi0k VLR 4 R T ko
v pew A e st s A 49[35] o R E £ 0 10 TR A RO B T
AREFE AN F S AFEREE R A FERDEFE (4o g L ER L
MR ) 2 AR E BT EBEEAN o AR 0 £REE L N
A A~ AR R A IR NF RO B REE L 24t h
s vt A s 5 0.23 (95% Cl: 0.11  0.45 > P=0.02 » 1>=60% ) ~ 0.43 (95% CI : 0.24
% 0.80 > P=0.08 » 1>=45%) ~ 0.37 (95% CI : 0.17 = 0.78 » P=0.41 > 1°=1%) - #X
AR R B TR R R B FRA hh g BB A NS 15D
(95% CI : 036i 6.41) 2 152 (95% CI1:0.07 32 3184)> s A5 kFLE -
KRB NN :}Fﬂ‘ﬂ’fﬁk}' |@ e X i FALE 051 (95%CI: 013 2 1.93)-
Du 3 & 7% 47 S {727 0 S I AR X L 1 By SRR A AT 0
B A~ F R HEED - Rk (£ BHEWE 4~ & 118% vs. 80% > OR : 0.04
[0.01 % 0.18] » P<0.0001 » 12=76% ) [36] -

Watanabe ¥ * Rl 4-$ & L % Bl (7 8 sulb e prw e st & 2 47[37] 0 47 3
fiéri%&tfﬁ&/;mgﬁﬁgmfp# B TIE R A TR R B RS T AT AT
%ﬁé%%* EWE A F e FIE R AR S R R L G ey 2
h'hom @B RS G A e slindphl e Fop g A S A 3;'?71 Bo%a
FRED & e L A g iﬁgﬂ’?@sﬁ. AR #Bxﬂkl k' (RR:
0.44:95%Cl:0.14 % 146)’ IS Jffli%ﬂk b “ﬁ(RR-2.13’95%CI:0.86

A 3 BT ROVEE R F R & BB L AP L R L

F ( %ﬁwﬁm&m%x’*m¢ﬂmi$@
‘@ﬁﬂ?ﬁ%%:ﬁiTééﬁ’ui AR 2 AR R
P TRRED £ BIEE LG ARHRG O

TR EET L
45 Bl X
Rk

Ah'e o Ra T

B. MR %

F M= EF AL AR R FITL X ,UI"}—Q}*JQT%}@FI:T‘J}E P i &5 3 5
[40-42] - = 3 5 &4 % » L F i TRAdpth (Ao RF SR RFEfFLER

3 2F ¢ ERCP % i ) &7 44 o

Giri % 4 1 &b i * & W ,%f% %:@ EARET S L s L L
B LR R F g S [40] > g B3 8 7 :i#\m‘ﬁ@?’&&ﬁ% (Z "B
Bt Atk oA BN L EE M BARFEMRF I EHFLE(RRILO
95%CI : 0.89 & 1.08 > P=1.00) *t i % ¥f%is4 % (RR :0.73 > 95%Cl : 0.35
% 153>P=0.13) £ % =# (RR:0.9>95%Cl:054 3 152>P=0.26)> 11 %
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PERF A% 2 (RR:1.0495%Cl: 067 & 1.61 > P=0.19) z \* ' 7 & b ¥
£ B ovi 3 {7 ERCP =t #c™ & 0 & ey & 2 w2 5] ERCP = #icdp $1 3 ¥ 72
O ZE e BEE S (AR & en T dastdc £ 1 1.88595% CI:0.91 % 2.85 >
P=0.0001 > I°=97%) » k@ &4 7 FehE FiihF o

Kamal & 4 en& 4758 % 7 82 Girl & A 2 45 % piT[4l] > vt L E = 2
R e T AREE A EeaEF 4 g (RR1241595% CI: 111
5.25 > P=0.03 > 1°=60% ) > RS 4R 2 et Kamal 3 4 Ap 4 Giri %
255 - F RCT > @ i X gp %..‘p\»mxﬁzd .

=1

>~ ey

Yang & 4 B34 7 ERPC {5 ’Ji”g’% YL frdp R[4 ~ e % BT &
e £ 2 3 B O ERPC 8 Ei:gf]l {4 & (OR=3.34>95%Cl:1.44 3 7.77 >
P=0.005"17=12% ) H&3 ke F 52~ RFSER50% 2 a5 2 ii}p’f@r"’h’ Hp
5K i .

T RPREGE R F o A & & R A B ET R A Bt
B R EREFRGRE > 1E AL R i@ﬂ%ﬁﬁm@%gﬂ,wﬁﬁm

ERCP KQ;:F ﬁ‘:—i f}%}?% }i#f’.— )3 ~""/7 |§%‘L ) JJ",FT/I ‘E)‘_,, m.,ﬂl ’F‘}’} lﬁj
Boopth s AERT A %9%-",{;\3 75&§*-§’$Qrg maé;H;F 1 e

(7) k4 Rmz T

Ho? w3t 2023 E S5 T LR REFRERFRIEDEF IR D 0 723K
P AU R HF R R L TRAE Y M ATERY
g A SRS AR M T L - o hwzmﬁﬁuﬂﬁ&vgatAzeg,
BV 2K ABFHELREDRA TR ¢ 7 10 h AR 10 {h RS
T lhepri laRRmy @ ¥° FSED?),%EJ RHEMREZR S R io R
PRI REANAERF LK EE O MNE LR E AR AT B OEH
e Tk iR -

PR BRED0 K pr o B0 w R T2V ks g g o 2
HRFRS%AcB 3L B2 F AP 2o Fla A AL Ere ¥ 3 B v it
T ERFFHERF G IR MPHRFRELRS ERE é.m'ri T AR
ST RRIEAT Y R FROR '*’%%4‘7 T3 AR P FA LA RITERF R
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AEGRARBATRF IR SA L B AEEHR AP E TP
i X et iU AE %] 5 CDPO3 et 5o08 » B ¢ 3008 p ik g L 28 > B3
BERPIFL 0 R 2ARE A L AR OROET K T 27 AL &

— o

2. WL EFRAPHTE LKL EHERE WELH G

AMFLEWFI R FEPP TR e fes (£ 7 14 g1 CADTH 2
MSAC ~ MBS - Prostheses List » 12 2 # ® NICE) » &> R fF E F &5 M &
%%' AL GG MR TP AR A FEf fofi B HIRA & )% £ |8

ﬁ%?l%%?m°

B REE AR R RHRFAGA G AR OP A RN R RCE
&5 2,008 % > & L 2,730 8% ) p AR RIp A EE TRV OPER
{?ﬁé%%?mi“%kmﬁﬁﬁaiﬂ ﬁﬁiﬁﬁﬁﬁﬁfi@?%fi
FEE D o REHEE LR AR A REE A Y e R e L
FALEEHBE S 2 ERPERAFELGRAFAM AP ERBE A H
i #5412 727,510 fr 789,980 #& & 2 ¥ o

N
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3. ¥Rt X 2R E o[fk

AR RN 15%“i%§+%pé5ﬁfr12%~ «uf*?/*%‘?“/éﬁf e
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WA Y 2 BRRI M EF R 2T fi(ar:sz\,a;]l.@g@? Yok k) o
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RTRAVEFRE > A AR R PRFERE - EFF L AL LY
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26/57



1128MD05004_0 00000

(1) &P o1 5 e e F

MR R BRI, TR SR 0 ® Y £ R L AP R L
SRR S S A §°*J¢W@ﬁ%ﬁﬂﬁ$%Fimﬂ R T
SRT £ BEE L B AR E L EWE SN »#4“3%%Wﬁ£oagi
fir 53 ’%‘K/w\lﬂ?z%ﬁfr EREEE X G AREEIDE A0 o WA T A
Al o X REHFLE o a o %ﬁ‘m’é%% o b S 2
ABENHEEEF s T AEHEFLR RS AT b HFE R BRI
EREE ARG APHRG R E R B R AERPHY T - A
FLRT o EBEE L EOTEE L A FREFR

Jk .&‘uﬁi*%ﬁ?‘/ﬁ%ff EATEF T B R AR HERERL G - R RER
15 0% % B @ B PEGE X R AR HT R L 2 *#ﬁﬂﬁ\iﬁﬁﬁi
(RO ) F AP G2 Ra JALLRELS TR ST EFE Bl
Pih® 5 m hdidadr M2 L EE 2R EF RO R KA HFL
o eTRRIEBIEELHF ARG LR G R DAL EE

AT HFLE -

o SRS AT R
f—%p%lﬁi#éﬂf’@”%ﬁi#%?y?/ z;_;k Tﬁ%’ﬁ'%’?&ﬂ YT T
i#ﬁ’fr’%ﬁ/}lﬂi’%ﬁﬁ‘- EREE A RFORFFMAFTT BB A BT

FEMERP T ALEF LR - ERCP XS 6 A BRI
PR e MF RS HERCP S fio A R T A L BRRALS u
HHEF G B - R e 7 R B G0 SHATE AR B S A
FAFATE G4 E AEHEF LR RS R & RrEE A % 4 4

%ﬁ&r—g m% e”:i )7?4 &, ﬁ ¥ X l,(%l“} i;’};%:Km);?i Ll /]}Ijﬁ&r—g o

ﬁw“°ﬂ*@—w¢@ﬁﬂ£&ﬁﬁﬂér~w?@ﬂ@@%,uazz
R SR R AR R L B AR DR L % AR T
£ iR EH;E"TA\’H*#‘FTERCP’AQ'{’—’E_J». $/§5 l‘éi#gﬁﬁﬁ\"b&%%i’
REAARLFT BT HRE - a2 2E 235 - FREAWET & Beg
3 #F HERPC {3 WM 2 5

i

27/57



1128MD05004_0 00000

(=) 5 & FRPHFE 2H
1. 4 £ % CADTH [44]

4R 422023 # 06 * 08 p i+ 0120 bile duct obstruction ~" biliary stent |
v % Thileductstent | S kéts 4 T AFELE £ ey L HpMl 2 =52 -

2. & MSAC [45]

*3R 2352023 # 06 * 08 p it s 2T bile duct obstruction |~ biliary stent
2% Uhileductstent (| % k43 2@ T AFEE & B L Ml 2 =G 2 -

3. #® NICE [46]

*3R 2352023 # 06 * 08 p it - 2T bile duct obstruction |~ biliary stent
2% Uhileductstent % k43 2@ T AFEE & B L M2 =G 2 -

4.  FRiejF SMC [47]

A3F 2302023 & 06 * 08 p it > 12T bile duct obstruction ;~" biliary stent |
2% Thileductstent | S kéts 4 T AFEE £ ey L Hphl 2 =52 -

S) RFFAREAM P

BoriEE AL RFIERER IR 2 5 4
PrrpiE et AR

Intervention | & &g 4 %

Comparator | % " "¢ L 2

Outcome Cost related outcome

cost-consequence analysis, cost-effectiveness
Study design | analysis, cost-utility analysis, cost-benefit
analysis, cost study

Population

"+ & 417 PICOS» & PubMed 22 Embase 7. &+ < )gk';ﬂii [ piliary stent | ~
"metal ,~"plastic ; 12 2 Tcost & M 423 & (F30F > w0 F Loi L = o
§i2%33691GBﬂ’%ﬁé%#éﬁWﬁ&MyNZﬁnqﬁaﬁﬁiﬁﬁ
g - ﬂﬁ#”‘fﬁm? el E %é’}_v‘iwgkf;ﬁ AL Rr WL EFAY 74 E
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;gf?%;\&.)];q&m:,\ﬂ\mc%’i'»uﬁiifg’%c—ﬂ% cAEETRE A HE
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PRI RAITR R > R EPIEE ARG T65% B F AR
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FEA1T248F~2Fo

S R MLF LR R A I ERCY AR I b e ST
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13,446 % ~ > EFag»eiy 55 4 1.832QALM ; & * # "‘/}i#mflis’\ FRWF 5
13879 % ~ > »xF 5% A 1L799QALM » £ & ZEdpor ¥ L 28 B 5 G HiRd
(dominance )o & f 5 A 45X 13 (T B 2 AL F R Ren Tk h L H s

P A A s LA 19

SRR AT o FHRE A RS RE Y R S 3B & 1B ICER
B ¢ %= 70,521 % ~/QALM gained 14 2 248,083 % ~/QALM gained ; F# ¥ &
& 2 eny * 5 1,500 % 772,000 % ~ICER & ¢ % = 6,027 £ ~/QALM galned
IRiES 16332i"~/QALM gained ; # @ LR L ZEhF * Hi4e 5 260 F N RS
50~ Bk mB L 2 HLELT BHES -

(3) "MeE L T AT IR HRFRIEE LR 4 0 Ak 2 47[50]

PR BT R A G R AR L R T R T RE R
%ﬁ@?%@4ﬂHN%4&inHm$ ”K%U1E&é?%ﬂﬁ%%ﬁ
WG A B L e L E e honk o 4 Bk kiR e TR
Pl el S T e S SRR B '{:%}’j ekt amnk F R VB LR SN B
%m&ﬁww’j%ﬁﬁﬁﬁgﬁiﬁ5§iiopfkﬁﬁg@ﬁﬁﬂiﬁﬂ
BRA TR S EAR R A AT e

) % 9,304im17i’ 11538 i’xiillsb;?}k—x 5 ﬁgijﬁﬁjﬁga .;96%"';’85%’
Tl &R EAPRTE LKL G G HER

HAF AR RAYY > R it
|5t 36%PF > H a4 ¢ A
Bt o m B pRacg AR &
4 81%E § GBS -

ERH L 9 il
Lo LWL BT AEHEY PR 4

iR R
g‘_ 1]
Bt 2 Ap ot g 4 % B 10 F RO 1

@) vimEe hehlayylr b EMrtye g2 & Ak s $7[51]

&Piﬁ—ﬁﬁiiﬂ?iﬁ%’U+l FITE 12 B Ak A
A ERR {:r-krltf B FAvio R R A 0 A T B

ﬁz&@i REEPEE A FEREPEFE L F G o b5 2413 £ ~ o2
BERHT EBRE L FAREOT L PRE L ¥ AR R T
%‘jﬁiiﬁ(ﬁ@%i#ﬁ:iﬁ’?%i#%mlim 20,671 % ~) & F 2§ 0is § g
£t s 4t £=06561:01385) £/ 4 EAMESTERLEE
G HiREg

30/57



1128MD05004_0 00000

PRt HF SRR RS SR AR E R R L BHER AR
B RHERREER L PR LR LR Y IR RATR S
ﬁ%@&&ﬁ’lﬁiﬁﬁ&%%%ﬁﬁﬁﬁﬁﬁiﬁ5§i£%’§%iﬁ7
90%:r s ¢ BB G HIER A B RF RS o

(5) & B& L rEaf A % N B RE IR R DR in iy vt 1 [52]

PR RS T ISR R BB R R A R R YT F B
B9z a8 P FE Y w2011 1 2018 4 Fl ik 2 g L RIEE R ER E S
@a%a*%@*ﬂﬂ;wﬁ‘%@f%‘ﬁfﬁﬁ@w'W%'*#g@&%
rEEY GREE L e (PMS) s ¢ R L AREE L e (sMS) To

g s 135 ;,gw%iﬁrvgﬁwgﬂ » & 42 PS 41 4 ~pMS & 39 4 1

% SMS 255 4 v v 135 Lo A R fe o~ 153 A A E 111+ &L 2 - % *
55{5){”“5’!‘}]534" 57.66% i * & % \$)§_—,i;ﬂ- f%*ﬁ’«‘%i#ﬁﬂ‘*ﬁ 47.06%
4,

e 4 F F JSfole ehd g 0 39.22%¢rus 4 e~ AT B 2

”$%4“*i%i#19’ﬁﬁﬁ%%ﬁiﬁﬁihﬁﬁ B A w4
2216 ¥ 2 1028 @ B AR Y AL HF A A LT AP IRT YL LS
(75.51% : 4865%’p<00512) EFEE VAL FAMTLE (26%:27%)-
MR ERABEFATEA Y HPE PRI GPE PR L e (6.31% :
18.95% )

@ PS % -~ pMS ‘22 sMS ‘e 3 [ efgsg £ i ¥ (biliary reintervention) £ £
= » Fe=x #c (repeated hospitalization) £ £ 1 &4 2 dpt wFHPF 23 407
R TN ﬁw\ | 5 (2.08+1.04)= ~(1.20+0.48)= 1 % (1.50+0.53)=c ( p=0.0274);
2 =0~ P #cA B 5 (2.23+1.09)= -~ (1.30£0.48)= 17 % (1.30£0.48)= (p=0.009) -
Z 2 FFenid liﬂru; Pladpx £ 8 (PS:pMS:sMS=891.12 g~ :939.11
v D 764.73 B 0 p=0.596) o EiE- #H Heph A Tl b AR 2B 2
TARYEARY 0 RAAFFHTY (ke ) @R IHEFOLA -

i3

P AR GEPEEEL FWF R L (R A)

s PS pPMS sMS P&

<2 B 1,681+734 | 2,888+1,667 | 2,685:1,809 0.1568
2% 41 23024735 | 2,258+1,033 | 2,125+999 0.3369
>4 2,076+823 2,144+906 | 2,281+1,613 0.5502

TF A AR R AL ETL T L R N R T SRR R gk
L HEGRG B GORBEEROEREFEES T R B TR £ REE L %

31/57



1128MD05004_0 00000

(6) * ERCP % * Rl jdt * "&if & % ¥ 2 T 127 i 12 % 93 & sk & $7[53]

SR A FERRE L MR AR F e R R LR F S
#1998 & T 2006 & F 112 7#‘”f"}-”’é‘-iﬁﬁli#fv’ﬂ?'ﬁ}?@iﬁl‘Fﬁ«‘Iﬁs A A Ao
D B A B e R LR R L e % R b
™ A o

FLREHARY AR YL R EIDL 56 4 0 A g B RS S
264422 % &7 326432 % 0 Y KB EA o ’r"’ Ay ) T pag £ (2.840.5) = 27 (3.620.4)
% (p=0.228) "3 5150 i 4 5 % A ] 5 (1448.77£99.52) £ = £7(1319.26+ 126.12)
% A (p=0.422) -

(7) &% % &7 o % R yen < i 3E 510k e Aok 5 [54]

PR RN PR Y BB AR T F R R BRI AT 2
¥ 12 2010 & 3 2019 # X £ jiew éc-lg 315 L R s r"f’::}}%}f}_ﬂ i ¥ 2013

= 2019 ?,#E rﬁ‘{:.f‘ji f‘fﬁ“—l%?% 7 y LL$1$ }gln,}?r?tlﬁ 4 76\'.' l_,t; maprfclﬁ 4 76p
gk o
BEMAUEHRH T LG 108 Lp R ERALE U 49 LR £
Fo b EE R ERBARET O LRLE RS (2R R £
Ap 4
It E

5 0 =08.7% : 12.2% » p=0.024) 11 % L i% i = N ALEL S irfs
£t 2 w=208%:43%>p=003) T > & * £ E TG E
LMt g (L  h A % w=3110 £~ 3,026 % =

8) ET AR A ¢ VAR A 1 FEIE A % gy okt & Aok A 49 [55
/! ? Fa F’lE

WL R B RN ERER A R REREF A RO LY

2 ey vt & ﬂ\a;acaﬁ,mwa; P H2010 £ 2 2013 £ - FERF S
= m/p%‘ PREETF P REFL TR LD SR iﬁfﬁﬁgé i R R
R e e el LR L
FR IR FR TR ISP A R R S L R R
A Bg TSR o

FEHE %3 63 Lt rdskx?§ 54 LT R iRk ELo
ﬁ,g;fﬂ’fﬂ’-t‘ calints g A A Ee g anT ijfﬁl‘:’&nf:g REBA B (i‘

>S4
~ T

\“:\- Wﬁ ?‘(
Xy Tomk
¢ o

LA Ee ReBAE YL =219 x 188 % 175 % > p<0.01); o
PR EFALARE i £HLET Iﬁs’x’f’*%“’i*m%uﬂk;o E‘lff,%’*
e %ﬁ%i?ﬁﬁ”f}?ﬁ""fifz AT G A EIRE Gk ey FLAlnE 3 A E
[EEIN = ok r%*ﬁ”?i%‘%ﬁ”:}ﬁs’ﬁﬂ'Jq\i;‘J A _'—]57» Eliiin]‘m’f 3 %5
LEPEEMFREEIBELEGIIN TR 2 BB L £+ %

32/57



1128MD05004_0 00000

FAE AlRgr (2 hehAE R REBA R R E=22720 %
A 124874 %4 118701 £~ o p<0.01) Mz 2 AT R ppM ALY (27 R4
A Ee BAEHAE YL %E=12701 £ 7 15521 £~ Oim’MOM)
ﬁ%%%%?ﬁ%i#ﬁ’@%“ﬁ%i#@ﬂ EIEF T2 hp * (¢
Bri mée heptownt=0%~:2301% m.114583=mp<001)
PIFR ¥R ERLEE -FIN =L R AP T UHPD T AR (29
GRAB R BERAE L H=A1112 % A M4B$m:w%5$m,
p=1.00) ¥ wm I FEF LR o

9) & /B ey £ %7 5 FPTRER EHIEE LR 2 & AL 47[56]

P R - BB E FRIGR T BB MRS BB AR 90 7
PRI G AL R R & SRR A SRR s g %
)sﬁl/n 19 l‘&F\ mﬁ’rﬁzzr’}%f‘“ ‘ °

FLBRYHA FIRSTETE AN PERTR Y AR EREY
EaE Nk B AR 112225662%1%15%99(%%]7534_1 21,918) "t’4l74584i’§33~
Fr (#@138404 40,205) > -7 AR 5 1948922 5 2 Fp o HA R L B kp ¢
’#f_f{_—,)‘ mffﬁ"*i‘fw ﬁ—“]‘m"’t’ﬁ@ﬁmrﬁ Fiag ”?‘i#"ﬁ

PN EALE S
(1) SFHHLIE S F R F R 2 GRS A2 47[5T]

PR R - WA IFRIGE | RES R R 4T BB A %30
PRETBELF LR R A AR RL ERHEEREE A F R0 F TR
3 F‘I?ﬁ"”’*lﬁ”%#ﬂﬁzgm#’? °

%4%£iﬂﬁﬁﬁﬂ&ﬁ*61 a(%@s T 80) B it BT i e
FRESMRNTT O B FEE PR R A w5 (10,49046,709) % ~ &
(9 550+2,497)% ~ (p=0.4) > # # ’ﬁ %ﬁ—?i;ﬂ. * 5% e ([2,0542980] %

[L206:598] ¢ %+ p<0.05)» # & P iLBLE Wy oEEELE .

)u-
:‘_&

<

o3
f\.g' 3

(2) & BB Wt 4w SRR AR 15 R 0 £ 0 G e At 58]

PR A - HERFRIGR T RBSY AR B R B
&?ﬁ@ag%ﬁ%ﬁwﬁﬁWﬁﬁ@4?§*%wiﬁ*2m7EMMMWi
AR g BrE L R R R R OO RAE S 4 R BT R
R R B gy #ﬁ@% R R R P ARG Y P #,&*5
BA S LY AR 2B %

33/57



1128MD05004_0 00000

£ 158 Lo f i F e a0 100 4 (69%) % 2t T AL R
49 % (31%) A BB R T R BA % LB R RS g S 3
Z(FRLE 14=0) R ey T30RL 25 L L % ’f‘ﬁ%ﬂFF’”
s 187 % 55’,5)\4 w4 T ORE 24 L AR ALY
S PP dicA u S 144 X 81102 % o F P L 6 A
*

,fé_ﬂ_mlia

B 5(17,19029214)% A s £ A B S FH 2 A g B E

B R (12,942430)% & - % 3 L A ik 5 18141456 £ A2 K 4 4 X i

#ﬂg—*ﬁ’ 5(23,347459) % ~ > Apat R L o F ¥ 0t b A %] 4 0.75 (95% C10.66
1 0.84)~1.05(95%Cl0.94 & 1.18) £ 1.36 (95% CI1.21 1 1.53) & -

(=) ey dmm

TRy ﬁ%‘r%ﬁﬁﬂ &-78 % [11]> CDPO3 *£3f /%6 & £ 28 5 %] &
H

;$H3Oﬁ’nﬂL44ﬁN7% ABE 223 F 54 EEF L 2 FHA
foAT I S AR v el A 47[59] 0 2021 & F 4 ¢ 4R R o CDPO3 "R /% g 4 3K
5w 5 20,249 B o

(z) Mg BTEsE

j‘,,‘/ ¢ il}i—}%l-\—{-“ﬁ%‘ﬁ: ﬁﬁi—ﬂ'i\.—?s" ria«l}‘l-\?—%% }i)\’ H*éf%ir“;JE%\
[60]7 2 113F & Bt FFoesg £ % 50 » ORI H o 2 53R 2 1197 & Bodif £ %
A6 R M A& 3 ¥ LL‘kE' FEMY ARIBMMBEES T AL
EREAMBEEER o

1 kb

Eﬁﬁf\fé‘—fg—él‘f\f‘j;}ﬁ‘%j%;rgﬂ )y © 4 %fﬁ?@“ﬁ%@z}\?érﬁﬁiﬁg% ﬂ"%ﬁ—’?’%
ﬁi#°+w@ﬁ&%?-W@W£ﬂ9‘ﬁﬁﬁﬁw’ﬁﬁ%”;%izwa
Flm iz iy 2 ﬁfz”“ﬂk“iﬁl‘“%ﬂﬂﬁSA F3% T BRI T v g % At H o2k
BATR LR SRR F AL A %%@A#p»@ #H
x/%??»fkﬂﬁlzi}; BERRMEG IR AR L b L EATHOY R R F Y 2%

Fo TR B

i
ks

*%%E%%%ﬂo
2. P EEHE

RAE L YRR B HIET 00N R XD R A AR FE L R
e 2018 5 3 2002 & G ET LS A ¢ AR IR IR L 5005 00 2
AR SRR Y LS FE RS SR RS FA S Y T

IIAFEEF RSP~ S ;J,txy\'ﬁ e S PEFEPRRGF AT %%‘r%g-'},%%
EF RO P BBREF AR FRALEHAEF LD B OD o

34/57



1128MD05004_0 00000

N
1

*AHKE S % - # 11,000 4

3% 14,000 « ; #H ¢ ﬁ:f}yp%ﬁzg?}%_ﬁ
6,400 4 %b‘ir 8,300 & » E e

=2
EF A% - #4400 43 %7 #5800 % -

3. MEBREHMRYEZERT

i e L e e R
ToAERERY &G m}ﬁi qﬁzé*ﬂf7 B AL B fe K
Bt EFE R F L B F .—'33‘80%”0 \[’+”’&1;1F9%m}* F 5 PSR A
BFER R X B WELIAR TSR T L ALY > &Rt S ke ET ¥
* 2 o

e S fk[5254]&§%}§3&f}§3'*’1§’#!% B 7ep L 2R 20 A dt B
23 H 4 (31%3 70%) > seip-H P =g 50% % B EMIEEIEER AP R &
B £ 2 h A Bl Gl L KA A rem d R FA LA T APEEREY &
EREEAFFES OEBRE hp F R EREELEF L RERR Y
Mmoo iR “Prﬁg* 2E 2 B }mlﬁypgﬁ%A E IS - 3 $}§5}774;1Eié'\3-¢
TAPIEFIE R @ EF L EE Y o TG 126%% T £ B K

ﬁ*%4?€ﬂéi$W£~*#ﬁ&éﬂw@ﬂgﬁﬁﬁig,ﬁumm
3 20223@ %"?1"@’?%‘&?71 UL X E B TioY gl 1.29 % o
Té’i*$f§; 21045 HEAKT ETRES R A EE MBS Y
P 13,000 Az 3% T & 17,000 4 = 5 H P o rﬂmz’g 9% %- & 8200 «
%3 %I & 11,000 4 =% 0 BHErEEHL S - #5200 43T #6700 4= o
ERRE TR A7 APIEE R i A R Y R L BT 0E Lk 130

ku

Lo EBAERG 107 & BRIEFRE R AR PR ETHE LS
% 1454 > % £R/HAEME L1 L Rl AkT EERL LR
*EHE Y- ﬁ15000x4¥1ﬁ19000A’$/§,% AER*TPEHNZF- £

2,700 £ 1 % 7 & 3,400 & -

ML B G EAA L A IEIL2] SRR S S 5 AR
Lo g B 4400 B~ 1,912 2o &R L 2 L HBEE T iR PE’H
v e[61]Y 2 p B Tf’HLL PiEEEZ L. 5»?5 P p B 856,814 ~3* -
BREEREELEF TN % - £ 064 RED éﬁl £ 0.83 ek & e i
EPHFHLE-# 151 REI 5T & 195 @k AERYEFTY G55 -
# 215 RE T %7 £ 2.78 BEL -

~

4. REBEHRET BRERTY

KR4 2 T &% ¢ SR B T A5 5 CDPOL 22 CDPO2 2 "33 + %
A B T Ll —ﬁmléq*k"fﬂ]’ FErAKRT £ );//Ur& 2 AR ¥

e
£

35/57



1128MD05004_0 00000

# 1.00 BE -

5. ﬂfé§z§§?si%

$LE L AEH L GANTE Y RR[48, 40151 % 2 dichh 0 £ R L e
Ve WP o %Wmﬂ@awxpﬂ’ﬂL_w@fx#ﬁﬁ*ﬁﬁ@&ﬁﬁﬂ’
% £B LRSS E A R E ERCP ehet flce A AR 2 U R R TR A T i

3T

e —FlﬁF‘?@:”@lﬁ.xiﬁ?li:“'ﬁl’?&»mﬁiﬁa‘ala’—'f’@"fj‘ AR AT
FRF R Q7 B % - £ 400 4 % 3 % T & 500 4 =B AR 51T v e

7% 32 ERCP &2 PTCD > e 1943 % 33 & » TRk 3% 23 £ 24 % dyirst 31 &
% ERCP» # A 4p4 v/ ERCP fcf >t i e F R RAT S H T B 2 4 1 RIF[10]2 £
B 15,043 Bt o di s £ EEE A B B n‘ %> kA kT & FRS ERCP =%
BEERCLHABFRFT O H - 260021 5T £ 780§

6. PR

degpaeksg e £ e L e ERCP 2 ¥ dRREE {5 0 A kT #ATHH
ERFTNEE - EALT REI S ”"I # 5.40 B de'f R lEHL 2 B IRE L
22 ERCP 2_ ¢ 3pgLig @;J‘..:-] A% - F 28 REIT %7 E 369 RmE . AFLIEL
ART EPBRPEGE Y- R4 132 REED % T &£ R4 1.70 REE o

7. SRR A7

ﬁ%gﬁii ) $)§_;,E@i'§'i,_s'_ 3 Q,;{,*qrv},"\ﬂ}",}f}]m%r’—ﬁ;jﬁs»( @ A pg@lﬁka EH
Mreg e p A Er EHEELFGIL R 2 R & g L Rt
BN AP EFE R > E A RS T AR A oo FAdR A S
,%\’H.E%»iﬁfﬂﬁ‘,g’ﬁg%iﬁfﬂﬁ% #r &R WclEJ' B2 A fl 1 R R ]v,tn#clg}xp%
R PR L A Bt Bt = 38 F) S R FaATR R AT o

(1) L g rEgreE

PHEFL L 4B EFABIR R R R AL BREE
BHREREFEEY RBARTI EEREFL LR £ - & 2,600
£ 3 %7 #3304 P EEHEYE S - & 146 REI ¥ T £ 188 gk MAir
PENGL % - R4 127 BB 5T E 84 1.64 -

Q) B EFAEY CEREFRED BF2F KRR
d g B .yn@gﬁw%;%& ¢ i @_fgjng@,{;ﬁm& #ort b g

YL At b] T0%2r 30%:E 7 R R F R 4L 2 I -

36/57



1128MD05004_0 00000

FEMIEFERE TR F@-ﬁ,{#ﬁ’y;}%& g 70%@ * £ RREE L KRR A
iiﬁ$%ﬁﬁkﬁé*%/i%—&3m015“134% TR T 8

£ 212 BEE: 57 & 274 REL o ¥k Rap4 528 gérs ¥Ex- Ei‘g"n 1.96
I %7 £ 4 253 BEE o

<

P
E

*

FEPIEEERET R nr?elg,{é;m)];«jA v »}; 30%is * ﬁﬁg,ﬂﬁf;ggiiﬁ’ﬁljﬁfé
AKRT Eeng e i ,,.é?ﬂ.ﬁf]é?ﬁ—ﬁ17001;”"15&2200;{"‘—"iﬁ%”
P E % - £ 096 RET ¥ T £ 1.24 mEL o ik R4 iR ﬁ"‘];éﬁ -ﬁi‘gﬁ

22

1.01 BBEL % 7 &34 1.30 in ko
(3) 4?@;”’&@ 3 N ,4%@]!9%? fb &

Jﬁl%% TR LBk 90% 2 97,}4%@}!9%:71}?3 L w %?_g igaf}p’%lﬁi 2
FRAPEGE I g o RGP S R ML AR AR A

R L PR o SRR I R Y R £ BRSOt Bl L
B R o AR L 10% T 5 £ BTRE A R O B HIET T T Ay
]‘E%m/\ Bt DB AR B AT o

1 ,’@4ﬂ¢w%%?§%%ﬁi#*ﬁ%%
KT £ !ﬁfg%%;g 95 % - £ 3,300 % iév‘iﬁ4300;i’?‘§ﬁ%‘f’*
Hi%- #187TRET $T #2242 R HEFpA B 5 % - #34 1.63
%37 #E 210 REk -

/3’
—5..
=
Ry
fv“m
1=
W
Ex
et
s
=
iz
fv“m
SE

—\

}Fﬂ;

%

o s R 1L 4k A
( 1 ) BT 2@

% -

2. RIFHEAM Y o AL L0 1K £ BEE L F AT AN
éﬁ’é%9ﬁﬁﬁﬁﬁ%ém£?2&“¢%ﬁ%@m£ﬁo

3. A ERALERES P2 S 4 H AR Aotk AT ] SR 0k
i &F ”"-@4 FEARET ‘/3\,% LR Fl R R N L B
FRERAETGHEF I RBTRY N7 oS g o $2 Gt
W@@%@A?m%¢ﬁw@9ﬁﬂ@Té £pEG A BT 0L A
R AR PRI FPOEMT ARFLR - E MR AL R TG
ERPEE L F ARSI RASIEFUGER MBS MR A ER
Feeh g o

4. AAFEG LR @iﬁ*ﬁwwb@@‘ﬂ%@ﬁ?@&m¢xwmpm
PIAsBET Y HARDFRFTTARS UEFFRE RREHASR

37/57



WERY ARLET N

B MR R

1128MD05004_0 00000

5, AWLLHEPEFLELAUBREGRE AL T2 B ASITEEE

Whedk 7 2 A

o

I ~AERFHRPOREFELEHZART EMBEERG AHTB
i P ARIE R | #* A =/E LAE -5 137
PR Bl Zze | 18,000 £ 1 23,000 & 0.77 Bg-x 1.00 &2k
ERCP 145~ 5% 187 A= |208 ge.1 2.69 B8
&L 2 | 2,700 £ 1 3,400 % 150 imghx 1.95 ®ReEk
FriFs | WL % | 15,000 £ 3 19,000 £ 0.64 iwE-3 0.83 ®HE:
ERCP 13 4532 178 ~= |201 g% 261 AL
SV HBE #4132 hBEE 170 Bk

5 v AKRT

M AR B A

T ERLER*E | HDBEP

UsE D B R 2,600 1 3,300 £ | #+: 1.18 B3 152 gk
Bk o &pL %D 6 70% | 3,700 T 4,800 & | H 4 1.83 2T 2.36 B2
B £FL %D £ 30% (1,700 £ 2,200 £ |+ 0.95 B 2T 1.23 gk
AP £BA %D 5 10% | 3,300 I 4,300 £ | ‘e 1.63 BT 2.10 RE

38/57



1128MD05004_0 00000

3 TR

1. Lopez. EMCHAAKRPP. Biliary Obstruction [Updated 2022 Nov 26]. Treasure
Island (FL): StatPearls Publishing.
https://www.ncbi.nlm.nih.gov/books/NBK539698/. Published 2023. Accessed
June 16, 2023.

2. Namita Roy-Chowdhury P, FAASLDJayanta Roy-Chowdhury, MD, MRCP,
AGAF, FAASLD. Classification and causes of jaundice or asymptomatic
hyperbilirubinemia. Uptodate.
https://www.uptodate.com/contents/classification-and-causes-of-jaundice-or-a
symptomatic-hyperbilirubinemia. Published 2023. Accessed June 12, 2023.

3. Elmunzer BJ, Maranki JL, Gomez V, et al. ACG Clinical Guideline: Diagnosis
and Management of Biliary Strictures. Official journal of the American
College of Gastroenterology | ACG 2023; 118(3): 405-426.

4. Douglas G Adler M, FACG, AGAF, FASGEKathryn R Byrne, MD.
Endoscopic stenting for malignant biliary obstruction. Uptodate.
https://www.uptodate.com/contents/endoscopic-stenting-for-malignant-biliary-
obstruction. Published 2023. Accessed June 12, 2023.

5. Thomas S, Jahangir K. Noninvasive Imaging of the Biliary System Relevant
to Percutaneous Interventions. Seminars in interventional radiology 2016;
33(4): 277-282.

6. Andrea Tringali M, PhDSilvano Loperfido, MDGuido Costamagna, MD,
FACG. Overview of endoscopic retrograde cholangiopancreatography (ERCP)
in adults. Uptodate.
https://www.uptodate.com/contents/overview-of-endoscopic-retrograde-cholan
giopancreatography-ercp-in-adults. Published 2023. Accessed June 12, 2023.

7. Ammar Sarwar M, FSIR. Percutaneous transhepatic cholangiography in adults.
Uptodate.
https://www.uptodate.com/contents/percutaneous-transhepatic-cholangiograph
y-in-adults. Published 2023. Accessed June 12, 2023.

8. Wang CC, Yang TW, Sung WW, Tsai MC. Current Endoscopic Management
of Malignant Biliary Stricture. Medicina (Kaunas, Lithuania) 2020; 56(3).

9. oY, MEMGGE N ALBLATIE R . AW X F AT FET o g
https://www.doctor.org.tw/periodical_detail.php?id=1395. Published 2021.
Accessed June 16, 2023.

10, FRMEBEATD 2L GRERRE ARG FLETIY L R R
% . https://info.nhi.gov.tw/INAE5000/INAE5001S01. Accessed June 2, 2023.

11, FHefsa 4. w2iafleny &tk ke ¥,

39/57


https://www.ncbi.nlm.nih.gov/books/NBK539698/
https://www.uptodate.com/contents/classification-and-causes-of-jaundice-or-asymptomatic-hyperbilirubinemia
https://www.uptodate.com/contents/classification-and-causes-of-jaundice-or-asymptomatic-hyperbilirubinemia
https://www.uptodate.com/contents/endoscopic-stenting-for-malignant-biliary-obstruction
https://www.uptodate.com/contents/endoscopic-stenting-for-malignant-biliary-obstruction
https://www.uptodate.com/contents/overview-of-endoscopic-retrograde-cholangiopancreatography-ercp-in-adults
https://www.uptodate.com/contents/overview-of-endoscopic-retrograde-cholangiopancreatography-ercp-in-adults
https://www.uptodate.com/contents/percutaneous-transhepatic-cholangiography-in-adults
https://www.uptodate.com/contents/percutaneous-transhepatic-cholangiography-in-adults
https://www.doctor.org.tw/periodical_detail.php?id=1395
https://info.nhi.gov.tw/INAE5000/INAE5001S01

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

1128MD05004_0 00000

https://www.nhi.gov.tw/Content_List.aspx?n=7E11366571DF504A&topn=5F
ESCIFEAE863B46. Published 2023. Accessed June 2, 2023.

AR R SR B A FRAE. FAARTIINY L B R .
https://info.nhi.gov.tw/INAE2000/INAE2000S01. Published 2023. Accessed
June 2, 2023.

Prostheses List. Australian Government Department of Health and Aged Care.
https://www.health.gov.au/resources/publications/prostheses-list. Published
2023. Accessed May 17, 2023.

FTERFREHEE Sz oM mR (MR BRARE) O-NE&%l §5
SRR Nl o
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000188411_00037.html.
Published 2022. Accessed May 17, 2023.

#FE 0531 %25 FRPFOFHE® (Lo T. LA 5y,
https://www.mhlw.go.jp/content/12404000/001102875.pdf. Published 2023.
Accessed May 31, 2023.

[XIZXHE]DAIM 2023-77 & T X202 Z20].HZ0 22 I

2O ATHZ U E | (MEDICAL DEVICE PRICE LIST I} 2)(2023.5.1.11A]).

Health Insurance Review and Assessment Services (HIRA).
https://www.hira.or.kr/rc/insu/insuadtcrtr/InsuAdtCrtrList.do?pgmid=HIRAAO
30069000400. Published 2023. Accessed May 17, 2023.

Sangchan A, Kongkasame W, Pugkhem A, Jenwitheesuk K, Mairiang P.
Efficacy of metal and plastic stents in unresectable complex hilar
cholangiocarcinoma: a randomized controlled trial. Gastrointestinal
endoscopy 2012; 76(1): 93-99.

Moses PL, Alnaamani KM, Barkun AN, et al. Randomized trial in malignant
biliary obstruction: plastic vs partially covered metal stents. World journal of
gastroenterology 2013; 19(46): 8638-8646.

Mukai T, Yasuda I, Nakashima M, et al. Metallic stents are more efficacious
than plastic stents in unresectable malignant hilar biliary strictures: a
randomized controlled trial. Journal of hepato-biliary-pancreatic sciences
2013; 20(2): 214-222.

Song TJ, Lee JH, Lee SS, et al. Metal versus plastic stents for drainage of
malignant biliary obstruction before primary surgical resection.
Gastrointestinal endoscopy 2016; 84(5): 814-821.

Olsson G, Frozanpor F, Lundell L, et al. Preoperative biliary drainage by
plastic or self-expandable metal stents in patients with periampullary tumors:

40/57


https://www.nhi.gov.tw/Content_List.aspx?n=7E11366571DF504A&topn=5FE8C9FEAE863B46
https://www.nhi.gov.tw/Content_List.aspx?n=7E11366571DF504A&topn=5FE8C9FEAE863B46
https://info.nhi.gov.tw/INAE2000/INAE2000S01
https://www.health.gov.au/resources/publications/prostheses-list
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000188411_00037.html
https://www.mhlw.go.jp/content/12404000/001102875.pdf
https://www.hira.or.kr/rc/insu/insuadtcrtr/InsuAdtCrtrList.do?pgmid=HIRAA030069000400
https://www.hira.or.kr/rc/insu/insuadtcrtr/InsuAdtCrtrList.do?pgmid=HIRAA030069000400

22,

23.

24,

25.

26.

217.

28.

29.

30.

1128MD05004_0 00000

Results of a randomized clinical study. Endoscopy international open 2017;
5(9): E798-E808.

Cho JH, Yoon YS, Kim EJ, et al. A multicenter prospective randomized
controlled trial for preoperative biliary drainage with uncovered metal versus
plastic stents for resectable periampullary cancer. Journal of
hepato-biliary-pancreatic sciences 2020; 27(10): 690-699.

Tamura T, Itonaga M, Ashida R, et al. Covered self-expandable metal stents
versus plastic stents for preoperative biliary drainage in patient receiving
neo-adjuvant chemotherapy for borderline resectable pancreatic cancer: a
prospective randomized study. Digestive endoscopy : official journal of the
Japan Gastroenterological Endoscopy Society 2021.

Mandai K, Tsuchiya T, Kawakami H, et al. Fully covered metal stents vs
plastic stents for preoperative biliary drainage in patients with resectable
pancreatic cancer without neoadjuvant chemotherapy: A multicenter,
prospective, randomized controlled trial. Journal of hepato-biliary-pancreatic
sciences 2022; 29(11): 1185-1194.

Kanno 'Y, Ito K, Nakahara K, et al. Suprapapillary placement of plastic versus
metal stents for malignant biliary hilar obstructions: A multicenter randomized
trial. Gastrointestinal endoscopy 2023.

Haapamaki C, Kylanpaa L, Udd M, et al. Randomized multicenter study of
multiple plastic stents vs. covered self-expandable metallic stent in the
treatment of biliary stricture in chronic pancreatitis. Endoscopy 2015; 47(7):
605-610.

Coté GA, Slivka A, Tarnasky P, et al. Effect of Covered Metallic Stents
Compared With Plastic Stents on Benign Biliary Stricture Resolution: A
Randomized Clinical Trial. Jama 2016; 315(12): 1250-1257.

Ramchandani M, Lakhtakia S, Costamagna G, et al. Fully Covered
Self-Expanding Metal Stent vs Multiple Plastic Stents to Treat Benign Biliary
Strictures Secondary to Chronic Pancreatitis: A Multicenter Randomized Trial.
Gastroenterology 2021; 161(1): 185-195.

Kaffes A, Griffin S, Vaughan R, et al. A randomized trial of a fully covered
self-expandable metallic stent versus plastic stents in anastomotic biliary
strictures after liver transplantation. Therapeutic Advances in
Gastroenterology 2014; 7(2): 64-71.

Tal AO, Finkelmeier F, Filmann N, et al. Multiple plastic stents versus covered
metal stent for treatment of anastomotic biliary strictures after liver
transplantation: a prospective, randomized, multicenter trial. Gastrointestinal
endoscopy 2017; 86(6): 1038-1045.

41/57



31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

1128MD05004_0 00000

Martins FP, De Paulo GA, Contini MLC, Ferrari AP. Metal versus plastic
stents for anastomotic biliary strictures after liver transplantation: a
randomized controlled trial. Gastrointestinal endoscopy 2018; 87(1):
131.e131-131.e113.

Scatimburgo M, Ribeiro IB, de Moura DTH, et al. Biliary drainage in
inoperable malignant biliary distal obstruction: A systematic review and
meta-analysis. World journal of gastrointestinal surgery 2021; 13(5): 493-506.
Zhang W, Xu L, Che X. Comparison of metal stents versus plastic stents for
preoperative biliary drainage: a meta-analysis of five randomized controlled
trials. ANZ journal of surgery 2021; 91(7-8): E446-e454.

Zeng C, Zhang Y, Yang H, Hong J. Prevention of pancreatitis after stent
implantation for distal malignant biliary strictures: systematic review and
meta-analysis. Expert review of gastroenterology & hepatology 2022; 16(2):
141-154.

Kumar N, Jena A, Sharma V, Shukla S, Shah J. Outcome of metal vs plastic
stents for biliary obstruction in patients with pancreatic carcinoma undergoing
neoadjuvant chemoradiotherapy: A systematic review and meta-analysis.
Journal of hepato-biliary-pancreatic sciences 2023; 30(4): 419-428.

Du J, Gao X, Zhang H, Wan Z, Yu H, Wang D. Stent Selection in Preoperative
Biliary Drainage for Patients With Operable Pancreatic Cancer Receiving
Neoadjuvant Therapy: A Meta-Analysis and Systematic Review. Frontiers in
surgery 2022; 9: 875504.

Watanabe J, Miki A, Sasanuma H, Kotani K, Sata N. Metal vs plastic stents
for preoperative biliary drainage in patients with periampullary cancer: An
updated systematic review and meta-analysis. Journal of
hepato-biliary-pancreatic sciences 2023; 30(1): 6-20.

Aryanti C, Mahayasa IM, Mulyawan IM. A Bayesian Network Meta-Analysis
Comparing Biliary Stent Types' Outcome and Complications in Unresectable
Malignant Biliary Obstructions. Asian Pacific journal of cancer prevention :
APJCP 2023; 24(3): 791-800.

Park CH, Park SW, Jung JH, Jung ES, Kim JH, Park DH. Comparative
Efficacy of Various Stents for Palliation in Patients with Malignant
Extrahepatic Biliary Obstruction: A Systematic Review and Network
Meta-Analysis. Journal of personalized medicine 2021; 11(2).

Giri S, Jearth V, Sundaram S. Covered Self-Expanding Metal Stents Versus
Multiple Plastic Stents for Benign Biliary Strictures: An Updated
Meta-Analysis of Randomized Controlled Trials. Cureus 2022; 14(4): e24588.
Kamal F, Ali Khan M, Lee-Smith W, et al. Metal versus plastic stents in the

42/57



42.

43.

44,

45.

46.

47.

48.

49.

50.

51.

52.

1128MD05004_0 00000

management of benign biliary strictures: systematic review and meta-analysis
of randomized controlled trials. European journal of gastroenterology &
hepatology 2022; 34(5): 478-487.

Yang H, Yang Z, Hong J. Post-ERCP pancreatitis occurs more frequently in
self-expandable metallic stents than multiple plastic stents on benign biliary
strictures: a meta-analysis. Annals of medicine 2022; 54(1): 2439-2449.
Scatimburgo MVCV, Sagae VMT, Funari MP, de Moura E, Bernardo W.
Malignant distal biliary obstruction - palliative treatment-modality of
endoscopic stent: metal stent x plastic stent. Revista da Associacao Medica
Brasileira 2022; 68(4): 433-442.

Canadian Agency for Drugs and Technologies in Health. https://www.cadth.ca/.
Accessed June 08, 2023.

Medical Services Advisory Committee. Australia Government Department of
Health and Aged Care. http://www.msac.gov.au/. Accessed June 08, 2023.
National Institute for Health and Care Excellence. https://www.nice.org.uk/.
Accessed June 08, 2023.

Scottish Medicines Consortium. https://www.scottishmedicines.org.uk.
Accessed June 08, 2023.

Martinez JM, Anene A, Bentley TG, et al. Cost Effectiveness of Metal Stents
in Relieving Obstructive Jaundice in Patients with Pancreatic Cancer. Journal
of gastrointestinal cancer 2017; 48(1): 58-65.

Arguedas MR, Heudebert GH, Stinnett AA, Wilcox CM. Biliary stents in
malignant obstructive jaundice due to pancreatic carcinoma: a
cost-effectiveness analysis. The American journal of gastroenterology 2002;
97(4): 898-904.

Almadi MA, Gardner TB, Chen Y1, Adam V, Barkun J, Barkun A. Use of
stents in patients undergoing chemotherapy for borderline resectable
pancreatic cancer-causing biliary obstruction while awaiting surgery: A
cost-effectiveness analysis. Endoscopy international open 2021; 9(9):
E1413-e1420.

Barkun AN, Adam V, Martel M, AlNaamani K, Moses PL. Partially covered
self-expandable metal stents versus polyethylene stents for malignant biliary
obstruction: a cost-effectiveness analysis. Canadian journal of
gastroenterology & hepatology 2015; 29(7): 377-383.

Bor R, Fabian A, Sziics M, et al. Comparison of therapeutic efficacy and
treatment costs of self-expandable metal stents and plastic stents for
management of malignant biliary obstruction. BMC gastroenterology 2023,
23(1): 41.

43/57


https://www.cadth.ca/
http://www.msac.gov.au/
https://www.nice.org.uk/
https://www.scottishmedicines.org.uk/

53.

54,

55.

56.

S57.

58.

59.

60.

61.

1128MD05004_0 00000

Yoon WJ, Ryu JK, Yang KY, et al. A comparison of metal and plastic stents for
the relief of jaundice in unresectable malignant biliary obstruction in Korea:
an emphasis on cost-effectiveness in a country with a low ERCP cost.
Gastrointestinal endoscopy 2009; 70(2): 284-289.

Roberts AT, Jaya J, Ha P, et al. Metal stents are safe and cost-effective for
preoperative biliary drainage in resectable pancreaticobiliary tumours. ANZ
journal of surgery 2021; 91(9): 1841-1846.

Gardner TB, Spangler CC, Byanova KL, et al. Cost-effectiveness and clinical
efficacy of biliary stents in patients undergoing neoadjuvant therapy for
pancreatic adenocarcinoma in a randomized controlled trial. Gastrointestinal
endoscopy 2016; 84(3): 460-466.

Elshimi E, Morad W. Cost Analysis of Biliary Drainage Using Metal versus
Plastic Stents in Hepatocellular Carcinoma Patients with Obstructive Jaundice.
Gastrointestinal tumors 2020; 7(1-2): 1-10.

Cantu P, Santi G, Rosa R, et al. Cost analysis of a long-term randomized
controlled study in biliary duct-to-duct anastomotic stricture after liver
transplantation. Transplant international : official journal of the European
Society for Organ Transplantation 2021; 34(5): 825-834.

Jang S, Stevens T, Lopez R, et al. Self-Expandable Metallic Stent Is More
Cost Efficient Than Plastic Stent in Treating Anastomotic Biliary Stricture.
Digestive diseases and sciences 2020; 65(2): 600-608.

P * o> (e a ffn)&EEw 58, A ARTIINY & R e
*.
https://www.nhi.gov.tw/Content_List.aspx?n=E21C53D09D2D4F2B&topn=5
FESCIFEAE863B46. Published 2022. Accessed June 12, 2023.

R AR B HEH I, LRI LR e
https://www.nhi.gov.tw/Content_List.aspx?n=01BA39D870404554 &topn=5F
ESCIFEAE863B46. Published 2023. Accessed June 12, 2023.

FH® RS2 7 PR 2 AR I3 & B e ¥
https://www.nhi.gov.tw/QueryN_New/SpecialMaterial/SpecialMaterial/EasyFi
Iter. Published 2023. Accessed June 13, 2023.

44/57


https://www.nhi.gov.tw/Content_List.aspx?n=E21C53D09D2D4F2B&topn=5FE8C9FEAE863B46
https://www.nhi.gov.tw/Content_List.aspx?n=E21C53D09D2D4F2B&topn=5FE8C9FEAE863B46
https://www.nhi.gov.tw/Content_List.aspx?n=01BA39D870404554&topn=5FE8C9FEAE863B46
https://www.nhi.gov.tw/Content_List.aspx?n=01BA39D870404554&topn=5FE8C9FEAE863B46
https://www.nhi.gov.tw/QueryN_New/SpecialMaterial/SpecialMaterial/EasyFilter
https://www.nhi.gov.tw/QueryN_New/SpecialMaterial/SpecialMaterial/EasyFilter

112SMD05004_0 00000

&
- AERP O GH UFEREFA LR TA
S e D P R e A Y s AL I
| FTET R F2 &L IR ‘ F
£ 28 : Nitinol & +
£, (PHEAHZ 2
£} ¢ WRE)
T STz GIHES
SN TN 1 . _—
CDZ022137001 - Braided polyimide ; A5 ¢ ZILBS-635-6;8;10-4,6;8;10;12
Cogi)‘ = Ao - ¥R | ST BN e ® 1| R 0 6-10mm diameter/ L
1| . a4 oo an | o iy R i P & |+ "8 % | Polyetheretherketone 4-12 cm length/ ﬁ%lsz Walk
W F R T ¥ | Zilver 635 i y . : P
} Stents L NYNT
Nylon natural tubing ;
51 8 = b g Nylon
natural tubing, stainless
steel flat wire
e E & 28 tNitinol wire with T
o EsE 2 & 1 8 % | platinum core ; Saha
y ‘Z}E . j o p , . . || *¥RE | (EVO-PC-8-9-6-B); IR AN
CDZ025758001 R K- X Ty e R 8 AT | 51 2 51%%? : (EVO-PC-8-9-8-B) Bk gl
R -PC-8-9-8-B); § i i
Rifer® |7 “|®F | A2 | Braided  polyimide, =
2 |, AN S T N O _ (EVO-PC-10-11-4-B); Moo Ha s
FRFEmME Y3 ~a W F £ nylon s (EVO-PC-10-11-6-B): Fusion
025758 3% "COOK™ o [ % ¢ | 31 % % PTFE,stainless ! N )
_ _ (EVO-PC-10-11-8-B); &
Evolution A steel ; % % | (EVOFC.8.9.6.B).
Biliary stent jaie %4 : Nylon,clear | == (EVO-FC-896:8);

45/57




112SMD05004_0 00000

AP rFHEE | P EL RA|F7 @&
P UoAlEE L 2 g g 2
wrazn  |wese |MPEH g g ¥ s |
system-parti vesamid L210F ; (EVO-FC-8-9-8-B);
ally covered ¥ s @ T-Beta PTFE (EVO-FC-10-11-4-B);
and fully coated (EVO-FC-10-11-6-B);
covered (EVO-FC-10-11-8-B);
. # ¢ 8-10mm diameter/ 4-8 cm
length/ 0.035 inch
3 2e Nitinol wire with
platinum core ;
£ é, R
B CERETEEE Ay EVO-8-9-4:6:8,10-B, A% -
CDZz025418001 Y . e Braided polyimide, v a1
2E kAL R G o | F fr & aylon : EVO-10-11-4;6;8;10-B ﬁﬁﬁ il k
S P : = ’ , . N ,
“COOK?” g 7 %% E R . ## 1 8-10mm diameter/ 4-10 cm | st ~ H &R -~
fﬁ\?g% %ﬁ%}?‘ :3’; ] 7 f %:;t- F’lE 5]%$PTFE,Sta|n|eSS 1{)‘; . H %’ 2
Evolution o v ) lengthh/ 0.035 inch Fusion ¥
025418 . Bili ent steel ; o
iliary sten
i / faie % - Nylon,clear
System vesamid L210F ;
¥ s . T-Beta PTFE
coated
R S W "
k= o o 4 & & & (Nitinol) + | %%
CDZ018307001 | " &% 27| W F &k L YK . N |
vk w k| AT | E R |y v & % < (platinum || 3% 4 | (M005707-00; 10; 20; 30; || & /% "2:f %
PEFERE D | h | 5[4 e |0 Pemame || ¢ ) o tga
i W s Lo &4 A 2 2 P% , , .
PR o \ . | EBGIRERZE 2R (M005767-40; 50; 60; 70) ¥k
018307 % “Boston A ¥R F YA g2 g :
o XEAFLER) + ¢ | (M005706-00; 10; 20; 30;
Scientific”

46/57



112SMD05004_0 00000

K 130 7N &M O A : =

;g;i;? " o ;; R - };é‘ ; R o YAl s R ik

WallFlex ] 40; 50; 60);

Biliary RX MO00570890;

Stent (M005767-80; 90)

System > ¢ | (M005705-00; 10; 20; 30;

b 40);
(M005767-00; 10; 20; 30)
et L 2ZEE S 8mm & 10mm; &
% £ &40 mm ~ 120 mm

kLA

B E R F oy E

g RO - e A L s . A5
CDZ027773001 | ., ;F ; i ; gp | i”; ‘"Jf fN(I;LZEIr?ur: (M005704-50;  60; 70; 80; 90); | & *&if &

.. | “Boston ‘ . B ko N .. | (M005768-00; 10; 20; 30) AW

f?f?%‘fi% %ﬁ%li’? ES Scientific” NP E | W i core) + Permalume % Mttt L %G8 mm & 10 mm: | ks
027779 5 T ‘ & fIAFE ,

Wallflex 3R %28 £ &40 mm ~ 120 mm

Biliary Stent RF

system

“ak Lo AL WoF s 85
CDZ033619001 | # 7% 48 n | i7 f L R & IR 445 ¢ £ (Nitinol) (MO005722-30; 40; 50; 60; 70; 80; 90); |, ;. 2

Ak | HEHT | EF | E RS (M005723-00; 10; 20; 30; 40) ; : :4 @
s g £ ks % | "Boston SIS oy R (PEARKRZ AT L | RK A ZEEE6~10mm o
033619 52 Scientific" e N Forvid | & WRYE) # % E B 40~100mm T

Epic Biliary WP OAR 4R ®¥ vk &:220cm

47/57



112SMD05004_0 00000

b1 I N NP8 s 7 T L g« e | RA|FYGRE . ) e
i D o e | DR ER g L R s
x| FVEF B ¥ e R JE
Endoscopic B 3%
Stent
A5
* ¢ % | BB-060406:101018;
Nickel-Titanium BBM-060406-1:101018-2;
alloy ’ Silicone BBK-100406:101006;
b o an rubber > Pt-Iridium - || $%4 ¢ | BBP-060406:101018;
[ERRN ¥
} ) Polypropylene J U
CDZ023568001 | “{# 4% %% 3¢ e A e P _py : ;
o 34K 5 o Polyamide - Stainless || & #& BBC-080306:101218; Stent J
x~ st L \ ”/E
it | R | teel ’ - ; ; i
7 s ¥ %ﬂi%]i % | “Bonastent” P i B B oa Stee BBL-080306:101218; Dell_very
. A Polyetherether-ketone BBI-080318-B:120818-M; | | Device
023568 5 Biliary Stent R OE G R
pep i | Polyurethane BBD-060418:081018
P Polycarbonate » *# % | BBF-080506:101018;
(7 H3& %2 5 # % & | 24 : Stent Length(mm) 30~120 -
) Diameter(mm) 6~15 -~ Delivery
Device Diametey (Fr) 7~8 -~ Usable
Length(mm) 600~1800
" wd Artia
CDZ010197001 | 5§ B 275 i NP 2|35 : PG1910B; PG2510B; PG2910B; | 4 o i
\oa e g F ¥ "8 ¢ | stainless steel PG3910B: PGEIL0B (3 ¢ 3
>~ i S o . ’ & >
8 ||l TN i m | po g (EARE LRG| U
¥ F BT 5 | "Cordis A - o R T) A 0 19mm, 25mm, 29mm, 39mm, | 7 & F %
n#; AR
010197 5. Palmaz " ne 59mm

Genesis

48/57




112SMD05004_0 00000

TRRTERER N IR e |2 TT R g Dl R o
x| FVEF B~ &7 R JE
Transhepatic
Biliary Stent
R EE G  As)
N
CDZ022759001 2 * A ¥ 2 stainless steel &/ i
o "Cordis" BB e M D & (P ARz 2324 3] %% © P3110; P4010; P5010 (7 ¢ 7 4
wF 3 %ﬁs?]i’? % | Unmounted | "2 = @ R e ¢ whE) %, 1 30mm, 40mm, 50mm e @ iE %
022759 55 Palmaz XL k )
Transhepatic
Biliary Stent
Niti-S 25
;;:ccév:r:]e\(ii # % | B0604:B1012;
e 2 4 Wk | T0604:T1012;
f"lﬂ Y e 5| | BD0604:BD1012;
CoZo0s000L | “4 1k ;'i‘ %ri z* 4 % :Nitinol or Nitinol TD0604:TD1012;
4 * AT F R v i g + Silicone or PTFE or BLD0604:BLD1012; & BEE 2
10 T EE S S | “Taewoong” ZEF U R v ":1 . Silicone+PTFE TLD0604:TLD1012; N X%
e R . KL PR wix 4om 0 Stainless BLDO0604-7:BLD1012-7; Ok
030330 & Biliary Stent W o
Steel, Nylon, PEEK TLDO0604-7:TLD1012-7,
Niti-S > & BLD0604-6:BLD1010-6;
kg A TLDO0604-6:TLD1010-6
wiogow 7 g,:fﬁ. BS0603F:BS1012F;
s gz - %k | TS0604F:TS1012F;

49/57




112SMD05004_0 00000

W~ ELTE 1N gE N ' 2F ¥ 3
;gzni;; E% EQ;; ey - };é‘ ; TR 7 YrAlEl » RR kCRE
B M R 7 BS0604B:BS1012B;
F T aiF TS0604B:TS1012B;
g 2 W BS0604F2:BS1008F2;
i e TS0604F2:TS1008F2;
BK0604CW:BK1012CW,;
TK0604CW:TK1012CW;
BS1002FW:BS1603FW,
BC0604F:BC1012F;
TC0604F:TC1012F;
BC0604B:BC1012B;
TC0604B:TC1012B
FH r6mmx4cem:10 mmx 12 cm
1. A5 A5t
BNY > # | (BNY-08;10-060; 070; 080;
.x % p g Z:i . % | 090; 100-060);
i 4 b > % | (BNY-08;10-060; 070; 080;
CD2030323001 ;/Il;ejh Mt F g ) BNL -~ | Wire: 090; 100; 110; 120-180); &g 4
#F EHF 5 | HANAROS ffi‘f\ H Sgss " | silicon:Gold (SHS-08; 10-040; 050: 060: || 7 ~ * 3
030323 . TENT PR E > 070; 080; 090; 100; 110; || ix &%
Biliary Stent BPN -~ BPD 120-060; 180);
o g e (BNA-08;10-040; 050; 060;
e R Tl E 070; 080; 090; 100; 110;
AT AR 120-H060; G180);

50/57




Ao~ 5IE ARG

, S
HEREF I

«)-

<
A

T TN

#

A~ R

FY R
g
=+ iE
BF

2. A5
BCS -
BCG -~
SHCL -
BCT -
BCF -
BMCL

* %“%‘fr
i ROVE
g Ao/
*

(BNL-08; 10-040; 050; 060;
070; 080; 090; 100-060; 180);
(BNHS-06; 08-040; 050; 060;
070; 080; 090, 100; 110
120-060; 180)

;o

(BPD-10-060; 070; 080; 090;
100-060; 180);
(BPN-08; 10-040; 050; 060;
070; 080; 090; 100; 110
120-060; 180);

F W b

(BCS-08-040; 050; 060; 070;
080; 090; 100; 110; 120-R060;
D180);

(BCS-10-040; 050; 060; 070;
080; 090; 100-R060; D180);
(BCG -06; 08; 10-040; 050;
060; 070; 080; 090; 100; 110;
120-060; 180);

(SHCL -06; 08; 10-040; 050;
060; 070; 080; 090; 100; 110;
120-060; 180);

(BMCL-08; 10-040; 050; 060;
070; 080; 090, 100; 110
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120-060; 180);

(BCT-08; 10-040; 050; 060;
070; 080; 090, 100; 110
120-060; 180);

(BCF-10; 12; 14; 16-020; 030;
040-180);

(SHC-08; 10-040; 050; 060;
070; 080; 090, 100; 110
120-060; 180);

o % Ef06,8,10,12,14,16 mm ;
XL R 20~120mm

o:¥ B £ K& 60,180cm
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Hidg= ~ R e85 E (Product Group : 03.06.01 - Biliary Stents )

Billing . ) Benefit
Sponsor Product name Description Size -
code (GB%)
03.06.01.02 - Reinforced Wall, Uncovered/Bare Metal
) . . Biliary Nitinol | 6mm - 10mm
CK  Surgitech | Biliary Nitinol )
AKO013 Stents, self | wide 40mm - | $2,008
Pty Ltd Stents
expandable 120mm long
Nitinol If
. Protege ™ GPS ™ Hino ) >¢ )
Medtronic i expanding stent | Diameter (mm) 6
) Self-expanding
AS199 | Australasia Pty Billar Stent pre-mounted on 6F | -14, Length | $2,008
Ltd y OTW  delivery | (mm) 20 - 150
System
system
_ VisiPro " Stainless Steel |
Medtronic balloon expandable | Diameter (mm) 5
) Balloon-Expandable
AS200 | Australasia Pty Biliar Stent stent mounted onto | - 10, Length | $2,008
Ltd y a non-compliant | (mm) 12 -57
System
balloon catheter
N - . . Diameters up to
Boston Scientific | Wallstent  Biliary | Monofilament wire,
BS051 ) . 10mm & lengths | $2,008
Australia Pty Ltd | Stent self-expanding stent
up to 100mm
Boston Scientific | WallFlex Biliary 6 - 10 x 40 -
BS215 . Bare Metal Stent $2,008
Australia Pty Ltd | Stent 120mm
. ... | Epic Biliary | Uncovered Diameter
Boston Scientific i i
BS354 ) Endoscopic  Stent | self-expanding 6-10mm, Length | $2,008
Australia Pty Ltd .. -
System nitinol biliary stent | 40-100mm
i - _ Diameter 8 -
Endotherapeutics | SX-Ella Biliary | Self-expanding
ETO38 . 10mm, Length | $2,008
Pty Ltd Stent nitinol stent
40 - 100mm.
. Uncovered, )
Endotherapeutics i i Dia  10-14mm,
ET039 SX-Ella Tips Stent | self-expanding $2,008
Pty Ltd . length 52-77mm
nitinol stent
Diameter:
Pyramed Pty | Niti-S Biliary | Niti-S Biliary | 6mm to 10mm
PY038 . $2,008
Limited Uncovered Stents Uncovered Stents. Length:  40mm
to 120mm
The Trustee for HANAROSTENT® | Diameter
UKO013 | Giorgios and | HANAROSTENT | Biliary Hilar (NNN) | 6-10mm, Length | $2,008
Katarina Loizou HANAROSTENT® | 40-120mm
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Billing . ) Benefit
Sponsor Product name Description Size -
code (B%)
Family Trust FAST ™  Biliary
(NNN)
HANAROSTENT®
Biliary (NNN)
HANAROSTENT®
Benefit ™  Biliary
(NNN)
WILLIAM A i i
. - Self expanding | Diameters 6, 8,
COOK Zilver Biliary Stent .
WC270 metal biliary stent | 10mm; Lengths | $2,008
AUSTRALIA System
system 4,6, 8,10, 12cm
PTY LTD
WILLIAM A ) . ) Diameters :8
Evolution  Biliary | Self expanding bare
COOK . -10mm
WC308 Stent System | metal biliary stent $2,008
AUSTRALIA Lengths: 40
(uncovered) system.
PTY LTD -100mm
The Zilver 635 | Length: 4-8cm,
WILLIAM A - i :
) . Biliary Stent is a | Diameter:
COOK Zilver 635 Biliary
WC331 self-expandable 6-14mm, $2,008
AUSTRALIA Stent _
stent made  of | Delivery system:
PTY LTD .
nitinol. 40cm
03.06.01.03 - Reinforced Wall, Covered
N - . . Diameters up to
Boston Scientific | Wallstent  Biliary | Monofilament wire,
BS052 ) . 10mm & lengths | $2,730
Australia Pty Ltd | Stent self-expanding stent
up to 100mm
- . . Diameters up to
Boston Scientific | Wallstent RX | Monofilament wire,
BS070 ) . . 10mm & lengths | $2,730
Australia Pty Ltd | Biliary Stent self-expanding stent
up to 100mm
e - Stent with
Boston Scientific | WallFlex Biliary 6 - 10 x 40 -
BS214 . permalume $2,730
Australia Pty Ltd | Stent ) 120mm
covering
. Short or Long
W L Gore & | Gore Biliary
GT116 ) ePTFE Catheter $2,730
Associates Endoprostheses
8-10mmx4-8cm
MD  Solutions Endoscopic or | Stent length - 60,
MBO023 | Australasia Pty | Allium Biliary Stent | Transhepatic biliary | 80, 100, 120mm. | $2,730
Ltd stent made  of | Diameter - 8,
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Billing . ) Benefit
Sponsor Product name Description Size -
code (B%)
nitinol with | 10mm.  Anchor
copolymer covering | optional
and unraveling
technology for
atraumatic removal
Niti-S Biliary | Niti-S Biliary | Diameter:
Pyramed Pty | Covered and | Covered and | 4mm to 16mm
PY049 . _ i $2,730
Limited Partially  Covered | Partially  Covered | Length:  10mm
Stents Stents to 120mm
HANAROSTENT
Biliary, Plumber
Biliary, Biliary
Flap, Biliary Fla
The Trustee for P Y - P .
L Lasso, Biliary | Diameter
Giorgios and ]
UKO012 _ _ HANAROSTENT | Lasso, Multi-Hole | 6-16mm, Length | $2,730
Katarina Loizou o
) Biliary, TwynLay | 20-150mm
Family Trust o
Biliary, FAST
Biliary Flap.
Self-expanding
nitinol biliary stent
WILLIAM A i . Self expanding | Diameters: 8 -
Evolution  Biliary i
COOK partially or fully | 10mm
WC309 Stent System . $2,730
AUSTRALIA (covered) covered biliary stent | Lengths: 40 -
PTY LTD system. 80mm
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R~ Rt PRIOE kb
F&H MatF j 5 S
PubMed (3% p #p : 2023 26 " 2 p )
#1 | (metallic stent*[Title/Abstract]) OR (metal stent*[Title/Abstract]) 13,087
#2 | biliary[Title/Abstract] 95,362
#3 | #1l and #2 2,201
#4 | (plastic stent*[Title/Abstract]) 1,542
#5 | #3and #4 567
#6 | #5 Filters: Clinical Trial, Controlled Clinical Trial, Meta-Analysis, 203
Randomized Controlled Trial, Review, Systematic Review
EMBASE (& p # :2023 26 "% 2p )
#1 | metallic AND stent*:ab,ti 11,723
#2 | metal AND stent*:ab,ti 26,099
#3 | #1OR#2 32,620
#4 | biliary:ab,ti 137,946
#5 | #3and #4 5,304
#6 | plastic AND stent*:ab,ti 6,855
#7 | #5and #6 2,115
#8 | #7 and AND ([cochrane review]/lim OR [systematic review]/lim 221
OR [meta analysis]/lim OR [randomized controlled trial]/lim OR
‘controlled clinical trial’/de)
Cochrane Library (3% p # : 2023 #6 * 2 p )
#1 | (metallic stent*):ti,ab,kw OR (metal stent*):ti,ab,kw (Word 2,707
variations have been searched)
#2 | (biliary):ti,ab,kw 204
#3 | #1and #2 1
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¥x Mats h¥
PubMed (4% p #p : 2023 = 6 * 16 p )
#1 | biliary stent 8,270
#2 | metal 1,561,533
#3 | plastic 596,758
#4 | cost 1,065,911
#5 | (metal) AND (plastic) 42,262
#6 | (biliary stent) AND ((metal) AND (plastic)) 821
#7 | ((biliary stent) AND ((metal) AND (plastic))) AND (cost) 115
EMBASE (3% p #p : 2023 #6 " 16 p )
#1 | 'biliary stent'/exp OR 'biliary stent' 7122
#2 | 'plastic’ 375194
#3 | 'metal’ 518769
#4 | cost 1083744
#5 | #2 AND #3 9123
#6 | #1 AND #5 676
#7 | #4 AND #6 77
PrEE& 11
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bOpoARgRi 7 % F % (endoscopic retrograde cholangiopancreatography » ERCP)

2 w7 AFEE R R 51504 (percutaneous transhepatic cholangiography and drainage » PTCD )
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