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WPl Estudios en Cardiologia Intervencionista
Revisiones Anuales
Temas de actualidad en cardiologia 2010

Actualizacion en cardiologia intervencionista

José M. de la Torre Hernandez**, José F. Diaz Fernandez®, Manel Sabate Tenas® y Javier Goicolea Ruigomez

Rev Esp Cardiol 2011;64(Supl 1):13-19.
Enero 2011 (91 Referencias)

YEAR IN CARDIOLOGY SERIES

The Year in Interventional Cardiology

Simon R. Dixon, MB, CHB, Cindy L. Grines, MD
Royal Oak, Michigan

Dixon SR, et.al. J Am Coll Cardiol 2011:55:2207-20.
Mayo 2011 (143 Referencias)
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ACC 2011

RCT Stents versus CABG for, Left Main Coronary Artery Disease (13'Sites, Korea)
300 Pts SES vs 300 Pts CABG

PIOICAIN AL \IR1TI1c L

Randomized Trial of Stents versus Bypass
Surgery for Left Main Coronary Artery Disease

M

2ry EP: D, MI, Stroke
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Park SJ. N Engl J Med 2011;363:1718-1727.
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ACC 2011

RCT Stents versus CABG for Left Main Coronary Artery Disease (13 Sites, Korea)
300 Pts SES vs 300 Pts CABG

I-TVR: 9.0% SES vs. 4.2% CABG (HR 2.18, 95%CI 1.1-4.32; p = 0.02).

Protocol: “... Routine follow-up angiography was recommeded after SES
but not recommended for CABG patients ... ".

Late FU angiography 75% SES vs 25%, p<0.001.

Hazard Ratio (95% Cl)
no./total no.

Coronary artery disease distribution

Left main only 1/27 (3.8) 3/34 (8.8) 0.39 (0.04-3.72)
(4.1) 3/53 (5.8) 0.70 (0.11-4.16)
(
(

Left main with single-vessel disease 2/50

Left main with double-vessel disease 13/101 (13.0) 11/90 (12.2) 1.04 (0.47-2.32)
Left main with triple-vessel disease 20/122 (16.8) 7/123 (5.8) —— 3.05(1.29-7.21)

The superb study results affected the prespecified noninferiority margin.
IVUS used in 91.2% Pts resulted favorable outcome .... Criteria ?

Park SJ. N Engl J Med 2011;363:1718-1727.
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TCT 2010

Syntax
[ ] CABG B TAXUS™ Stent
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31.7 31.1
30+ 26.8 26.7
2 22.8
= 19.4
o 209 17.0
i)
(4]
(a¥ 11.9
10+
0] : . ,- :
n= 348 357 49 42 71 67 106 112 122 136
All LM LM LM LM LM
1zolated + 1VD + 2VD + 3VD
Cumulative KM Event Rate; log-rank Pvalue, “Rinary rates
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el DES: UPLM Meta-analysis RCT

Percutaneous Coronary Intervention Versus
Coronary Artery Bypass Graft Surgery
in Left Main Coronary Artery Disease

A Meta-Analysis of Randomized Clinical Data

Davide Capodanno, MD,* Gregg W. Stone, MD,{ Marie C. Morice, MD,f Theodore A. Bass, MD,§
Corrado Tamburino, MD, PuD*

1,611 Pts, 1 Year:
LEMANS
SYNTAX Left Main,
Boudriot
PRECOMBAT

Capodanno D, et al. J Am Coll Cardiol 2011;58:1426—-32
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el DES: UPLM Meta-analysis RCT

Stroke

Model Study name Statistics for each study Events / Total Odds ratio and 95% Cl

Odds Lower Upper
ratio limit limit p-Value PCI CABG
LEMANS 0.196 0009 4.187 0297 0/52 2/
SYNTAXleft main 0.116 0.014 0.931 0043 1/35%5 8/336
PRECOIVBAT 0.199 0008 4.156 0288 0/30 2/300
Fixed Pooled estimate 0.180 0033 0.671 0.013
Random Pooled estimate 0.180 0033 0.671 0.013

12= 0% 0.01 0.1 10 100
NNT 63 Favors PClI Favors CABG

Repeat Revascularization

Model Studyname Statistics for each study Events / Total Odds ratio and 95% CI

Odds Lower Upper

ratio limit limit p-Value PCI CABG

LEMANS 3.8 1.297 11.683 0.015 15/ 8% 5/53

SYNTAX left main 2.072 1.215 3.5 0.007 45/355 22/ 336

Boudriot et al. 2.578 0.848 7.006 0.063 14/100 6/ 101

PRECONMBAT 1.851 0.840 4.0/ 0.127 18/ 300 10/ 300
Fixed Pooled estimate 2.246 1.537 3.282 0.000
Random Pooled estimate 2.246 1.537 3.282 0.000

12=0%

.01 0.1 10 100

(]
NNT 1 7 Favors PClI Favors CABG

Capodanno D, et al. J Am Coll Cardiol 2011;58:1426—-32
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ACC 2011

Is Drug-Eluting Stenting Associated With Improved Results inCoronary Artery Bypass Grafts?
RCT, Superiority Trial of/ DES vs BMS in SVG de novo Lesions

610 PTs SVG: 303 Pts DES (SES/PES) vs 307 Pts BMS

d) Primary Endpoint: Death/MI/TLR @ 1 o
LA ok

P=02
= RR 0.52 [0.30-0.90]
DES 20 -
40- BMS P=.03
RR 0.65 [0.45-0.96] %
30 15 - 13.1
221%
204
10- 154%
0-

1]
0 9 2 3 4 5 & 7 8 9 MM MM 912
Similar- individual rates of Cardiac Death, MI, ST
Mehilli J. Munich
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ESC 2011

(clinical Evaluation of Xience-V stent in Acute Myocardial INfArcTION)
“All Comers™ design. 13 Centres 3 Countries

1504 STEMI (751 Pts Xience V vs 747 Pts Multi-link Vision)
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Survival, % 88.0 85.6
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Sabate M, Barcelona, Spain
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ACTUALDAD 201l EXAMINATION

(clinical Evaluation of Xience-V stent in Acute Myocardial INfArcTION)

1504 STEMI (751 Pts Xience V. vs 747 Pts Multi-link Vision)

Target Lesion Revascularization Definite Stent Thrombosis

iR EEEEE =2

Freedom from 978
event, %

| —ULTLNKVSION _| e— HULTLNKVSEON

Sabate M, Barcelona, Spain
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eIPNll Second vs First Generation DES

2Y Meta-analysis (EES vs PES) 4 RCT (6,608 Pts)

SPIRIT

A randomised comparison of an everolimus-eluting
coronary stent with a paclitaxel-eluting coronary stent:
the SPIRIT Il trial

SPIRIT Il

Comparison of an Everolimus-Eluting Stent
and a Paclitaxel-Eluting Stent in Patients
With Coronary Artery Disease

A Randomized Trial

Serruys PW, et al. Eurointervention 2006:2:286-294.

Stone G, et al. JAMA 2008;299:1903-13.
SPIRIT IV
Everolimus-Eluting versus Paclitaxel-Eluting Stents

in Coronary Artery Disease
Stone G, et al. N Engl J Med 2010;362:1663-74.

COMPARE

Second-generation everolimus-eluting and > W

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

Kedhi E, et al. Lancet 2010;375:201-09.

Alfonso F, Fernandez C. J Am Coll Cardiol 2011; 58:26-29
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EES vs PES

Second-Generation 2Y Meta-an alysis
Drug-Eluting Stents 4 RCT (6,608 PtS)

Moving the Field Forward®

Risk Ratio Risk Ratio
Study IV, Random, 95% CI IV, Random, 95% CI
Total Death SPIRIT Il 0.55[0.19, 1.64) =
SPIRIT I 0.78 [0.33, 1.87] —
SPIRIT IV 0.76 (0.49,1.18) I

COMPARE 1.10[0.66, 1.84) I
Total (95% CI) 0.85[0.63, 1.14]

Heterogeneity. Tau®= 0.00; Chi*=1.88, df= 3 (P = 0.60), *=0%
Testfor overall effect: Z=1.08 (P =0.28)

SPIRITII 0.521[0.15,1.79)
SPIRIT Il 0.56 [0.30, 1.03)
SPIRIT IV 0.64 [0.44, 0.93]
COMPARE 0.51 [0.34, 0.76]

Total (95% CI) 0.57 [0.45, 0.73]

1 L 1
Heterogeneity. Tau®= 0.00; Chi*= 0.64, df= 3 (P= 0.89), "= 0% 0.05 0.2 1 5 2
Testfor overall effect: Z= 4.52 (P < 0.00001) Favors EES Favors PES

Random-Effects Meta-Analysis of the 2-Year Results of the 4 Randomized Clinical Trials Comparing EES With PES

Alfonso F, Fernandez C. J Am Coll Cardiol 2011; 58:26-29
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EES vs PES

Second-Generation 2Y Meta-an alysis
Drug-Eluting Stents 4 RCT (6,608 PtS)

Moving the Field Forward®

SPIRIT Il 0.55[0.19, 1.64) —
SPIRIT Il 0.61[0.36,1.03] ——
SPIRIT IV 0.65 [0.49, 0.86] =
-
&

COMPARE 0.43[0.27,0.70)

Total (95% CI) 0.59 [0.47,0.73)

Helerogeneity. Tau®*= 0.00,Chi*= 212, di=3 (P=055), "= 0%
Test for overall effect Z= 4 83 (P < 0.00001)

SPIRIT Il 0.66 [0.06, 7.18)
SPIRIT I 0.76 [0.25, 2.31) —e-
SPIRIT IV 0.33[0.15,0.74) —
COMPARE 0.23[0.11,049) B T
<=

Total (95% CI) 0.35[0.21, 0.60)

Heterogeneity. Tau®= 0.04, Ch*= 341, d(=3(P=0.33),F=12% ¢ %

Testfor overall effect Z= 387 (P = 0.0001) o O

20

Random-Effects Meta-Analysis of the 2-Year Results of the 4 Randomized Clinical Trials Comparing EES With PES

Alfonso F, Fernandez C. J Am Coll Cardiol 2011; 58:26-29
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1Y Meta-analysis EES vs SES: 8 RCT (11,351 Pts)

BASKET-PROVE
EXCELLENT
SEA-SIDE
ISAR-TEST-4
SORT-OUT-4
ESSENCE-DIABETES
X-AMI

RESET

Alfonso F, Fernandez C. J Am Coll Cardiol 2011;58:1855-8.
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GWAIVBPNY Second vs First Generation DES

Head-to-Head Randomized
Comparisons of Limus-Eluting
Coronary Stents

Pursuing Excellence or Flying

Too | Iigll?'“

CARDIAC DEATH BASKET-PROVE
EXCELLENT
SEA-SIDE
ISAR-TEST 4
SORT OUT 4
ESSENCE-DIABETES
X-AMI
RESET

Total (95% CI)

BASKET-PROVE
EXCELLENT
SEA-SIDE
ISAR-TEST 4

SORT OUT 4
ESSENCE-DIABETES
X-AMI

RESET

Total (95% CI)

EES vs SES
1Y Meta-analysis

8 RCT

Risk Ratio
IV, Random, 95% CI
1.00 [0.47, 2.15]
0.51 [0.09, 3.03]
1.00 [0.06, 15.69]
1.05 [0.61, 1.82)
1.36 [0.76, 2.45]
0.50 [0.05, 5.49]
0.55 [0.18, 1.68]
0.77 [0.40, 1.47]

0.97 [0.72, 1.30]

Test for overall effect: Z = 0.21 (P = 0.83)

1.86 [0.75, 4.64]
1.01 [0.37, 2.77]
0.33 [0.07, 1.60]
0.79 [0.45, 1.37]
0.79 [0.40, 1.54)
0.20 [0.01, 4.16]
0.37 [0.06, 2.18]
0.86 [0.59, 1.27]
0.85 [0.66, 1.10]

(11,351 Pts)

Risk Ratio
IV, Random, 95% CI

Heterogeneity: Tau? = 0.00; Chi* = 3.65,df =7 (P = 0.82); I?= 0%

Heterogeneity: Tau* = 0.00; Chi*=6.17,df =7 (P = 0.52); I? = 0%
Test for overall effect: Z = 1.25 (P = 0.21)

EES Better SES Better

Alfonso F, Fernandez C. J Am Coll Cardiol 2011;58:1855-8.
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GWAIVBPNY Second vs First Generation DES

Head-to-Head Randomized EES vs SES
Comparisons of Limus-Eluting

Coronary Stents 1Y Meta-analysis
Pursuing Excellence or Flying 8 RCT (11’351 PtS)

Too | Iigll?'“

IF-TVR BASKET-PROVE 0.88 [0.54, 1.43]
EXCELLENT 1.40 [0.65, 2.99)
SEA-SIDE 1.00 [0.30, 3.31)
ISAR-TEST 4 0.89 [0.71, 1.11]
SORT OUT 4 0.81 [0.63, 1.23]
ESSENCE-DIABETES 0.17 [0.02, 1.38])
X-AMI 0.69 [0.28, 1.72]
RESET 1.00 [0.77, 1.30]
Total (95% CI) 0.91 [0.79, 1.05]
Heterogeneity: Tau® = 0.00; ChifF=4.96,df =7 (P = 0.67). = 0%
Test for overall effect: Z=1.25 (P =0.21)

BASKET-PROVE 0.83 [0.26, 2.72]
EXCELLENT 0.45 [0.10, 2.01]
SEA-SIDE Not estimable
ISAR-TEST 4 0.76 [0.32. 1.78]
SORT OUT 4 1.00 [0.46, 2.14]
ESSENCE-DIABETES 1.01 [0.06, 15.95]
X-AMI 0.46 [0.14, 1.48)
RESET 1.01 [0.33, 3.13]
Total (959% CI) 0.78 [0.52, 1.18])
Heterogeneity: Tau® = 0.00; Chi*= 1.95,df=6 (P = 0.92); 17 = 0%
Test for overall effect: Z = 1.16 (P = 0.25)

EES Better SES Better

Alfonso F, Fernandez C. J Am Coll Cardiol 2011;58:1855-8.
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Thrombosis of Second-Generation Drug-Eluting
Stents in Real Practice

Results From the Multicenter Spanish Registry ESTROFA-2 (Estudlo
Espanol Sobre Trombosis de Stents Farmacoactivos de Segunda Generaclon-2)
From 2005 to 2008, 4,768 patients were included in 34 centers:
2,549 treated with ZES, and 2,219 with EES.
The cumulative incidence of definite/probable ST for ZES was 1.3% at 1 year and 1.7% at 2 years and
for EES 1.4% at 1 year and 1.7% at 2 years.
The increment of definite ST between the first and second year was 0.2% and 0.25%, respectively.

Definitive ST Definitive / Probable ST

o
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De la Torre JM, et al, Am Coll Cardiol Intv 2010;3:911-9
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LD 01 RESOLUTE “All Comers’

Comparison of Zotarolimus-Eluting
and Everolimus-Eluting Coronary Stents

2292 Pts. Noninferiority
1ry EP was target-lesion failure (TLF) (cardiac death, MI, ITL at 1Y)

1ry EP (TLF) ST (2.3% vs 1.5%, p=0.17)

Definite Stent Thrombosis  Probable Stent Thrombosis
% Cardiac death % Cardiac death
A MI (according to ARC A MI (according to ARC ’
definition) definition) Zotarolimus
® Target-lesion
revascularization

ofEvents (%)

Cumulative Incidence of Events (%)

Cumulative Incidence

0 30 60 90 120 150 180 210 240 270 300 330 360 ‘ 20 30 270 360

Days since Initial Procedure

In-stent late lumen loss was 0.27+04 mm ZES vs 0.19+40.4 mm EES, p=0.08)

Serruys PW, et al. N Engl J Med 2010;363:136-46.
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TCT 2010

Intracoronary Stenting and Angiographic Results:
Test Efficacy of Rapamycis/Probucol- and Zotarolimus-Eluting STents - 5

Dual-DES:Rapamycin / Probucol / Natural Resin (ZES):(Endeavor Resolute)

No polymer BioLinx polymer
1ry Endpoint Device-oriented (Cardiac Death, TVR-MI, I-TLR)
S0 :
P poninterionty Dusl-0es vs. ze5 —0.012
Y = .
Pre-specified margin 3%
40 !
30
P=0.83
RR 1.03 [0.80-1.31]
20 :
-2 -1 (8] 1 2 3 4
A Device-oriented MACE (%) ZES 13.1 0/0
10-] /ﬁual-DEs 13.1%
e
ol
| [ I | I I | I | | I I I
F— ) e p 3 4 5 6 7 8 9 10 11 12

Mehilli J, Munich All Individual end-points at 1Y SIMILAR
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45 Pts
The strut design and the manufacturing process were modified lower hydrolysis
(in vivo degradation) rate of the polymer.
Baseline Follow-up
. m° . e Late loss ( VS )
= Y &
Post-implantation

{ )

Q'Q .d

BVS 1.1: 0.19 £ 0.18mm (N=42)
EES*: 0.10 £ 0.23mm (N=23)

>

BVS1.0: 0.43 0.37mm (N=26)
. BMS*: 0.85 £ 0.36mm (N=27)
The backscattering of the polymeric

struts did not decrease over time

Serruys PW, et al. Circulation. 2010;122:2301-2312
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D0 201
YT GRAVITAS

Gauging Responsiveness with A VerifyNow Assay - Impact on Thrombosis And Safety Trial

Elective or Urgent PCIl with DES*

|
| VerifyNow P2Y12 Test 12-24 hours post-PCI |

(Platelet Reactivity Units) @

(N = 1109) R (N = 1105)

High-Dose Clopidogrel!

Standard-Dose Clopidogrel

clopidogrel 600-mg, then clopidogrel 75-mg daily X 6 months

clopidogrel 150-mg daily X 6 months

Primary Efficacy Endpoint: CV D, MI, ST @ 6 Mo Bleeding Events: Similar
2.3% vs. 2.3% Standard-Dose High-Dose
3 HR 1.01 (95% CI 0.58 - 1.76) _I 500 P=ds P <0.001
p=0.98 g
N 400 — o
# PRU 300

value
200~

- Standard-Dose Clopidogrel -

= VN

i U
N=1105 N=1013 N=040 N=1108 N=1012 N=044

0

(0) 3b Gb 9b 1:'20 150 150 2‘i( Post-PCl 30d Bmo  Post-PCl 3'0d & mo
Price MJ et al. JAMA. 2011:305(11):1097-1105
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ESC 2011

PROlonging Dual
‘ ’ antiplatelet treatment after
| : Grading stent-induced

PRODIGY || Intimal hyperplasia studY

1,970 Patients DES: DAT 6m vs 2Y.
1ry EP (Death, MI, CVA)

24 mo DAPT B 6 mo DAPT

12 -

10.1
10.0

Hazard Ratio: 0.98 (0.74-1.29)

0 180 360 540 720

No. at Risk
24-Month Clopidogrel 987 925 884
6-Month Clopidogrel 983 919 881

Valgimi gli M. Ferrara Italy 24 mo DAT increased rate of bleeding
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XD 201l PROSPECT

A Prospective Natural-History Study

of Coronary Atherosclerosis

697 ACS Pts 3V IVUS VH after PCI. Follow-up 3.4 years
1ry EP (Cardiac D, cardiac arrest, Ml, hospitalization: UA or progressive angina)
“Non-culprit lesion” Events: 12% of patients after PCI

M Present [l Absent

16.4

Rate of Major Adverse Cardiovascular
Events (%)

TCFA (all) TCFA+MLA =4 mm? TCFA+PB =70% TCFA+PB =70%+
MLA =4 mm?

Lesion hazard ratio (95% Cl) 3.90 (2.25-6.76) 6.55 (3.43-12.51) 10.83 (5.55-21.10) 11.05 (4.39-27.82)
P value <0.001 <0.001 <0.001 <0.001
Prevalence (%) 46.7 15.9 10.1 4.2

Figure 2. Event Rates for Lesions That Were and Those That Were Not Thin-Cap Fibroatheromas, at a Median
Follow-up of 3.4 Years.

Sotne G, et al. N Engl J Med 2011;364:226-35.
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Prospective Application of Predefined Intravascular Ultrasound Criteria for Revascularization of
Intermediate Left Main Coronary Artery Lesions

354 Pts in 22 centers. LMCA revascularization 91% (152 of 168) of Pts with an
MLA <6 mmz2) and deferred in 96% (179 of 186) of Pts with MLA of >6 mm:

Pts with deferred revascularization (MLA >6 mm?)

Survival free of cardiac death, Ml
and LMCA revascularizacion
at 2 years:

94.2 =+ 1.8%

De la Torre JM et al. J Am Coll Cardiol 2011 Jul 19;58(4):351-8.
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APl |hflammation & Pathological Substrate
25 ACS Pts
Plague Rupture Plague Erosion
A C
A
.
% :
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Ferrante G. Circulation 2011;122;2505-2513
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Inflammation & Pathological Substrate

Serum Levels Myeloperoxidase

I
Plaque rupture Plaque erosion

Ferrante G. Circulation 2011:122:2505-2513



CAD® i o Underlying Pathological Substrate:
STEMI vs NSTEMI

STEMI

s

Coronary tlow

InoY, etal. JACC Cardiovasc Interv. 2011;4:76-832.
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RIVAL

ACC 2011

Radlal Vs femorAL access for coronary interventions in ACS
Canadian Institutes of Health Research

Primary and Secondary Outcomes

Radial Femoral
(n=3507) (n=35199 HR 95% CI P

% %
Primary Outcome
Death, MI, Stroke,
Non-CABG Major 3.7 4.0 092 0.72-1.17 0.50
Bleed
Secondary Outcomes
Death, MI, Stroke 3.2 3.2 098 0.77-1.28 0.90

Non-CABG Major 0.7 09 073 043123 023

Bleeding

Radial : > Cross-over.and Fluoroscopy times. Better.in STEMI
Major Vascular (Large hematoma, PSA, Fistula, Vascular surgery)
Access Site 1.4 3.7 0.37 0.27-0.52 <0.0001

Complications

Jolly SS, Canada
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ACC 2011

RCT Comparing Prophylactic Impellato IABP in High-Risk PCI

Patients Requiring Prophylactic Hemodynamic Support
During Non-Emergent High Risk PCl on
Unprotected LM/Last Patent Conduit and LVEF=35% OR
3 Vessel Disease and LVEF=30%

4

1:1

IABP + 447 Pts
PCI

223 Pts 224 Pts
Primary Endpoint = 30-day Composite MAE* rate

1ry EP: MI, Any Revascularization, Angio failue, Renal dysf, Severe hypotension...)

Per Protocol Population, N=426

50 - ;
I
a5 i
= l
1
£ a0 |
2 :
S 35 IMPELLA e
L 90-day MAE]
= p=0.03
30 -
25 Log rank test, p=0.05

0 10 20 30 40 50 G0 7D 80O 90
Time post index procedure (days)

O Neill W, Different:Procedural Characteristics (Medication & Devices)




CRISP-AMI

ESC 2011

ONLINE FIRST

Intra-aortic Balloon Counterpulsation
and Infarct Size in Patients With Acute

Anterior Myocardial Infarction Without Shock
The CRISP AMI Randomized Trial

1ry EP (NMR) Infarct size similar in both groups:
IABC+PCI: 42.1% vs 37.5% ICP alone P=.06.

Time to coronary device was 77 minutes for IABC+PCI
group vs 68 minutes for the PCI alone group (P=.04).

-h
&)

Log-rank P=.12

b
o

PCI alone

Event Rate of Death,

(&)

LR PR] D

= IABC plus PCI
1

0 30 60 90 120 150 180
Days

Patel MR, et al. JAMA. 2011;306(12):1329-1337
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TCT 2010

PARTNER

The NEW ENGLAN D
JOURNAL of MEDICINE

ESTABLISHED IN 1812 OCTOBER 21, 2010 VOL. 363 NO. 17

Transcatheter Aortic-Valve Implantation for Aortic Stenosis
in Patients Who Cannot Undergo Surgery

Martin B. Leon, M.D., Craig R. Smith, M.D., Michael Mack, M.D., D. Craig Miller, M.D., Jeffrey W. Moses, M.D.,
Lars G. Svensson, M.D., Ph.D., E. Murat Tuzcu, M.D., John G. Webb, M.D., Gregory P. Fontana, M.D.,
Raj R. Makkar, M.D., David L. Brown, M.D., Peter C. Block, M.D., Robert A. Guyton, M.D.,
Augusto D. Pichard, M.D., Joseph E. Bavaria, M.D., Howard C. Herrmann, M.D., Pamela S. Douglas, M.D,,
John L. Petersen, M.D,, Jodi ]. Akin, M.S., William N. Anderson, Ph.D., Duolao Wang, Ph.D.,
and Stuart Pocock, Ph.D., for the PARTNER Trial Investigators™®

Y

328 Pts SAS (21 Centers) TAVIivs Medical Management (including BAV)

Leon MB. N Engl J Med 2010;363:1597-1607.
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TCT 2010

o
2
5

Death from Any Cause (%)

No. at Risk
TAVI

Standard therapy

PARTNER

;

Hazard ratio, 0.55 (95% Cl, 0.40—0.74)
P<0.001

Standard therapy

Cause (%)

Death from Cardiovascular

No. at Risk
179 TAVI

179 Standard therapy

Hazard ratio, 0.39 (95% Cl, 0.27—-0.56)
P<0.001

Standard therapy

179
179

C Co Uiy

Death from Any Cause or
Repeat Hospitalization (%

No. at Risk
TAVI

Standard therapy 179

EP 2

100
Hazard ratio, 0.46 (95% Cl, 0.35-0.59)

80 P<0.001
Standard therapy
60—

TAVI
40

or Major Stroke (%)

20+

Death from Any Cause

0

0

No. at Risk
179 TAVI

Leon MB. N Engl J Med 2010;363:1597-1607.

Standard therapy

Hazard ratio, 0.58 (95% Cl, 0.43-0.78)
P<0.001
Standard therapy

12
Months

179 118
179 &3




CARDI®

ACTUALDAD 201l PARTNER

TCT 2010

At 30 days, TAVI, as compared with standard therapy, was associated with a
higher incidence of major strokes (5.0% vs. 1.1%, P = 0.06) and major vascular
complications (16.2% vs. 1.1%, P<0.001)

NYHA Class
B! On Em Wl B Dead

P<0.001 P<=0.001

TAVI Standard TAVI Standard TAWI Standard TAVI Standard
Baseline 30 Days 6 Months 1 Year

Leon MB. N Engl J Med 2010;363:1597-1607.
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“High-Risk™ SAS

Operative Mortality >15%
STS score >10

Assessment Transfemoral Access
Randomized = 699 patients

Transfemoral e =492 Transapical
n =492 TA =207 n =207
TAVR (244) AVR (248) TAVR (104) m
30 Days (236) 30 Days (223) : 30 Days (100) 30 Days (92)

Dead =8 Dead = 15 Dead =4 Dead =7

Withdrawal =0 Withdrawal = 10 Withdrawal =0 Withdrawal = 4

1 Year (189) 1 Year (168) 1 Year (73) 1 Year (68)
Dead = 46 Dead = 47 Dead = 26 Dead = 20

Withdrawal = 1 Withdrawal = 8 3 Withdrawal = 0 Withdrawal = 3
: LTFU =1 LTFU =1

Smith CR, Early Devices. Most sites no previous TAVR experience
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“High-Risk” SAS

Primary Endpoint: All Cause Mortality 1Y

05 HR [95% CI] =
TAVR 0.93[0.71, 1.22]
A A\ R P (log rank) = 0.62
0.3
0.2
0.1
0 #- ' ' ' '
o e 12 18 24

Pre-specified Noninferiority Margin 7.5%

[ - o e e o
[ I I R

-3:0 -2.0 -1.0 0.0 1.0 2.0 3.0 4.0 50 6.0 7.0 8.0 %
Upper one-sided 95% CI

Smith CR, et al. N Engl J Med 2011;364:2187-98.
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Pts <601y, cryptogenic stroke or. TIA and

PFO documented with TEE
(Presumed paradoxical embolism through a Patent. Foramen Ovale)

MN=44T7 MN=4862
STARFlex® _
Closure (within 30 Days) LET G e
- " 24 Months Aspirin Or Warfarin
6 Months Aspirin and Clopidigrel Or Combinati
followed by 18 Months Aspirin HIAHOH
N = 447 N = 462

2 Year Primary Endpoint ITT
STARTFlex STARFlex Medical Adjusted
n =447 n =462 P value*
1ry EP. Composite Composite 0.30
Strokel/TIA 2Y :
<30d Death Stroke 0.77
>30d Neuro Death

Major vascular
complications™

Adtrial fibrillation

Major bleeding

Furlan AJ, Cleveland
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ACC 2011

Percutaneous Repair or Surgery for Mitral Regurgitation

Ted Feldman, M.D., Elyse Foster, M.D., Donald D. Glower, M.D., Saibal Kar, M.D., Michael J. Rinaldi, M.D.,
Peter S. Fail, M.D., Richard W. Smalling, M.D., Ph.D., Robert Siegel, M.D., Geoffrey A. Rose, M.D,,
Eric Engeron, M.D., Catalin Loghin, M.D., Alfredo Trento, M.D., Eric R. Skipper, M.D., Tommy Fudge, M.D.,
George V. Letsou, M.D., Joseph M. Massaro, Ph.D., and Laura Mauri, M.D., for the EVEREST Il Investigators*

279 Pts 3+/4+ MR randomized (2:1) to undergo percutaneous

repair or conventional surgery for repair/replacement
|

1ry EP (12 Months) for efficacy was freedom from death,
surgery for mitral-valve dysfunction and 3+/4+ MR
55% percutaneous vs 77% surgical (p=0.007)

j Major adverse events (1 Month):
B Guring diastole 15% percutaneous vs 48% surgical (p<0.001).

At 12 months, both groups improved:
- left ventricular size
- NYHA
- QOL

approximation
the clip

Feldman T, et al. N Engl J Med 2011;364:1395-406.
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