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Author [ Method Year of Target Population Number of | Median follow-up Conclusions
publication patients period
Coronary angiegraphy
Al Suwaidi et al(18) 2000 CAD 157 28 mo Predictive of increased rates of myocardial events
Schachinger et al (19) 2000 Routine coronarography +- PTCA for the 147 1Ty Independentpredictor of increased rates of myocardial events
evaluation of chest pain
Hollenherg et al (47) 2001 Post-rardiac transplant T3 a CAY or cardiac Predictive of CV evens
Halcox et al (20) 2002 With and without CAD 308 death Independentpredictor of CV events
Targonski et al (52) 2003 CAD 503 46-+F monihs Independentpredicior of cerehrovascular events
von Mering et al (1) 2004 Clinical indication for coronarography 163 16 mo Response io Ach was an indepent predicior of evenis
Kiihrich etal (48) 2008 (females) 185 48 mo Independentpredictor of CV events
Sanchez et al (49) 2009 Post-cardiac iransplant 147 25+H-33 mo Independentpredicior of CV events, mainly hospital readmissions for
Coronary syndrome x Ty WOTsening angina
Impedance
Flethysmography
Perticone et al (43) 2001 Unireaied young (=54 y)hyperiensives 225 1.5 mo Predictive of increased rates of myocardial evenss
Hedtzeret al (22) 2001 CAD 281 45y Independentpredicior of CV events
Fichilschereret al (31) 2004 ACS 198 41.7+i-15.1 mo Response to Ach predictive of events
Heitzeret al (45) 2005 Heart failure (early-siage) 289 48y Response to Ach was an indepent predicior of evenis
Flow-mediated dilatation
Modena et al (44) 2002 Posi-menopausal hyperiensive £males 400 67 mo No improvement in ED with aniihyperiensives associaied with CV evenis
Golce et al (29) 2003 PAT hefore elective vascular surgery 187 L2y FAMD independendy predictive of CYV events
Brevett etal (23) 2003 PAD 131 23+-10 mo FMD = 5.8% independent predictor of CV evens
Chan etal &) 2003 Patients in cardiac rehabilitation 152 J4+-10 mo FMD associaied with CV evenk
Pattiet al 27) 2005 CAD afier PTCA 136 6 mo FMD = 7% predictive of resienosis
Earaizis et al (32) 2006 NSTEMI 9% 24.8 +- 5.9 mo FAMD = L.9% independeniy predictive of CVevents
Yoshidaet al (24) 2006 Mixed cardiac heart disease 221 I** cardiac event FMD predictive of CV events
Shimbo et al (36) 2007 Asymptomatic free ofstrole or MI 842 36 mo FMD = 7.5% predictive of increased risk (notin multivariaie analysis)
Yehoah et al (3) 2007 Elderly (72-%8 y) 2792 Sy FMD predictive of CV evenis beyond iraditional risk factors
Shechier etal @5) 2007 Consecutive healthy and cardiac patients 110 15+-2 mo FMD predictive of CV events heyond traditional risk factors
Rossiet al (38) 2008 Asymptomatic post-menopausal males 2264 45+-13 mo FMD predictive of CV evenss heyond traditional risk factors
Corrado et al (39) 2008 Asympiomatic 84 24 mo FMD and IMT predictive of CVevents
Suzuld et al (37) 2008 Asymptomatic free of strole or MI 819 81-+-21 mo FMD and metaholic syndrome predictive of higher CV events than these with
either one of them alone
Takase (26) 2008 Clinically suspecied CAD 103 50-+H- 15 mo FMD and exercise sivess ECG predictive of CVevents, whereas INT less
powerful in predicting CV evenis
Yehoah et al (35) 2009 Asympiomatic mubi-ethnic (61.2+-9.2 y) 6814 5y FMD predictive of CY evenis and increased accuracy when added o FRS
Kittaet al (33 2009 CAD and FMD =5.5% afier medical treatment | 251 36 mo or 1 cardiac Persisient impairment of FMD despiie optimized therapy to reduce RF-
event independent predictor of CV evenis
Corrado et al (28) 2009 CAD afier FTCA 58 10 mwo IMT, glycemia, and a lower FMD predictive of sient esienosis
Taldshima et al (46) 2011 Ischaemic heart faillure and FMD «<5.5% afier | 245 36 mo or 1" cardiac Persisient impairment of FMD despiie optimized therapy to reduce RF-
medical treatment event independent predictor of CV evenks
Reactive hyperemia
Miichell et al (40) 2004 Asymptomatic with moderaie RF (61 ¥) 2045 Iy 55-RH relaied to CV RF, lesser correlation for 55-RH incorporated into FAMD
Huang et al (30) 2007 PAD hefore elective vascular surgery 267 309 days RH and FMD independentpredictors of C'V evens heyond traditional RF
Philpott et al (43) 2009 Asymptomatic men without CV disease 1477 - 55-RH and vii-RH better associaied with CV RF than FMD
Andersonet al (13) 2011 Asymptomatic men without CV disease @9.4 1574 5y vii-RH (hut not FMT and CRP) and IMT predictive of CV events
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period

Coronary angiography

Al Suwaidi et al
Schachinger et al

Hollenberg et al

CAD

Routine coronarography +/- FTCA
for the evaluation of chest pain
Fost-cardiac transplant

28 mo
y

a CAV or cardiac

Predictive of increased rates of myocardial events
Independent predictor of increased rates of
myocardial events

Predictive of C'V events
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PCR Endothelial Dysfunction: DES
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— Most of these studies conclude that SES and PES induce ED —
proximal and especially distal to stent edges. but comparison
was made in different persons with different risk factors. —
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare
metal stent evaluating the enDothElial dysfuNction in the
same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Authors: Alexandru Nicolae Mischie, M.D., Marco Stefano Nazzaro, M.D., PhD, Rosario
Fiorilli, M.D., Francesco De Felice, M.D., Carmine Musto, M.D., Carla Boschetti, M.D.,
Crina Sinescu, M.D., PhD, FESC, Roberto Violini, M.D., PhD, FESC.

The study was performed at the Interventional Cardiology Unit, Ospedale San Camillo
(Roma, Italy), Direttore Prof. Roberto Violini, from from January to September 2009.
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

The aim of our randomized study was to provide the best accuracy regarding the effects of SES
and BMS over ED in the same patient. To date, no study has investigated this issue in a
prospective randomized fashion and by using a pair-stenting concept which overcomes the
different risk factors of each patient.

Study Design:

In this monocentric study, we compared the ED of SES vs. BMS, both implanted in the same
patient with multiple de novo coronary artery lesions undergoing elective percutaneous
coronary intervention (PCI). Patients, data analyst and statistician were masked to treatment
allocation.

Inclusion criteria:

+ stableanginapectoris and/or a positive stress test

« presenceof at least two de novo significant angiographic stenosis in different native
coronary vessels or in the same vessel but in different ramifications with similar diameter.
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Exclusion criteria:

 acutecoronary syndrome in the last 3 months

 coronaryvasospasm,coronary angiographic findings of a fresh thrombus at the initial
angiography (filling defect proximal to or involving the stenosis)

< coronary anatomy unsuitable for intracoronary Ach infusion (left main coronary artery disease
>30%, surgical diffuse three vessel disease or other anatomical considerations that make it
unsafeto perform intracoronary studies)

« targetvessel diameter <2,50 mm and lesion length <10 and >30 mm

+ targetvessel diameter difference >0,5mm and difference of the length of the stenosis >50%
« severe LV dysfunction

« bifurcation/ostial lesions

« presenceof adissection

« any contraindication/nontoleranceto the use of aspirin, heparin and/or clopidogrel
 chronicrenal failure requiring dialysis

 lack of consent to participate

* survival expectancy <1 year

* angiographicrestenosis at follow-up

« patients with severe risk factors for ED: uncontrolled diabetes mellitus (DM), uncontrolled
hypertension (systolic blood pressure >180mmHg), refuse to discontinue smoking, persistent
hypercholesterolemia(total cholesterol >240mg/dl)
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

540 patients screened

b

Mot meeting mclusion or exclusion cniteria
(n=483)

Eligible but refused to participate (n=12)

Other reazons (n=21)

Randomized: 24 patients

l

l

Allocated to BMS (n=24)

l

Allocated to BES {n=24)

Lost until follow-up: 3 patients refused FU, 1 patient suffered AMI in non stented vessel

[

& months angiographic FU (n=20) ]

At follow-up we excluded 4 patients for restenosis of BMS and 2 patients for
progression of lesions in non target vessels

F

Analysed (n=14)

Study protocol
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enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

m Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the

The CREDENTIAL study

Table 1. Baseline characteristics.

Table 2. Blood samples results at 6 moths follow-up.

C-Reactive Protein (mg/dl) 0.09 £0.04
Creatinin (mg/dl) 0.94%0.27
HbA1C (%) 6.043 £ 0.696
Homocysteine (microm/l) 9.95 % 2.59
Hemoglobin (gr/dL) 13.5%1.3
Total Cholesterol (mg/dl) 155.9 £ 29.7

Low Density Lipoprotein (mg/dl)

78.8£19.1

High Density Lipoprotein (mg/dl)

45.9£13.3

Age (years) 70.8x7.1
Body surface area (m?) 1.879 £ 0.117
Male sex 9 (64.2%)
Current smoking 4 (28.5%)
Positive family history of HD*|8 (57.1%)
Hypertension 13 (92.8%)
Prior myocardial infarction |6 (42.8%)
Diabetes mellitus type Il 3 (35.7%)
Stable angina (CCSt class) [2.857 £ 0.363
Heart Failure (NYHAZX class) [1.50 £ 0.65

Triglyceride (mg/dl)

112.1 1 64.2

*HD= heart disease:
+CCS= Canadian Cardiovascular Society;
INYHA= New York Heart Association.

Fibrinogen (mg/dl)

302.6 £45.9
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Table 3. PCI Characteristics.

Mean BMS length (mm)/ (range)

1611 2.9 (12.00-19.00)

Mean BMS diameter (mm)/ (range)

3.2x04 (2.50-4.00)

Mean SES stent length (mm)/ (range)

19.29 *7.28 (13.00-30.00)

Mean SES stent diameter (mm)/ (range)

2.86 £0.39 (2.50-4.00)

BMS Artery

Right Coronary Artery 5(35.7%)
Circonflex Artery 5 (35.7%)
Left Anterior Descendent Artery 4(28.5%)
SES Artery

Left Anterior Descendent Artery 5 (35.7%)
Right Coronary Artery 4 (28.5%)
Circonflex Artery 3 (21.4%)
Ramus Intermedius 2 (14.2%)

Baseline

Ach infusion
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Results (1):

For the overall population SES produce:
*a 3.5 fold vasoconstriction of SES vs. BMS calculated for distal
diameters (mean value for the 3 distal diameters)
*a 1.9 fold vasoconstriction of SES vs. BMS calculated for
DiISMD. BMS = bare metal stents;
FU = follow-up;
Endothelial Dysfunction of BMS vs. SES SES = sirolimus eluting stents;

after iAchi (6 mo FU) iAchi = intracoronary
acetylcholine infusion;

mo = month;

PSE = proximal (to) stent edge;

DSE = distal (to) stent edge;

PrSMD = proximal segment mean
diameter- mean diameter
calculated from 10 mm PSE
to PSE;

DiSMD = distal segment mean
diameter- mean diameter

calculated from DSE to 20
mm after DSE;

I3.B 132

I 10.3

16
11.6
== R R o 1.5
00 B B BN B | i1 E

10mm PSE  Smam PSE PSE intrastent DSE  Smm from 20mm from 20mm from PramD DiSMD  ToSMD ToSMD = total Segment mean
(p=0.07} (p=0.0d} (p=0.BS) (p=0.38) (p=0.37) DSE(p=0.03] DSE DsE (p=0.08] [p=0.05) ([p=0.08] diameter - mean diameter

(p=0.001) _ (p=0.002) from 10 mm PSE to 20 mm
from DSE
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Results (2):

For the subgroup with diffuse distal atherosclerotic coronary
segments, SES produce:

*a 4.0 fold vasoconstriction vs. BMS calculated for distal
diameters (mean value for the 3 distal diameters)

*a 3.6 fold vasoconstriction vs. BMS calculated for DiSMD.

Subgroup comparison. Endothelial Dysfunction distally to stent
implantation site after iAchi:
normal BMS/SES distality vs atherosclerotic BMS/SES distality

BMS = bare metal stents;
SES = sirolimus eluting
stents;

IAchi = intracoronary
acetylcholine
infusion;

DSE = distal (to) stent
edge;

DiSMD = distal segment
mean diameter- mean

173
. diameter calculated
I 5_41 l I ‘l I from DSE to 20 mm
| - after DSE

Smm from DSE 10mim: from DSE 20mim from DSE DisMD

B BMS NORMAL DISTALITY vasoconstriction from baseline [38)
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study
Possible mechanisms of
SES-induced-ED:

Endothelial Dysfunction of BMS vs. SES
after iAchi (6 mo FU)

*the drug (sirolimus normally eluted after 60 days)

4.7

*the polymer (decreased ED with 2nd-Gen-DES) mETE S TR S SUATETURT DS S5 59

evasa vasorum involvement

Subgroup comparison. Endothelial Dysfunction distally to stent
implantation site after iAchi

.mec ha n ica I i nj u ry d u ri n g PC I o normal BMS/SES distality vs atherosclerotic BMS/SES distality

*SES-i-ED could be time-limited (could dissapear :
after 1 or more years) ‘M

eAPCt || R @

PCR
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study
Limitations:

small number of enrolled patients
*high rate of drop-out at the angiographic follow-up
*no Ach infusion for EF evaluation before stent implantation

*short period of follow-up (6 months)

eAPCI || HEEE @

PCR
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Conclusions:

*In comparison to BMS, SES implantation produce an increased
vasoconstrictive response after Ach infusion. The effect is more severe in the
subgroup with distal atherosclerotic coronary disease.

*These findings could have implications regarding the type of stent we
choose (BMS, 1st-genDES or 2nd-genDES), the duration of double antiplatelet
treatment and other medical interventions to improve EF.

*We suggest a possible new gold-standard in evaluating stent-induced ED by
measuring mean segment diameters, which are more accurate than
measuring predefined punctual diameters.

*So, if a SES should be implanted in a vessel with diffuse distal
atherosclerosis, aggressive medical treatment should be administered to
decrease the ED and atherosclerosis.
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

What stent to choose for best results?
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

What stent to choose for best results?
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

What stent to choose for best results?

lincrease

Choose 2l Gen DES
freduced ED and
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Thank you for your attention!
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Additional slides
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Additional slides: BASKET study

Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Table 2. Clinical Outcomes at 24 Months in the Intention-to- Treat Population.®
Sirolimus- Everolimus-
Eluting Eluting  Bare Metal
Stent Stent Stent Sirlimus-Eluting Stent Everlimus-Eluting Stent Simlimus-Eluting Stent
Outcome (N=775) Ne774  (Ne7&) vs. BareMetal Stent vs. BareMetal Stent vs. EverolimusEluting Stent
Hiz ard Ratio Hazard Ratio Hzar d Ratio o
(95% CI) PValue (95% Q1) PValue (%% Q) PValue A
no. of pas ents (%) Q
0
Death =
A
From anycause 25 (36) 251(3.2) EENCR ] 032(0.50-135 071 0.73 (0.43-122) 046 1.13 (0 66-1,94) 0.85 =
From cardiac causes 13(1.7) 13(1.7) 22 29 059(0.3-1.18 038 058 D29-114) 037 103 (048-2.23) 093 ;
Nonfatal myocardial infarction 7 0.9 13 1.7) 20 (2.6) 037 (015-087) 013 067 (0.33-136) Q51 0S4 (0.22-1.36) 043 :
Death from cardiac causes or nonfasl »
myocardial infarction Lo
=
Total 20 (2.6) 2503.2 37 (4.5 0.54(031-093) 013 0.66 0.40-110) 03 08 045 1.47) 078 m
0-6mo 11 (1.4 10 (1.3) 21 (20 052(05-1.08 031 047 0.22-101) 02 110 0.47-259) 092 z
"
7-24 mo 9.2 1509 16 (21) 056(0%5-127) 042 090 (0.44-182) 090 06 (0.27-143) Qs 4
Targetvessel revascularization E
Ary 33(4.3) 2933.7) 79(103) 047(0.31-0.72) 0.006¢ 041 (0.27-0.65) 0.002¢ 1.13 (0,68-1,83) 0.35 =
Not relsted 1 myocard ial Infarction 29 (3.7) 24 (3.)) 6% (8.9) 046(0.30-07%  0007f 039 (024-063) 0002t 118 (069-2.04) 03 o
b
Related to myocardial infarction 4 0.5) 506 11(14) 040(0.13-128 037 049 (0.17-1.44) 0,43 082 022304 020 a
Death, myocardial infarction, or target 61 (7.9) 59 7.6) a9 (129 059{043-082) 00091 056 (0.41-078)  0005f 106 074-151) 0.9 z
vessel revascularization 3
Stent thrombosis =
Dednie 3 (0.4) 20.3) 6 (0.8) 050 (013-2.02) 059 033 (0.07-1.62) 042 L54 0.26-973) 0.8 h
Defnite or probable 6 (0.8) 5 (0.6) 2901.2) 075 (0 26-2.18) 0.85 062 (0,20-1.88) Ly 123 (0.37-4.02) 0%
Definite, probable, or possibie 11 {1.4) 12 (1.6) 13(1.7) 092 (041-210) 092 096(043-215) 0.9 0.9 (042-2.18) 0.3
* Patients may have had more than one event. All Pvalues have been adjusted for multiple comparisons.
1 The difference between groups is s ignificant ager adjustment for mukiple comparisons by means of the step-up procedure.

LOCHTY OF
CARDIOLOGY ¥
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Additional slides: RAVEL study

Medscapee ~ www.medscape.com R R
P=26 P=109 P=.26 P=119
40 1 352
£ 30 26 53
2
2
i
7 L3 122 105 103 |
10 1 71
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Death Death/MI TLR MACE
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Additional slides: SIRIUS study

# events
prevented per
SES cs P-value 1,000 patients
Overall 94 243 —_— <0.001 149
Male 101 249 B <0.001 149
Female 75 228 ] <0.001 153
Diabetes 13.7 331 ——————— <0.001 194
No Diabetes 8.0 208 I <0.001 129
LAD 15 284 T — <0.001 168
Non-LAD 7.7 214 —_— <0.001 137
Small Vessel (<2.75) 133 26.0 —————— <0.001 127
Large Vessel 56 226 [ — <0.001 170
Short Vessel 9.3 218 —_— <0.001 125
Long Lesion (>13.5) 9.7 268 [ <0.001 170
Overlap 1.0 301 PR — <0.001 191
No Overlap 8.6 216 —— <0.001 130
T T T T T T T T T
Odds Ratio 95% CI 0001 020304050607 0809 10111213
SES Better CS Better
0Odds Ratios for Target Lesion Revascularization at 5 Years for the Overall Population and by Subgroup
Values represent event rates (%) in each arm by subgroup. Bars represent odds ratio point estimates and 95% confidence intervals.
Cl = confidence interval; CS = control stent; LAD = treatment of lesions in the left anterior descending artery; SES = sirolimus-eluting stent.
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Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the

enDothElial dysfuNction in the same paTient with multiple coronary Artery Lesions.

The CREDENTIAL study

Additional slides: SIRIUS study

m Cumulative Clinical Events at 1- and 5-Year Clinical Follow-Up

SES (n = 533) BMS {n = 525) Difierence (95% CII p Value
Aleventsot 1y
Deatn 7(13) 208 06% (~0.T% to 1.8%) 055
Carsiac 3@s) 2(0.4) 02% (- 0.5% 15 1.0%) 100
Noocardis 408} 2{04) 0.4% (-05%to 1.3%) 062
Mi {a) 1830 22(42) 12%(-34% to 1.4%) 033
Qwave 408) aj08) 0.0% {~11% to 1.0%) 100
Non-G-wave 12123) 18(3.4) 12% (- 32% to 0.8%) 027
Death or any MI 23(43 25(4.8) 0.4% (-20% to 2.4%) 077
Death or Qwave Mi 1129 B{15) 05% (~11%to 21%) 064
e 26(49) 106 (20.2) 153%(-192%10 -114%) <0001
TLcaBe s[@s) 3117) 0.8% {-22% to 0.6%) 030
P 23443) 102(19.2) 151% (-183%to ~11.3%) 0,001
ATVR 38(79) 120(229) 15.7% (- 19.9% 10 111 0,001
TVR (nen-TL) 20(38) 31(65) 27%(-54% 0 —0.1%} 005
MACE 483 122(232) 150%(-193%1t0 ~10T%) <0001
F 5298 130{24.8) 15.0%(~19.5%10 - 105 <0001
All events ot 5 yrs
Deatn 15(84) 24(84) 04% (-33% to 3.4%) 100
Cardiac 22(43) 13 (35) 0.5% (~18% to 2.8%] 075
Nomcardis 23{43) 25(48) 0.4%{-30% to 2.1%) 077
™ (a5) 33(62) 33 (85) 03%(-32%to 2.7%) 050
Qwave 815 611y 04% (-~ 10% to 1.7%) 078
No-Qwave 26(453) 28(53) 05%(~34% to 2.2%) o078
Death or any MI 74139) 70{13.3) 06%(-3E% o 4TH) 088
Deatn or Qwave Wi 51{385) 43(9.3) 02%(-33%to 1.8%) 082
nR 50(94) 127(242) 143%(-192%10 -104%) <0001
TLCABG 12(23) 18{3.4) 12%(-32% to 0.8%) 027
e 138y 121(23.0) 150%(-19.3%tc -107%)  <0.001
ANTVR &8 (165) 160(30.5) 14.0% (~19.0% to ~8.9%) <0.001
TVR (mon-TL) 55(10.3) 88{13.0) 28%(-85% 0 12%) 021
MACE 108420.3) 176(335) 133%(-18.5%t0 ~8.0%) <0.002
WF 120 (225 182(347) 122% (- 176%t0 ~6.8%) 0,001
Al events between £ and 5 yo
Deatn 38(74) 40(7.8) 05%(-26% to 2.7%) 081
Cargiac 13 35) 17(32) 03%(-19%to 2.5%) 087
Noocarsiac 19(35) 23144 0.8%(~32% 10 15%) 053
s (a) 17 32) 12(23) 09%(-11%t0 29%) 045
Qwave 4(08) 2(0.4) 0.4%(-05%to 1.3%) 0.9
Noo-Quwave 1426) 10{19) 0T%{~11%to 25%) 054
Death or any Mi 51(38) 45(a8) 10%(-25% to 45%) 053
Deatn or Q-wave Mi 40(75) 41(7.8) 03%(-35% 5 2.9%) 091
R 24a5) 05% (-1 9% 0 29%) 076
TLcABG 7(13) 0.4%(-19%10 11%) 082
PO 20028} 04%(-24%t0 24 100
Al TVR 50(24) 18% (- 16%10 51%) 032
TVA (me0-TL) 35 (68) 04%(-29%to 34%) 100
macE 64{120) 54(10.3) 17%(-24%1055%) 038
™F 68 (128) 52(3.3) 29%(-10%ta 57%) 015 . o ’

Valoes 3re rumizor of casss (). Events 3t 1 JOar wees 1aporied pravious)

WS ~ bors.mat¥ steatis) CABC - coronary artery typass gaft surgery: Cf ~ confidence Intanva; MACE ~ Major JOVers Crsiae awantis);
M~ myocarclal infarction; PO ~ percatanscus coronary istarvention: SES - skolmis auting stortis}: TL - target kskoe: TLR - Largst keskon
rovascularization: TVF ~ Larget vessal faburs: TVE ~ targt vesssl rovascoiarization




m euro
Head-to-head Comparison of siRolimus eluting stEnt vs. bare metal stent evaluating the
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Additional slides: RESOLUTE study

Clinical Evaluation of the Resolute
Zotarolimus-Eluting Coronary Stent System
in the Treatinent of De Novo Lesions

in Native Coronary Arteries

The RESOLUTE US Clinical Trial

Alan C. Yeung, MD.* Martin & Lean, MD,§ Ash Jan, MD,¥ Thaddeus R Tolleson, MD,§

Douglas . Spriggs, MD,{ Brenr T. Mc Laurin, MD,§ Jeffrey J. Popma, MDD, # Peter |. Fitegeraid, MD,*
Domald E Cutlip, MD,™ Joseph M. Massaro, PHD, 1 Laura Mauri, MD, MSC$ on behalf of the
RESOLUTE US Investigators

Palo Alto and Frement, Calfornia; New York, New York; Tyler, Texas; Clasrwazer, Florida:

Anderson, Soxth Carolina; and Boston, Massachusetrs

Otjectives o RESOLUTE 55 (RS trial Is 3 pospective, ctsanvations! shidy designad o evalsate the dinkal shiactvo
2053 0f the Reschsta Eaoimus-atstng snt (R2ES) tn 3 US. popalation.

Baciground ™ RZES ieasos xtsrolimaes over 3 Smont panod n ander 12 achiass cplimal cinical aflacthvanass and
sataty,

Mothoss e RUS rial necruted pstiosts with de nowo aalive conrary kesions sailsbie o 1 or 2-vossol rastmant wen
saets from 275 19 4.0 mm n damater. i the main analysis cohort (2.5 0 3.5mm stans and siagie-lasion
taatmest), tha prmary andpoint was 12-monts target lesion fafsre (TLF) dofined o5 e compesie of candac
death, myocardal ararcton (W, and dinicaliy anee tegel ledos sevasculatzanoe [TUR), compared wth daa om
Estkovor iomimes aluting stant (EJES) tials, ofsting for hassing covarais Swoush propansty soores

Roudts Overal, 1 402 p wire aneodiad with 2 maan e damety of 250 + 04T mm 2d dabates
provalance of 3445 b the main asalysis cohort, TLF was 3.7% ot 12 months comparad with hstorkat E2ES
tesels [TLF ~ 6.5%) The RZES met the 3.3% mara of soninfonorty rate diteronos - - 28%, upper 1.sidod
5% confidonos intanat - 1.3%, p < 0.001) The owerall TLF rates was 47X, aad rates of condioo doate, MI, ane
TUH wars O.T%. L.4%, ond 2.8%. respoctivaly. Tho 12-month rate of sioat Bromidess was 0.1%

Conclusions The RZES ookovod 3 vary ow Gis of cimical resioncss whils maintaiang low roes of Important dinkcal srety
avnts sach 25 desth, N ang sient Bromboss 31 4 yuor Solowua. (The Macbaonkc RESOLUTE US Cieical Trial RUS;
NCTOOT2645T) () Am Coll Cardiol 2041.574 778-83) @ 2021 by #w Ameacan Colioge of CanSciogy Foendation
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