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PCI Study Multivessel Cohort
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Optimal Intravascular Ultrasound-Guided Percutaneous Coronary Intervention in Patients With Multivessel Disease
Comparison of the OPTIVUS-Complex PCI Multivessel Cohort With the Historical CREDO-Kyoto Registry Cohort-3
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BN AT VEEM28MmM U EDHZEE minimum
stent area > distal reference lumen area. A7 h=
H28mmFKiEDHZE(FE minimum stent area > 0.8%
(proximal + distal reference lumen area)/2. CN5D

2L IVUS-XPLABRBLOMMD I TP ARFIAY
NeE(CERESN. J7IMICT. EENEEES (QCA)
BRUIVUS DM TON T,

OPTIVUS criterialCNACT. IFDcontemporary
PCl practice BMEESNIz  FECDES OfEMA. stress
imaging ¥ physiology [CE DK PCI SR EIR. EE5H)
fx>? 70— . dedicated CTO operatorlc&sCTO-
PCl. BEG{ERZEICH T Hatherectomy device DfE
. 2IE2HE (C X T B proximal optimization
technique. 2A7 VO AEE D IREBRZ (CX T & final
kissing balloon inflation. EAEKEEICH U CE routine
follow-up CAG [FT07EL, BARDEGRAAED AN
JA5F %M. short DAPT.

FB T VRRA VRS KUFHE

FETURRAVNNIFIET, DEEZE. HZRh, £2TO
BMITEROEAEIVNRA VhEU, ARRIFS VT
7 —LRFETHD, BRIICEESN/cperformance goal
CDOHRZEEFET VRNIRA VhDOFHEES Ui, 20055%F~
20074 (5511848 DE S B5X) OF[Ol5E M7 B2 RE 72t



BSCCI vo.12

Boston Scientific Cardiology clinical information

iUz CREDO-Kyoto registry cohort-20FhS5A  goal=13.8%). FcRERN@ETEL T, 2011FE~2013F
MEDinclusion criteriaZi/cd PCIB*FHRU CABG GRrERDES ) DYIQEMITEREE ZERERUIC
BEDANUNERZEZNZ N performance goal ELZ(PCI CREDO-Kyoto registry cohort-37fE$£81>/MO—) L&
performance goal=275%, and CABG performance L. propensity score matchingZRWctbEgBiTolc.

BR: FEEH ZEIRUICEEF CREDO-Kyoto registry
BEER cohort-3(&18.3% T&Ho=DICH LT, OPTIVUS Tl&

FEIFHEIET71.27%. 78.6% DB 14.2% DR MR AR 60.8% CTd¥ofc.
B Chole(F). BRRDEIGNH54.8%. BHEMIRTD

E|5H52.8% Tdhole, FRICEAUTIF, EEEIR) TO— x®1 BEER
FOBIEHS75% THolc. IBHEDEIAG20.4%. T i)
SYNTAX scoreld18.1 T d ND. 78.5% D & (F low (A) Clinical characteristics
e 2+10.
SYNTAX score T#5ofz, IPSRTEHE Nz OPTIVUS Age fyears) s
criterialCEALTIE. £ TORT VNEBEBRE CER CEeER Body mass index (kg/m?) 24.1£3.5
. Acute coronary syndrome 145(14.2)
EN40.1% THD. BEDA0.9% FAELEDHTIDDRE Hypertension 860(84.2)
TOPTIVUS DE£ZBIZLTLEN DT, &z, LFND Diabetes mellitus o8
RE CHIEN CEFDOIEEN18.9% Thofc. EREFD Left ventricular ejection fraction (%) 57.7412.3
P2Y BREEIFE5.1% DIOERILIL, 44.3% HTS5RY Prior myocardial infarction o
LILT®HDofce RIFVDATTERIFI.7 % BAEDERRAK geripherf‘l va_sctli'lcajr disz.ase 1;;38154;)
“ evere cnronic Kidne Isease .
AEDANOVTRAIF A FEIF36.6% Tholc,. Atrial fibrillation Y 85(8.3)
A N =g Anemia (Hemoglobin <11.0g/dL) 96(9.4)
QCA ZFiJ:U‘ IVUS D27 ST . Thrombocytopenia (Platelet <100 X 10%L) 10(1.0)
7 ZIRCTOQCABClE. FEHREEN23.5mm. F Malignancy 126(12.3)
B IRMER(E2.6mm Toolz (£2). FRED IVUS R il oo
#7 T [&. mean proximal reference lumen area D (B) Procedural characteristics
L . Pre-procedure noninvasive test 215(21.1)
8.3mm?2. mean minimum stent area N 5.7mm?2. Invasive FFR or iFR use 304(29.8)
mean distal reference lumen area h'5.8mm2T&ofc, Ead'a' CIEIZEICEE T Rl
o xtent of coronary artery disease
OPTIVUS criteria DRZEBAIDZEMNFK(F61.0% ThHofc. 2-vessel disease 813(79.6)
CREDO-Kyoto registry cohort-30 PCIBEHET 2. qunressel disease 208209
OPTIVUS B CailsRBRUBRIRDE TENSL. /Ub— Low <23 794(78.5)
R . . Intermediate 23-32 173(17.1)
YA XHKREDDIE, OPTIVUS criteria M ERE1F High >=33 44(4.4)
OPTIVUS OANDEENICFELD. MEr2MEEZEICFE Q‘Umber e U
otal number of stents 3.0(2.0-4.0)
5 H 2712 (61.0% versus 55.2%, P=0.09). —7A. Total stent length (mm) 80.1£375
og T _ Target of proximal LAD 1009(98.8)
minimum stent area(gOPT|VUSZ_E’§‘["j(:&D\D7—L Target of chronic total occlusion 151(14.8)
(5.7mm? versus 5.3mm?, P=0.02). Taégcef OftPifurCi:C;“t t 6;22202;)9
- ITurcation wi stents g
OPTIVUSEHCTHBWC. OPTIVUS criteriahY&m CEfe New-generation DES use 1021(100)
REEEM TEBH OIREZ LB T D& OPTIVUS T
criteriahNER CELED OITRE (T, FEHREENEL. D% Procedural (_:orr_nplications 67(6.6)
BRZ O ETILRZE DEEHEN o= (%3). OPTIVUS ot el nted losions 404(40.1)
criteriaZmEM CEBFDOITRE(F. BIRDETENFL. EOI mee;ing in at 'elast_one lesion ‘1‘222‘1‘2-3
N ot meeling In an esion .
JUL—2 A THARED ST, IVUSHRITCIE. OPTIVUS () Baseline medisations
criteriaZEM CEITRZ(E. minimum stent areah’k PZJH inhibitors 1018(99.7)
A ) N opidogrel 563(55.1)
EHofehi(6.7mm? versus 5.5mm?). proximal HRU Prasugrel 452(44.3)
. ot Aspirin 960(94.0)
distal reference lumen areald/\&Hofz, Statins 936(91.7)
DAPT OeaE=R High-intensity statins 374(36.6)
Beta-block 454(44.5)
OPTIVUSIZ#(3% 1 £ DAPT 1% (&, CREDO- ACEVARB. 584(572)
Kyoto registry cohort-3MPCIE&EBLTED e S it e

(69.5% versus 20.2%) (E11). DAPTHRIEEICP2Y DOAC 80(78)
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OPTIVUS @follow-up CAG #47Z(&. CREDO-Kyoto
registry cohort-3M PCI8 LB U TE D o2 (17.8%
versus 63.5%) (K2),
Clinical outcomes

Primary endpointD1FA\2MEEIF10.3% (95% 15
XA 8.4%-12.2%)CHH. CREDO-Kyoto registry
cohort-2h &N/ PCI performance goal(27.5%)
FOBERICEL(P<0.001). CABG performance goal

(13.8%) KO BHEMEH (CE D o2 (E3). BIMITHEEN
primary endpoint DFFEMEZR CTHolz(584). Primary
endpoint & & U secondary endpoints D F4 X (&
OPTIVUS criteria @ DEE CAESEEFEDOI2(FD)o
OPTIVUS&£CREDO-Kyoto registry cohort-3M
propensity score matching ZRAULcHERDFERZZR5
&FR6ICRd . OPTIVUSIE. CREDO-Kyoto registry
cohort-3D PCIEEEBUTCERICprimary endpoint
DANVREMEL(10.4% versus 23.3%, P<0.001).

F2 A7 SINEEMTHER: OPTIVUS & CREDO-Kyoto registry cohort-3 PCI DLEE

OPTIVUS
(Number of target lesions=2595)

CREDO-Kyoto registry Cohort-3:
PCI cohort P value
(Number of target lesions=3889)

(A) Angiographic and procedural characteristics

Pre-procedure

Lesion length (mm) 23.5+13.7 22.1+14.1 0.09
Reference vessel diameter (mm) 2.6+0.6 2.6+0.5 0.24
Thrombus 53(2.3) 12(3.5) 0.18
Bifurcation 1092(47.5) 158(46.3) 0.68
Moderate or severe calcification 722(31.4) 94(27.6) 0.15
Index procedure
PCl procedure success 2571(99.1) 3808(97.9) <0.001
Stent length per lesion (mm) 34.4£18.5 32.8%£20.6 0.002
Cutting or scoring balloon use 883(34.0) 39(1.0) <0.001
Rotational atherectomy use 171(6.6) 180(4.6) 0.001
Orbital atherectomy use 42(1.6) 0(0) <0.001
Direct stenting 183(7.7) 396(10.7) <0.001
Post-dilatation 1838(77.3) 2716(73.4) 0.001
Maximum balloon size (mm) 3.2+0.6 3.0+0.6 <0.001
Procedural complications 75(2.9) 206(5.3) <0.001
(B) IVUS analysis post-procedure
Proximal reference vessel area (mm?) 16.1£5.6 15.8+4.5 0.52
Proximal reference lumen area (mm?) 8.3+3.3 7.7+2.8 0.02
Minimum stent area (mm?2) 5.7£2.0 5.3+1.9 0.02
Distal reference vessel area (mm?) 9.8+5.1 9.5+x4.4 0.55
Distal reference lumen area (mm?) 5.8+2.6 5.6+2.2 0.26
Meeting OPTIVUS criteria 1246(61.0) 127(55.2) 0.09
Stent length >=28mm 664(54.1) 48(42.5) 0.02
Stent length <28mm 582(71.3) 79(67.5) 0.40
X3 A7 SMEEMTHER: OPTIVUSBCHITDOPTIVUS criteria ERRE EIBERRE DLEER
OPTIVUS criteria
Meeting Not meeting P value
(Number of target lesions=1246) (Number of target lesions=798)
(A) Angiographic and procedural characteristics
Pre-procedure
Lesion length (mm) 21.7+£12.4 25.2+13.1 <0.001
Reference vessel diameter (mm) 2.6+0.5 2.7+0.6 <0.001
Thrombus 29(2.3) 17(2.1) 0.76
Bifurcation 560(45.1) 403(50.5) 0.02
Moderate or severe calcification 363(29.2) 275(34.5) 0.01
Index procedure
PCI procedure success 1245(99.9) 797(99.9) 0.75
Stent length per lesion (mm) 32.1+173 35.5+16.3 <0.001
Cutting or scoring balloon use 434(34.8) 268(33.6) 0.56
Rotational atherectomy use 76(6.1) 53(6.6) 0.62
Orbital atherectomy use 23(1.8) 11(1.4) 0.42
Direct stenting 107(8.6) 54(6.8) 0.14
Post-dilatation 944(75.8) 646(81.1) 0.01
Maximum balloon size (mm) 3.2+0.6 3.3+0.7 0.01
Procedural complications 26(2.1) 23(2.9) 0.25
(B) IVUS analysis post-procedure
Proximal reference vessel area (mm?) 15.5+5.3 16.9+5.9 <0.001
Proximal reference lumen area (mm?) 7.9%£3.1 8.8£3.5 <0.001
Minimum stent area (mm?2) 5.7+2.0 5.5+2.1 0.03
Distal reference vessel area (mm?) 9.3+4.7 10.4£5.6 <0.001
Distal reference lumen area (mm?) 5.24+2.2 6.7+2.9 <0.001
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OPTIVUS OPTIVUS
Number of patients discontinuation 88 161 279 348 498 579 639 Number of patients with event 1 8 19 26 69 m 162
Number of patients at risk 926 842 768 644 576 425 340 273 Number of patients at risk 926 925 917 901 892 846 797 718
Cumulative incidence(%) 95 174 30.2 376 54.0 62.8 69.5 Cumulative incidence(%) 01 09 2.1 28 75 12.1 178
CREDO-Kyoto registry Cohort-3:PCI cohort CREDO-Kyoto registry Cohort-3:PCl cohort
Number of patients discontinuation 17 25 47 67 98 134 183 Number of patients with event 7 18 79 15 255 489 572
Number of patients at risk 926 907 8% 872 844 805 766 716 Number of patients at risk 926 918 904 839 795 646 410 326
Cumulative incidence(%) 18 27 5.1 73 107 147 20.2 Cumulative incidence(%) 08 20 83 126 280 54.2 63.5
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Number of patients with event 0 17 29 43 65 80 105
Number of patients at risk 1021 1011 1003 990 976 953 936 886
Cumulative incidence(%) 0 17 28 4.2 6.4 79 103
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P<0.001
+— Peformance goal (PC=27.5%

i+ Peformance goal (CABG)=13.8%

%
(95%Cl 8.4-12.2%)

A OPTIVUS criteria
UL Ent!re Meeting in all Not meeting in Not meeting in
study population . . .
) (N=1021) stented lesion some lesion(s) any lesion Log-rank
Endpoints (N=394) (N=402) (N=186) P
N of patients with event N of patients with event
(Cumulative 1-year incidence) (Cumulative 1-year incidence)
Primary endpoint:
A composite of death, myocardial infarction, 105 (10.3%) 47 (12.0%) 36 (9.0%) 21 (11.4%) 0.36
stroke, or any coronary revascularization
Secondary endpoints:

All-cause death 22 (2.2%) 10 (2.6%) 8 (2.0%) 4 (2.2%) 0.87
Cardiovascular death 9 (0.9%) 5 (1.3%) 2 (0.5%) 2 (1.1%) 0.51
Non-cardiovascular death 13 (1.3%) 5 (1.3%) 6 (1.5%) 2 (1.1%) 0.91

Myocardial infarction 13 (1.3%) 5 (1.3%) 6 (1.5%) 2 (1.1%) 0.91
Spontaneous 5 (0.5%) 3 (0.8%) 2 (0.5%) 0 (0%) 0.48
Periprocedural 8 (0.8%) 2 (0.5%) 4 (1.0%) 2 (1.1%) 0.68

Definite stent thrombosis 2 (0.2%) 1 (0.3%) 1 (0.3%) 0 (0%) 0.79

Stroke 6 (0.6%) 3 (0.8%) 1 (0.3%) 2 (1.1%) 0.43
Ischemic stroke 4 (0.4%) 3 (0.8%) 0 (0%) 1 (0.5%) 0.23
Hemorrhagic stroke 2 (0.2%) 0 (0%) 1 (0.3%) 1 (0.5%) 0.39

BARC type 3, 4, or 5 bleeding 36 (3.6%) 13 (3.3%) 13 (3.3%) 8 (4.3%) 0.77

Target-lesion revascularization 44 (4.4%) 20 (5.2%) 14 (3.6%) 10 (5.5%) 0.43
Clinically driven target-lesion revascularization 43 (4.3%) 19 (4.9%) 14 (3.6%) 10 (5.5%) 0.48

Target-vessel revascularization 61 (6.1%) 27 (7.0%) 20 (5.1%) 13 (7.1%) 0.45
Clinically driven target-vessel revascularization 60 (6.0%) 26 (6.7%) 20 (5.1%) 13 (7.1%) 0.50

Any coronary revascularization 71 (7.1%) 33 (8.5%) 24 (6.1%) 13 (7.1%) 0.39
Clinically driven any coronary revascularization 70 (7.0%) 32 (8.2%) 24 (6.1%) 13 (7.1%) 0.47

A composite of death, myocardial infarction, or stroke 41 (4.0%) 18 (4.6%) 15 (3.7%) 8 (4.3%) 0.84
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ARVREHFERICEND/2(3.3% versus 7.0%,
P<0.001). OPTIVUSI&. CREDO-Kyoto registry
cohort-3 CABG#H & LB U CTHE [Cprimary

endpoint DA NEEMMEL (11.8% versus 16.5%,
P=0.02). CNIFFHEeREDHEED LU DA
NUNEDEST(ICEDL<HDTH o (F6). 2CTDRE
TERDANVNEICEAUCFREDER CHo2(7.9%
versus 8.6%, P=0.58),

%5 OPTIVUS &CREDO-Kyoto registry cohort-3 PCl &D propensity score matching ZRULcEE

CREDO-Kyoto registry

S Cohort-3: PCI cohort HR
Endpoints (N=926) (N=926) [95% CI] P value
N of patients with event
(Cumulative 1-year incidence)

Primary endpoint:

A composite of death, myo_carfiial infarction, stroke, 96 (10.4%) 214 (23.3%) 041 (0.32-0.52) <0.001

or any coronary revascularization
Secondary endpoints:
All-cause death 21 (2.3%) 24 (2.6%) 0.86 (0.48-1.55) 0.63
Cardiovascular death 8 (0.9%) 16 (1.7%) 0.49 (0.21-1.15) 0.10
Non-cardiovascular death 13 (1.4%) 8 (0.9%) 1.60 (0.66-3.87) 0.29
Myocardial infarction 13 (1.4%) 52 (5.6%) 0.24 (0.13-0.45)  <0.001
Spontaneous 5 (0.5%) 5 (0.5%) 0.99 (0.29-3.41) 0.98
Periprocedural 8 (0.9%) 47 (56.1%) 0.17 (0.08-0.35)  <0.001
Definite stent thrombosis 2 (0.2%) 2 (0.2%) 0.99 (0.14-7.01) 0.99
Stroke 5 (0.5%) 13 (1.4%) 0.38 (0.14-1.06) 0.07
Ischemic stroke 3(0.3%) 9 (1.0%) 0.33 (0.09-1.22) 0.10
Hemorrhagic stroke 2 (0.2%) 5 (0.6%) 0.39 (0.08-2.03) 0.27
BARC type 3, 4, or 5 bleeding 30 (3.3%) 64 (7.0%) 0.45 (0.29-0.70)  <0.001
Target-vessel revascularization 55 (6.0%) 122 (13.5%) 0.43 (0.31-0.59)  <0.001
Clinically driven target-vessel revascularization 55 (6.0%) 40 (4.4%) 1.36 (0.91-2.04) 0.14
Any coronary revascularization 64 (7.0%) 145 (16.1%) 0.41 (0.31-0.56)  <0.001
Clinically driven any coronary revascularization 64 (7.0%) 51 (5.6%) 1.24 (0.86-1.79) 0.25
A composite of death, myocardial infarction, or stroke 39 (4.2%) 83 (9.0%) 0.45 (0.31-0.66) <0.001
%6 OPTIVUS &CREDO-Kyoto registry cohort-3 CABG &D propensity score matching ZRUL\cEbE&

CREDO-Kyoto registry
S Cohort-3: CABG cohort HR
Endpoints (N=436) (N=436) [95% CI] P value
N of patients with event
(Cumulative 1-year incidence)

Primary endpoint:

A composite of death, m_yogardial infarction, stroke, or 51 (11.8%) 70 (16.5%) 0.66 (0.46-0.95) 0.02

any coronary revascularization
Secondary endpoints:

All-cause death 11 (2.5%) 12 (2.9%) 0.87 (0.38-1.97) 0.74
Cardiovascular death 4 (0.9%) 9 (2.2%) 0.42 (0.13-1.37) 0.15
Non-cardiovascular death 7 (1.6%) 3(0.7%) 2.22 (0.57-8.57) 0.25

Myocardial infarction 7 (1.6%) 19 (4.4%) 0.36 (0.15-0.85) 0.02
Spontaneous 3(0.7%) 2 (0.5%) 1.43 (0.24-8.56) 0.70
Periprocedural 4 (0.9%) 17 (3.9%) 0.23 (0.08-0.69) 0.01

Definit.e stent thrombosis or symptomatic graft 1(0.2%) 2 (0.5%) 0.48 (0.04-5.29) 0.55

occlusion

Stroke 2 (0.5%) 13 (3.1%) 0.15 (0.03-0.65) 0.01
Ischemic stroke 2 (0.5%) 1 (2.6%) 0.17 (0.04-0.78) 0.02
Hemorrhagic stroke 0 (0.0%) 3(0.7%)

BARC type 3, 4, or 5 bleeding 15 (3.5%) 135 (31.2%) 0.10 (0.06-0.17)  <0.001

Target-vessel revascularization 32 (75%) 31 (7.4%) 0.96 (0.59-1.58) 0.88
Ischemia-driven target-vessel revascularization 32 (7.5%) 16 (3.8%) 1.92 (1.05-3.50) 0.03

Any coronary revascularization 34 (7.9%) 36 (8.6%) 0.88 (0.55-1.40) 0.58
Ischemia-driven any coronary revascularization 34 (7.9%) 18 (4.3%) 1.81 (1.02-3.20) 0.04

A composite of death, myocardial infarction, or stroke 20 (4.6%) 42 (9.9%) 0.45 (0.26-0.76)  0.003
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OPTIVUS-Complex PCI study multivessel
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IVUS-guided PCl&contemporary PCI practice
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SYNTAX-I & B T I&. SYNTAX 1 strategy
(physiology-guided PCl. new-generation DES.
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IVUS-guided PCI. contemporary CTO technique.
guideline-directed medical therapy)ZRWLzPClIE.
SYNTAX-IEERD PC| B B U CTENCERIRAE C D,
FI2 SYNTAX-TEERD CABG B LEZFDERRAE CHd
EPRESTC. OPTIVUS-Complex PCl study DEA
DV ETBRUART T A VIF SYNTAX-IEFELLTHD,
AW L EE L IVUS-guided PCIS L UTHE A EOD
contemporary PCl practiceZEXD ANz [Japanese
style SYNTAX-I study] EEXDEHDTHBD. fERIE
SYNTAX-IFEBEEANIC—ELTHD. OPTIVUSI(E.
SYNTAX- 5888 & BR5HR (2006F~20074) [CfThHh N
CREDO-Kyoto registry cohort-2h5s5t& SN/ PCIEH
KU CABG performance goal EHERU CENCERRMIE
THolco FICHERNBNELTITOIFTHA DES D
CREDO-Kyoto registry cohort-3(20115%~2013%) D
PCIB#BRUCABGHEDERICEWNTH. OPTIVUS®D
B FRICINTT W .

OPTIVUS (& CREDO-Kyoto registry cohort-30 PCI
BB U T, atherectomy device DFEAZFRPRHIRS K
UBIRDIETENSL, ) Ub—T 1 L RED Dz, TN
5D practice OPTIVUSBEHDKREEminimum stent
areallDIEN DIcEEZSND,. IntensivelE AT NMER
FEFEDIUZINHDSHH. OPTIVUS Tld CREDO-Kyoto
registry cohort-30 PCIBLDDFRAHE. FHERME
IDAREDFE RIS F@LIVUS-guidancelTdoT
7O ThDREIE stent optimization HATBEICHED.
IDFEEDLBIMTEREDA XYNRETCODEMNODTIE
BVDEEZS5MNBD. OPTIVUS DRIFFERKRAEIFE B
IVUS-guided PCIZIFTIHEL . EREABEDANO VI X
Y70 follow-up CAG DAEEICHRDEEBHAREL)
EEZXBNBD, Ffc. OPTIVUS T & CREDO-Kyoto
registry cohort-3M PCI&FEELEU CRIEMMDA NhE

BEMOfEH, INSIFEBSEIR7 TO—F DE L EHAZED
short DAPT D#IRHEZ 51D, E#EFIVUS-guided
PCICINA CRADEELIZPCI practice Z&FMICATD
TED SRIREPCIBEDFERUED LU CABGDKE
BEANDELICEE ChHHEBOND,
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