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Cytostatic
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« FIHMAKDESHLE Y., /X7 ) XFHILBHEXT > FPES)IZEHA I N T W=D,
EREORTY PMIREA’FRER I N, PESOFEREEILTA > T -7,
o BF2HADESOFEEICLY BIERXRIITAY . F2HAPESHEARINS HLIELEERET T,

PESAMIZICHRE S Z &3 Lo7=- « -,

Very Late Coronary Stent Thrombosis of a Newer-
Generation Everolimus-Eluting Stent Compared
With Early-Generation Drug-Eluting Stents

A Prospective Cohort Study

FBIHARR TV b & F2HAREES D L& R
EESEf 42124 SESEf 3819% PESZ$4308%
FEMIER | BERIETCORT v FMEE
fhE - EES®f 1.4% SES#$2.9% PESE 4.4%
DHBIE R DEATEEICE W T H,

SESEF L PESEECHEICEN o 7=,

Circulation. 2012;125:1110-1121

Second-generation everolimus-eluting and

paclitaxel-eluting stents in real-life practice (COMPARE):

a randomised trial

Elvin Kedhi, Kaiyum Sheik Joesoef, Eugene McFadden, Jochem Wassing, Carlos van Mieghem, Dick Goedhart, Pieter Cornelis Smits

. B R TV b ICH 1T ZEES L PESO H R

EESE 8974 PESZ+903%
TEHIBE  aERI2ZHATD

T - LERTEZE - TLR

faR : EESB¥ 6% PESEf 9%(p=0.02)

X7 > bEREN OIS
PESEE CHEEICEN - 7=,

CHEWTEH,

Lancet 2010, 375: 201-09
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s BENIRAT > b TYU LRXRZRDESOBNEDN RS NDERICEK Y, TEREBTHEEITTHNT,

« SMART stent(BNS) IZFERINERY v~ —AWTYAYLRA—=TA VI LEERTV M E,
Dynalink stent(BNS) ICRIFRD AETIRAY LRA—T A VI LT=ATY bDO2FEET
BNS & D LEEREER AT Hh 7=,

Sirolimus-Eluting versus Bare Nitinol Stent for First clinical trial of nitinol selt-expanding
Obstructive Superfic.ial Femoral Artery Disease: everolimus-eluting stent implantation for
The SIROCCO II Trial peripheral arterial occlusive disease
« SFATRZTDOSESEBNSOBEMMEZ BEEELLER L 72588 » SFAPopREICK L TEESOBEINIE % 57 L 7.
- SESE 294 BNSE 284 ;}Jgéi—ogmﬁ
.« TETHEE : AE%6H A OBEATO Rl e i
SRFHIER D BRECH AOFmCD . ERFEEE © AFR6H A OBETO
VXX EDORT VR WH%ET:I: . binary restenosis
e ¥ER I SESEF4.94(+0.69) BNSE#4.76(*0.54) e $EE e B O SE B AEERA
(p=0.31) %I F= A, 1F#ICIE68%%F T
e LLLX"binary restenosisiCEWWTHHEEEHE L, EFLTHY, GERDBNSOMIRE
EZEORWVWERE A - T
J Vasc Interv Radiol 2005; 16:331-338 J Vasc Surg 2011,54:394-401
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« SIROCCO & STRIDESICHc =, PTXTODESOEAMZ B 5 ERAKHEBRA TTHN 7,
« IKBDOPESE L TRY~Y—T7 Y —Ta—7T 1 7 xniZilver PTXA. (BZEIZIZDCS)
2RBICIFERBESHERY v —2 B W CEA ORIy A L Z s & L/cEluvian &35 L 7z,

Paclitaxel-Eluting Stents Show Superiority to Balloon Two-Year Efficacy and Safety Results from the IMPERIAL

Angioplasty and Bare Metal Stents in Randomized Study of the Eluvia Polymer-Coated Drug-Eluting
Femoropopliteal Disease Stent and the Zilver PTX Polymer-free Drug-Coated Stent
Twelve-Month Zilver PTX Randomized Study Results
« SFAPopEZ BT, PES,BNS,PTAD B % « SFAPopfRZIZE WL T Zilver PTX & Eluvia Bx01E %=
Ho#s L 7= S MR R O A AL R R ERELB L TARER LR
. PESEE:2414 (841 5PESEE L1-0 40 E) + Zilver#h:156%  Eluviagt:309%
. PTAB:2384 (PTATRAINESOPES or BNSEE 6 41) © EERFERE DaRRIETORRIE AN
. EBIEEE AREIETORDH C AP T ORR
. 4Em MAE[EEEZE  ZilverE$:79.9% Eluvia®$:85.8%(p=0.1236)
event freeX2  PESE£:90.4% PTAEE82.6% (p=0.004) TLRZ Zilverg$:23.6% Eluvia®$:13.0%(p=0.0899)
_év\ﬁaﬁﬁ,}'r_\ PESE$283.1% PTA%$Z32.8% (p<0_001) (clinically driven) Zilverﬁi—f:ZO.l% EIuviaE$:12.7%(p=0.0495)
PTABECR TV NEB L -2 A0D—KEEX — R EFEX Zilver&t:77.1% EluviaZ$:83.0%(p=0.1008)
PESE£89.9% BNSZ£73.0% (p<0_001> AT v bR ZilverEt:8.2% E|UVia7E$ZO.9%(D=0.0212)
OPESMBNS PTAICHE 2 Bl AR & MLt OEluviad Zilver PTXIXT 5 IFS1E L BAMEDTR S Mo

Circ Cardiovasc Interv. 2011,;4:495-504 Cardiovasc Intervent Radiol. 2021 Mar;44(3):368-375.



OB EPCITIE/NRNZ ) ZFvILAHERT Y FHAMEBINGZLDOD?

QBREBEVTTIZY ARZREFAEER T bPMERINEZLDOD ?

@%HEDCBIE Y LRRFERTRGLA NIV EZXELLDHBLEDH?



A, U LARZREHNIFHAKETH D728

Lipoghilicity Hydrophilicity
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20 - 200 nanometers

LHOL/X7 U RFLIILEEST, MilEEEZTLAVE W) BAEFTD Y L RREX %
A& ADCBICERATELR WA ERAENEA, EERXT7L—a—T 4 7T LRAZREH%
NWIL=2IZZHm L TMEREISAE S5 Z & ITE,

HRIDOBEEFHAASCBE L T, [Magic Touch] H4E 7=,

Excipientl

HAMED~NY FE2DoDFHED T —IL
B ENTZEEX—XDa1=v |,

Excipient?

O—F 4 Y IREDS%ICEFEELTEH Y,
AN L) TR INTIZ Y by,
MAESEA R, MEEICHERSIC
TR E N, pHOZICIG L T

7 I SN2 R 5,

Eurolntervention 2013,9:148-156



Mid-term clinical outcomes from use of Sirolimus coated
balloon in coronary intervention; data from real world
population

+ 2018/3~2019/212SCB(Magic Touch) = £ T/AEE I LT IER D& A [ & #7524

« XJER 1 288K DEE T, ACSZE W /- BENIRE L 373FED

- HARIAH

Procedural characteristics

In-stent restenosis

De novo lesions

Small vessel (<3.0 mm)
Pre-dilatation
Semi-compliant balloon
Non-compliant balloon
Scoring balloon
Cutting balloon
Rotational atherectomy

Intravascular imaging

N = 373, value (%)

140 (38%)
233 (62%)
255 (68%)
345 (92%)
237 (64%)
168 (45%)

28 (8%)

5 (1%)

3 (1%)
67 (18%)

aE®%1271 AR R TOMACE, TLR, TVMI

Left main stem

Left anterior descending artery/diagonal
Left circumflex artery/marginal/intermediate
Right coronary artery/PDA/ PLV

Saphenous vein graft

Mean diameter of DCB, mm

Mean length of DCB, mm

Bailout stenting

Dissection

Recoil of >50%

ét%}

6 (2%)
170 (46%)
98 (26%)
23 (25%)
11 (3%)
2.64 £0.56
24 £8.9
35 (9%)
18 (51%)

17 (49%)
Catheter Cardiovasc Interv. 2021,98:57-65.



Total 288 Denovo 186 ISR 102 pts

pts (373 pts (233 (140
Clinical outcomes lesions) lesions) lesions)
Death 10 (3.4%) 5(3%) 5(4.3%)
Cardiac death 5(1.7%) 2 (1.7%) 3 (2.5%)
Target-vessel M| 10 (3.4%) 4 (2%) 6 (6%)
TLR per lesion 45 (12%) 21 (9%) 24 (17%)
MACE 29 (10%) 11 (6%) 18 (17.6%)
Acute vessel 0 0 0

closure and/or
stent thrombosis

MERlFEDOFRTIFRERDPCBOME L LI L THBEIIH WERTH - 7,
(7% BISRIFE TlddenovofRZE ICELER L THICTLR, TVMIA & M - 72)

Catheter Cardiovasc Interv. 2021,98:57-65.



Comparison between sirolimus and paclitaxel-coated balloon for
revascularization of coronary arteries. The SIRPAC
(SIRolimus-PAClitaxel) study

- DCB RISE(PCB® a7 — F#ff5E) &« EASTBOURNE(SCB® a7k — F#ff5R) T
oropensity matchingZ 17U, e & B4 bk L 7-1F 52

« X{5 : PCBEf 2904 Elutax SV&#{&EH
SCBZf 2904 Magic Touch#* &8

« TEIMMIEER : BE%K12H BB TOMACE(TLR, IEEZERIMI, 23 T)
e BRAVEHMIER : TLR,IEBZEFIMI, 258 T, BARC2-4D H 1

Cardiovascular Revascularization Medicine volume 28, July 2021, Pages 1-6



12

10

)

]

SIRPAC 12 months FU

= MACE
——
‘.'- H
M Rise M Eastbourne
p=0,879 -
— _E 0.8
a p=0.250
(Log Rank)
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MACE TLR MI Death Bleedings H 200 0
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s TERFHMHIEE. BIXRRFHEEEWITNICEWTHLEEEIZ DDA > 7,

. —HTEERIIZ12H B L5, 120 BB A TSCBE TMACE AR A
FEMERICH D -DSEBOELR 2 EHABEREENNE,

Cardiovascular Revascularization Medicine volume 28, July 2021, Pages 1-6




TCT November, 6, 2021

A Randomized Trial of Sirolimus-
coated Versus Paclitaxel-coated
Balloons in De Novo Coronary Lesions

» BEIRDde novof®ZE 7061(Zxt L TSCB & PCB®D

Bl & e % B L 7cRCTHUER,

- %6 HH TCORINZIBRIEEELD o Tch

% HABEHL K TlEPCB58%>SCB32%(p=0.019),

- BEEBI2HDBATOREME - REMTHEEEX L,

BIO-RISE CHINA: A Randomized Trial
of a Biolimus-Coated Balloon Versus
POBA in Small Vessel Coronary Artery
Disease

« BENRO/MOERZEICK L TBCBEPOBAD
Bt e el e R L 7ok,

« BFE®RIN A TORMBAREE X BIBNELKRD
WINHBCBTHRICRIFLRETH -7,

One-year Outcomes of Two Parallel
Randomized Trials of Sirolimus-
Coated and Paclitaxel-Coated Balloons
in Coronary In-Stent Restenosis

« BEIRDOISRIBZELO0LAES (CXF L TSCB & PCBD

Bk & 2l i L 7-RCTHUER,

« BFE6HATORME - REEICEVT

BEREIRDTSCBOI LML RENT,

Lesions TR 5 Gl U L RRDCBIAPCBIC & » Tt 2I2DERRETIE 7 < .
H<ETHLDCBDgold standardiZPCB & W5 #E&m(C



« THRERBEIZHDODCBTH /X7 U XFLIIAREFABEZRL TW=A, 2018F (CKatsanosKh®
Paclitaxel "k % LRIV WHFRAZHE L2 & TCFDAY L OEREEDENELH Y.
AREEYEEZE/ A VWE W) BAZFORLMEE > TSCBOREFKEMNEHA, [Selution] A&EHL 7=,
(ZD#, KIBRERCTORIAA ZBITICEWT/N I U ZFLILERTEROEEIZTDZEINTWLDS, )

Circ J. 2021 Nov 25;85(12):2137-2145, N EnglJ Med 2020; 383:2538-2546

s - - - AEEOBRILHIC TERR TOSCBOMEAE TR L LT

« IDHOBERI THAEDBERY v~ —DRYZEE-7) a—ILEE (PLGA) A, sirolimus&BEAL T4 270
DY —NN—%F L. EENREICLA2EYREZGEHT 5,

e HYUIDDBMEFIZY VIEBEDRE T, MESLENZEF CICMARICE>TaI—T 4 I HEHIND D HESR L.
NI)L—vinflationBFICIZHEB~OEFZIT2EE/LT 2 & &2, deflationFiIClEFvA 70y —R—%2ME
BEAEEITMBE~NDEFIREZ <,

100 300+
9 — 062 m Med alliance SELUTION — RAP

- | = m Bard LUTONIX — PAX

@ - o 250

8 8 3 Medtronic IN.PACT — PAX

2 70| c

3 6o- 2 200-

S 50| =

: 5

s 40+ g 150

2 30 8

"6 .

e 207 g 1004 Therapeutic effect =1 pg/g

10 - - o
o o 59
Med alliance Bard Medtronic o 5o 44
SELUTION LUTONIX IN.PACT 2 35 21 19
Lost during procedure 36% 83% 83% o i 1 . 03 3 - 00

| Retained on balloon 25% 12% 14% il 7 dlauys o8 cll - 60 cllays
M Transferred to vessel (1 hr) 39% 5% 3%

Future Cardiol. (2021) 17(2), 257-267



Six-Month Outcomes From the First-in-
Human, Single-Arm SELUTION
Sustained-Limus-Release Drug-Eluting
Balloon Trial in Femoropopliteal Lesions

« HE L KBR-BEIHROBEZEICHT 2SCBTOEEDEME - LM%M L 7-
B BES AR TCORTNIL— VI L BAEEREEDHKREITS,

« ¥$5R . Rutherford 2 or 30294 (50fEH!)

- TEFMIER : JBEXRONBE R TOLLL
e BIXHVEEMIEE | —AFEXR BIEEE KT, ABLLME A N> b TLR, FiEUIKTetc

J Endovasc Ther. 2020 Oct;27(5):683-690.



Rutherford categories
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« LLL
0
SCB:0.29£0.84mm POBA:1.04mm Baseline (n = 48) | 6 months (n = 40 Baseline Discharge 6 months
( P < O . O O 1) [ ](0) Asymptomatic [] (1) Mild claudication

I (2) Moderate claudication [l (3) Severe claudication

« FEIMIBEBEHODOLLL, BPRMFHMIEE OBITOREE. ABl. —XREFEED
WTNICEWTEH, RT7PNIL—VICHRL TCHEERICETFAREZ L 7=,
« ZEMICEHL TH, FETITHKCD-TLREH 2% & DETH - 7=,

Endovasc Ther. 2020 Oct;27(5):683-690.



Head-to-head comparison of sirolimus-
versus paclitaxel-coated balloon
angioplasty in the femoropopliteal artery:
study protocol for the randomized
controlled SIRONA trial

o ik KRR-BEEIROBZEICNT 3SCBEPCBDEEOE MM - Z2MICHNT,
SCBOIELUAMHRT 270 D—BERED LRI RENEA LB,
(SCBlZMagic Touch PTA , PCBIZiEE A L)

e Y& : Rutherford 2 - 40 478%

« TEHMIER  AERI2HBABFRTO—XEAFEEX, 2% T - THRAUK - CD-TLROES
- BIRAVHMIEE - MITEIREDNE. BEFDOHE. 601 BZEL TCoZel

IREEITH ORRKREER T2021/4/131CFAm T N2027/12/31C# T F7E

Teichgrdber et al. Trials (2021) 22:665
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