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PARTNER Study DesignPARTNER Study DesignPARTNER Study DesignPARTNER Study Design

Symptomatic Severe Aortic StenosisSymptomatic Severe Aortic Stenosis
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Study DevicesStudy DevicesStudy DevicesStudy Devices

Transfemoral Transapical

Edwards SAPIEN THV
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Enrolling Study SitesEnrolling Study SitesEnrolling Study SitesEnrolling Study Sites
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Symptomatic Severe Aortic StenosisSymptomatic Severe Aortic Stenosis

ASSESSMENT: High-Risk AVR Candidate
3,105 Total Patients Screened

ASSESSMENT: High-Risk AVR Candidate
3,105 Total Patients Screened

N = 358InoperableInoperable
Total = 1,057 patients

2 Parallel Trials: 
Individually Powered

ASSESSMENT: 
Transfemoral 

Access

ASSESSMENT: 
Transfemoral 

Access

Individually Powered

Yes No

N = 179
Standard

Not In Study

TF TAVR

1:1 Randomization

N = 179

TherapyTF TAVR

Primary Endpoint: All-Cause Mortality 
Over Length of Trial (Superiority)

C P i E d i t C it f All C M t lit

VS

Co-Primary Endpoint: Composite of All-Cause Mortality
and Repeat Hospitalization (Superiority)



Study Flow of 3Study Flow of 3--Year FUYear FU
C h t B I bl P ti tC h t B I bl P ti t

n = 358n = 358

Cohort B Inoperable PatientsCohort B Inoperable Patients
n = 358

Randomized Inoperable
n = 358

Randomized Inoperable

n = 179
TAVR

n = 179
Standard Therapy

124/124 patients
100% followed at 1 Yr 

124/124 patients
100% followed at 1 Yr 

85/85 patients
100% followed at 1 Yr 

85/85 patients
100% followed at 1 Yr 

Cross overCross over

101/102 patients*
99.0% followed at 2 Yr 

101/102 patients*
99.0% followed at 2 Yr 

46/46 patients
100% followed at 2 Yr 

46/46 patients
100% followed at 2 Yr 

Cross over 
11 pts

Cross over 
11 pts

80/82 patients**
97 6% followed at 3 Yr

80/82 patients**
97 6% followed at 3 Yr

19/19 patients
100% followed at 3 Yr

19/19 patients
100% followed at 3 Yr

Cross over 
9 pts

Cross over 
9 pts

•• *One TAVR patient was alive and censored prior to the window*One TAVR patient was alive and censored prior to the window
•• **Two TAVR patients were alive and censored prior to the window (including the one **Two TAVR patients were alive and censored prior to the window (including the one 

97.6% followed at 3 Yr 97.6% followed at 3 Yr 100% followed at 3 Yr 100% followed at 3 Yr 

in the same status at 2 years); one TAVR patient withdrew between 2 and 3 yearsin the same status at 2 years); one TAVR patient withdrew between 2 and 3 years
•• No patients were lost to followNo patients were lost to follow--upup

Samir R. Kapadia, MD in TCT 2012 



Patient Characteristics (1)Patient Characteristics (1)( )( )

CharacteristicCharacteristic TAVRTAVR
n = 179n = 179

Standard RxStandard Rx
n = 179n = 179

p valuep value

AA 83 1± 8 6 83 2± 8 3 0 95Age Age –– yryr 83.1 ± 8.6 83.2 ± 8.3 0.95
Male sex (%)Male sex (%) 45.8 46.9 0.92
STS ScoreSTS Score 11 2± 5 8 12 1± 6 1 0 14STS ScoreSTS Score 11.2 ± 5.8 12.1 ± 6.1 0.14
NYHANYHA

I or II (%)I or II (%)
III or IV (%)III or IV (%)

7.8
92 2

6.1
93 9

0.68
0 68III or IV (%)III or IV (%) 92.2 93.9 0.68

CAD (%)CAD (%) 67.6 74.3 0.20
Prior MI (%)Prior MI (%) 18.6 26.4 0.10( )( )
Prior CABG (%)Prior CABG (%) 37.4 45.6 0.17
Prior PCI (%)Prior PCI (%) 30.5 24.8 0.31
Prior BAV (%)Prior BAV (%) 16.2 24.4 0.09
CVD (%)CVD (%) 27.4 27.5 1.00

Note: Same as previously presented at TCT 2010 and published in the NEJM manuscript.



All Cause Mortality (ITT)All Cause Mortality (ITT)
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Repeat Hospitalization (ITT)Repeat Hospitalization (ITT)p p ( )p p ( )
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NYHA Class Over Time (ITT)NYHA Class Over Time (ITT)( )( )
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PARTNER Cohort B – Cost Effectiveness
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Clinical Implications Clinical Implications pp

Th d t ti t t th l fTh d t ti t t th l f•• Three year data continue to support the role of Three year data continue to support the role of 
TAVR as the standardTAVR as the standard--ofof--care for symptomatic care for symptomatic 
patients with aortic stenosis who are not surgical patients with aortic stenosis who are not surgical 
candidates.candidates.ca d da esca d da es

•• These data underscore the importance of patient These data underscore the importance of patient 
selection before TAVR and the need for selection before TAVR and the need for 
aggressive management of illnesses after TAVR.aggressive management of illnesses after TAVR.gg ggg g
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Study Flow of 3Study Flow of 3--Year FUYear FU
C h t A Hi hC h t A Hi h Ri k P ti tRi k P ti tCohort A HighCohort A High--Risk PatientsRisk Patients

Randomized = 699 patientsRandomized = 699 patients
TF = 492 (70%)TransfemoralTransfemoral TransapicalTransapicalTF = 492 (70%)
TA = 207 (30%)

Transfemoral
n = 492

Transfemoral
n = 492

Transapical
n = 207

Transapical
n = 207

AVR (248)TAVR (244) AVR (103)TAVR (104)

3 Years
Alive = 132
Dead = 96

3 Years
Alive = 119
Dead = 101

3 Years
Alive = 45
Dead = 52

3 Years
Alive = 47
Dead = 42Dead = 96

LTFU = 3
Withdrawal = 3

Ongoing F/U = 10

Dead = 101
LTFU = 3

Withdrawal = 17
Ongoing F/U = 8

Dead = 52
LTFU = 1

Withdrawal = 0
Ongoing F/U = 6

Dead = 42
LTFU = 1

Withdrawal = 10
Ongoing F/U = 3

86.5% follow-
up at 3 years

92.2% follow-
up at 3 years

91.5% follow-
up at 3 years

91.0% follow-
up at 3 years

VinodVinod H. H. ThouraniThourani, , MD in ACC 2013MD in ACC 2013



Baseline Patient CharacteristicsBaseline Patient Characteristics
DemographicsDemographicsDemographicsDemographics

TAVR AVR

Characteristic

TAVR
(n=348)

AVR
(n=351)

n nCharacteristic n n

Age – years (Mean ± SD) 348 83.6 ± 6.8 349 84.5 ± 6.4

Male 201 57.8% 198 56.7%

NYHA Class III or IV 328 94.3% 328 94.0%

Previous CABG 148 42 5 152 43 6Previous CABG 148 42.5 152 43.6

Cerebrovascular disease 96 29.4 87 26.8

Peripheral vascular disease 149 43.2 142 41.6

STS S (M ± SD) 347 11 8 ± 3 3 349 11 7 ± 3 5STS Score (Mean ± SD) 347 11.8 ± 3.3 349 11.7 ± 3.5



Echocardiographic Findings (AT)Echocardiographic Findings (AT)
Aortic Val e AreaAortic Val e AreaAortic Valve AreaAortic Valve Area

p = NSp

Sp = 0.0017 p = 0.0019 p = NSp = 0.0005 p = NS

p = NSp

TAVR
No. of Echos

304 271 223 211 150 88

AVR 294 226 163 154 121 70



Echocardiographic Findings (AT)Echocardiographic Findings (AT)
Mean & Peak GradientsMean & Peak GradientsMean & Peak GradientsMean & Peak Gradients

TAVR
No. of Echos

310 277 233 219 155 88

AVR 299 230 169 158 123 72



AllAll--Cause Mortality (ITT)Cause Mortality (ITT)y ( )y ( )

HR [95% CI] =
0.93 [0.74, 1.15]

p (log rank) = 0 483p (log rank)  0.483

34 6%

44.8%

44 2%

26.8%

34.6%

33.7%

44.2%

24.3%

TAVR 348 298 261 239 222 187 149

No. at Risk

AVR 351 252 236 223 202 174 142



AllAll--Cause Mortality (ITT)Cause Mortality (ITT)
Landmark AnalysisLandmark AnalysisLandmark AnalysisLandmark Analysis
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TAVRTAVR 348348 298298 261261 239239 222222 187187 149149

AVRAVR 351351 252252 236236 223223 202202 174174 142142



Multivariable Baseline Predictors Multivariable Baseline Predictors 
of Mortality (ITT)of Mortality (ITT) –– TAVRTAVRof Mortality (ITT) of Mortality (ITT) –– TAVRTAVR

TAVR Hazard Ratio [95% CI] p-value

Body Mass Index (lbs/in2) 0 95 [0 92 0 98] 0 0003Body Mass Index (lbs/in2) 0.95 [0.92, 0.98] 0.0003

Atrial Fibrillation 1.62 [1.15, 2.27] 0.0056

Mean Gradient (Baseline) 0.98 [0.97, 0.99] 0.0033

Liver Disease 2.39 [1.11, 5.14] 0.0254

Renal Disease (CR ≥ 2) 1.61 [1.11, 2.35] 0.0131( ) [ , ]



NYHA Class Survivors (ITT)NYHA Class Survivors (ITT)( )( )
p = 0.001p = NS p = NS p = NS p = NS
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PARTNER A – Major / Minor Srtoke (ITT)
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Clinical Outcomes at 1, 2, and 3 Years (ITT) Clinical Outcomes at 1, 2, and 3 Years (ITT) 
All Patients (N=699)All Patients (N=699)All Patients (N=699)All Patients (N=699)

1 Year 2 Years 3 Years

OutcomeOutcome AVRAVR
(N =(N = 351)351)

TAVRTAVR
(N =(N = 348)348) pp--valuevalue AVRAVR

(N = 351)(N = 351)
TAVRTAVR

(N =(N = 348)348) pp--valuevalue AVRAVR
(N = 351)(N = 351)

TAVRTAVR
(N =(N = 348)348) pp--valuevalue(N = (N = 351)351) (N = (N = 348)348) (N = 351)(N = 351) (N = (N = 348)348) (N = 351)(N = 351) (N = (N = 348)348)

Major Vasc. Comp. –– no. (%)no. (%) 13 (3.8) 42 (12.1) <0.001 13 (3.8) 43 (12.5) <0.001 13 (3.8) 43 (12.5) <0.001

Major Major Bleeding Bleeding –– no. (%)no. (%) 88 (26.7)88 (26.7) 52 (15.7)52 (15.7) <<0.0010.001 95 (29.5)95 (29.5) 61 (19.3)61 (19.3) 0.0030.003 99 (31.5)99 (31.5) 64 (20.8)64 (20.8) 0.0030.003

New New PM PM –– no. (%)no. (%) 16 (5.0)16 (5.0) 21 (6.4)21 (6.4) 0.440.44 19 (6.3)19 (6.3) 24 (7.6)24 (7.6) 0.540.54 20 (6.8)20 (6.8) 25 (8.1)25 (8.1) 0.560.56

Endocarditis – no. (%) 3 (1.0)3 (1.0) 22 (0.6)(0.6) 0.630.63 3 (1.0)3 (1.0) 4 (1.5)4 (1.5) 0.620.62 6 (2.6)6 (2.6) 4 (1.5)4 (1.5) 0.370.37

SVD§ Requiring AVR 00 00 00 00 00 00

MI – no. (%) 2 (0.6) 0 0.16 4 (1.5) 0 0.05 6 (2.7) 2 (1.1) 0.23

Acute Kidney Inj.* – no. (%) 20 (6.5) 18 (5.4) 0.57 22 (7.3) 20 (6.2) 0.59 23 (7.9) 22 (7.2) 0.76

* Renal replacement therapy
§ SVD = Structural Valve Deterioration



Paravalvular Aortic Regurgitation (AT)Paravalvular Aortic Regurgitation (AT)a a a u a o t c egu g tat o ( )a a a u a o t c egu g tat o ( )

0 0001 0 0001 0 0001 0 0001 0 0001p < 0.0001 p < 0.0001 p < 0.0001 p < 0.0001 p < 0.0001

279 228 230 173 217 158 156 122 88 72No. of Echos



Impact of Mild PVL on Mortality (AT)Impact of Mild PVL on Mortality (AT)
TAVR PatientsTAVR PatientsTAVR PatientsTAVR Patients

51.0%
45.8%

51.0%

50.4%

28 9%

37.7%
33.3%

33.9%
28.9%

14 4%

24.3%

14.4%

168 150 142 130 120 106 81

139 119 98 91 83 67 42

None-Tr

Mild

No. at Risk

24 18 16 14 13 11 9Mod-Sev



Mortality in Patients with NoneMortality in Patients with None--Trace AR (AT)Trace AR (AT)
TAVR AVRTAVR AVRTAVR vs AVRTAVR vs AVR

HR [95% CI] =
0.81 [0.58, 1.12]

p (log rank) = 0 202p (log rank)  0.202

41.5%

23.7%
29.3% 35.3%

25.6%

12.3%

TAVR 131 121 114 102 93 80 63
No. at Risk

AVR 256 205 192 184 165 147 109



ImplicationsImplicationsImplicationsImplications

3 lt f th hi h i k bl PARTNER• 3-year results from the high-risk operable PARTNER 
cohort indicate…

– TAVR should be considered an alternative to surgery with 
similar mortality and similar other major clinical outcomes
P i d l t k ft TAVR h di i i h d– Peri-procedural stroke concerns after TAVR have diminished 
with longer term follow-up
TAVR valve hemodynamics have remained stable although– TAVR valve hemodynamics have remained stable, although 
peri-procedural regurgitation (even mild) has emerged as a 
predictor of late mortalitypredictor of late mortality

• Future efforts should be directed towards reducing 
TAVR d l t d li ti i l diTAVR procedure-related complications, including 
strokes, vascular events, and paravalvular regurgitation



The PARTNER II TrialThe PARTNER II Trial
Study DesignStudy Design

Symptomatic Severe Aortic Stenosis

Study DesignStudy Design

Symptomatic Severe Aortic Stenosis

ASSESSMENT by Heart Valve TeamASSESSMENT by Heart Valve Team

T P ll ln = 2000 n = 560Operable
(STS ≥4)

Operable
(STS ≥4)

InoperableInoperableTwo Parallel 
Randomized Trials

+6  Nested Registries
ASSESSMENT:ASSESSMENT:ASSESSMENT:ASSESSMENT:

n  2000 
Randomized 

Patients

n = 560
Randomized 

Patients

ASSESSMENT: 
Transfemoral 

Access

ASSESSMENT: 
Transfemoral 

Access

Y

ASSESSMENT: 
Transfemoral 

Access

ASSESSMENT: 
Transfemoral 

Access

Transapical (TA) /Transfemoral (TF)

Yes No

1:1 Randomization

YesTransapical (TA) / 
TransAortic (TAo)

Transfemoral (TF)

1:1 Randomization1:1 Randomization
6 Nested 

Registries
Sample 

Size

TAVR:

1:1 Randomization1:1 Randomization1:1 Randomization Registries Size

NR1 (Sm Vessel) 100

NR2 (Transapical) 100
TF TAVR 

SAPIEN XT
Surgical 

AVR

Primary Endpoint: All-Cause Mortality + 

TAVR:
TA / TAo

SAPIEN XT 

Surgical 
AVRVSVS

TF TAVR
SAPIEN

TF TAVR
SAPIEN XT

Primary Endpoint: All-Cause 
Mortality + Disabling Stroke +

VS
NR3 (ViV) 100

NR4 (TAo) 100

NR5 (29 mm TF) 50y y
Disabling Stroke at Two Years 

(Non-inferiority)

Mortality + Disabling Stroke + 
Repeat Hospitalization at One Year 

(Non-inferiority)

NR5 (29 mm TF) 50

NR6 (29 mm TA) 50



The PARTNER II Inoperable CohortThe PARTNER II Inoperable Cohort
Study DesignStudy Design

Symptomatic Severe Aortic Stenosis

Study DesignStudy Design

Symptomatic Severe Aortic Stenosis

ASSESSMENT by Heart Valve TeamASSESSMENT by Heart Valve Team

InoperableInoperable

ASSESSMENT: Transfemoral AccessASSESSMENT: Transfemoral Access

1:1 Randomization n = 560
Randomized 

Patients

TF TAVR
SAPIEN

TF TAVR
SAPIEN XT VS

Patients

SAPIENSAPIEN XT

Primary Endpoint: All-Cause Mortality + Disabling Stroke + Repeat 
Hospitalization at One Year 

(Non-inferiority)(Non-inferiority)

Martin B. Leon, MD in ACC 2013Martin B. Leon, MD in ACC 2013



Edwards SAPIEN vs SAPIEN XT Edwards SAPIEN vs SAPIEN XT 
T th t H t V lT th t H t V lTranscatheter Heart ValvesTranscatheter Heart Valves

NEW FRAME GEOMETRYNEW FRAME GEOMETRY
•• Less metal contentLess metal content

SAPIEN SAPIEN THV THV SAPIEN SAPIEN XT XT THVTHV
Stainless Steel Cobalt-chromiumLess metal contentLess metal content

•• Lower Lower crimp profilecrimp profile

NEW FRAME MATERIALNEW FRAME MATERIALNEW FRAME MATERIALNEW FRAME MATERIAL
•• CobaltCobalt--chromiumchromium
•• Greater Greater tensile and tensile and yield yield 

strengthstrengthgg

NEW LEAFLET GEOMETRYNEW LEAFLET GEOMETRY
•• Partially closedPartially closed•• Partially closedPartially closed

NovaFlexNovaFlexRetroFlex 3RetroFlex 3



Sheath Size ComparisonSheath Size Comparisonpp

ValveValve Valve Valve 
SizeSize

Sheath Sheath 
IDID

Sheath Sheath 
ODOD

Minimum Minimum 
Vessel Vessel 

DiameterDiameter

SAPIEN THV 23mm 22F 25F 
(8.4mm) 7.0mm

22F
SAPIEN  XT THV 23mm 18F 22F 

(7.2mm) 6.0mm

SAPIEN  THV 26mm 24F 28F 
(9 2 ) 8.0mm(9.2mm)

SAPIEN XT THV 26mm 19F 23F 
(7.5mm) 6.5mm 33% reduction in CSA 



Baseline Patient Characteristics:Baseline Patient Characteristics:
Demographics (ITT)Demographics (ITT)Demographics (ITT)Demographics (ITT)

SAPIENSAPIEN
(n=276)(n=276)

SAPIEN XTSAPIEN XT
(n=284)(n=284)

CharacteristicCharacteristic nn nn pp--valuevalue

AgeAge yrsyrs (( ±± SD)SD) 276276 84 684 6 ±± 8 68 6 284284 84 084 0 ±± 8 78 7 0 440 44Age Age -- yrs yrs (mean (mean ±± SD)SD) 276276 84.6 84.6 ±± 8.68.6 284284 84.0 84.0 ±± 8.78.7 0.440.44

Male Male (%)(%) 142142 51.4%51.4% 141141 49.6%49.6% 0.670.67( )( )

BMI BMI -- kg/mkg/m22 (mean (mean ±± SD)SD) 275275 27.4 27.4 ±± 6.26.2 283283 28.1 28.1 ±± 7.37.3 0.420.42

STS Score STS Score (mean (mean ±± SD) SD) 276276 11.0 11.0 ±± 5.75.7 284284 10.3 10.3 ±± 5.45.4 0.150.15

NYHA Class III or IV NYHA Class III or IV (%)(%) 265265 96.0%96.0% 275275 96.8%96.8% 0.650.65



Procedural Factors (AT)Procedural Factors (AT)( )( )

EventsEvents
SAPIENSAPIEN
(n=271)(n=271)

SAPIEN XTSAPIEN XT
(n=282)(n=282)

nn nn pp--valuevalue
Procedure time (mins)Procedure time (mins) 271271 109.6109.6 ±± 57.257.2 282282 101.0101.0 ±± 43.243.2 0.180.18ocedu e t e ( s)ocedu e t e ( s) 271271 109.6 109.6 ±± 57.257.2 282282 101.0 101.0 ±± 43.243.2 0.180.18

Anesthesia time (mins)Anesthesia time (mins) 266266 212.0 212.0 ±± 75.775.7 277277 197.6 197.6 ±± 60.860.8 0.020.02

≥ 2 valves implanted≥ 2 valves implanted 1010 3 73 7 33 1 11 1 0 050 05≥ 2 valves implanted≥ 2 valves implanted 1010 3.73.7 33 1.11.1 0.050.05

Valve embolizationValve embolization 00 00 00 00 NANA

Aborted procedureAborted procedure 88 3.03.0 22 0.70.7 0.060.06

Aortic ruptureAortic rupture 22 0.70.7 11 0.40.4 0.620.62

Aortic dissectionAortic dissection 11 0.40.4 11 0.40.4 0.990.99

IABP during procedureIABP during procedure 66 2.22.2 11 0.40.4 0.060.06

CardiopulmonaryCardiopulmonary BypassBypass 55 1.81.8 55 1.81.8 0.990.99



Primary Endpoint Events:Primary Endpoint Events:
At 30 Days (ITT)At 30 Days (ITT)

SAPIENSAPIEN SAPIEN XTSAPIEN XT

At 30 Days (ITT)At 30 Days (ITT)

EventsEvents

SAPIENSAPIEN
(n=276)(n=276)

SAPIEN XTSAPIEN XT
(n=284)(n=284)

nn %% nn %% pp value*value*EventsEvents nn %% nn %% pp--value*value*
Death:Death:

AllAll--CauseCause 1414 5 15 1 1010 3 53 5 0 360 36AllAll--CauseCause 1414 5.15.1 1010 3.53.5 0.360.36
CardiovascularCardiovascular 99 3.33.3 55 1.81.8 0.260.26

Stroke:Stroke:
DisablingDisabling 88 3.03.0 99 3.23.2 0.850.85
AllAll 1111 4.14.1 1212 4.34.3 0.880.88
All + TIAAll + TIA 1313 4.84.8 1212 4.34.3 0.780.78

Death (allDeath (all--cause)cause)
and Stroke (disabling)and Stroke (disabling) 1919 6.96.9 1818 6.46.4 0.800.80and Stroke (disabling)and Stroke (disabling)
ReRe--hospitalizations hospitalizations 2727 10.210.2 3232 11.611.6 0.590.59
Death (allDeath (all--cause),Stroke cause),Stroke 4242 15 315 3 4848 17 017 0 0 600 60(disabling), and Re(disabling), and Re--hosphosp 4242 15.315.3 4848 17.017.0 0.600.60

*p-values are KM - Log Rank 



Other Clinical Outcomes:Other Clinical Outcomes:
At 30 Days (ITT)At 30 Days (ITT)

SAPIENSAPIEN SAPIEN XTSAPIEN XT

At 30 Days (ITT)At 30 Days (ITT)

EventsEvents

SAPIENSAPIEN
(n=276)(n=276)

SAPIEN XTSAPIEN XT
(n=284)(n=284)

%% %% llEventsEvents nn %% nn %% pp--valuevalue

MIMI 22 0.70.7 55 1.81.8 0.270.27

AKIAKI 3838 14.214.2 3737 13.313.3 0.780.78

N P tN P tNew Permanent New Permanent 
PacemakerPacemaker 1616 5.95.9 1818 6.46.4 0.780.78

RR i t tii t tiReRe--interventionintervention 88 2.92.9 77 2.52.5 0.750.75

EndocarditisEndocarditis 00 00 00 00 NANA



Vascular and Bleeding Events:Vascular and Bleeding Events:
At 30 Days (AT)At 30 Days (AT)At 30 Days (AT)At 30 Days (AT)

SAPIENSAPIEN
(n=271)(n=271)

SAPIEN XTSAPIEN XT
(n=282)(n=282)

EventsEvents

( )( ) ( )( )

nn %% nn %% pp--valuevalue

Vascular:Vascular:

MajorMajor 4242 15.515.5 2727 9.69.6 0.040.04

MinorMinor 2020 7.47.4 1414 5.05.0 0.230.23

Bleeding:Bleeding:Bleeding:Bleeding:

DisablingDisabling 3434 12.612.6 2222 7.87.8 0.060.06

MajorMajor 4444 16.416.4 4444 15.715.7 0.840.84

Patients with transfusionsPatients with transfusions 8080 29.529.5 7373 25.925.9 0.400.40



Vascular Complication Categories:Vascular Complication Categories:
At 30 Days (AT)At 30 Days (AT)At 30 Days (AT)At 30 Days (AT)

SAPIENSAPIEN
(n=271)(n=271)

SAPIEN XTSAPIEN XT
(n=282)(n=282)

EventsEvents nn %% nn %% pp--valuevalue

PerforationPerforation 1313 4.84.8 22 0.40.4 0.0030.003

DissectionDissection 2525 9 29 2 1212 4 34 3 0 030 03DissectionDissection 2525 9.29.2 1212 4.34.3 0.030.03

HematomaHematoma 1616 5.95.9 1010 3.63.6 0.230.23



AllAll--Cause Mortality (ITT)Cause Mortality (ITT)y ( )y ( )

HR [95% CI] =HR [95% CI] 
0.93 [0.66, 1.33]

p (log rank) = 0.706

23.7%

5.1%
22.5%

3.5%

SAPIEN 276 246 227 213 137

No. at Risk

SAPIEN XT 284 255 242 232 147



Disabling Stroke (ITT)Disabling Stroke (ITT)g ( )g ( )

HR [95% CI] =HR [95% CI] 
0.96 [0.43, 2.14]

p (log rank) = 0.926

3 2% 4.6%
3.0%
3.2%

4.5%

SAPIEN 276 241 223 209 134

No. at Risk

SAPIEN XT 284 250 238 227 145



ReRe--hospitalization (ITT)hospitalization (ITT)p ( )p ( )

HR [95% CI] =HR [95% CI] 
0.92 [0.62, 1.38]

p (log rank) = 0.691

10.2%
11.6% 19.0%

17.4%

SAPIEN 276 209 196 184 120

No. at Risk

SAPIEN XT 284 225 208 200 123



AllAll--Cause Mortality, Disabling Stroke, Cause Mortality, Disabling Stroke, 
and Reand Re hospitalization (ITT)hospitalization (ITT)and Reand Re--hospitalization (ITT)hospitalization (ITT)

HR [95% CI] =

34 7%

HR [95% CI] 
0.97 [0.73, 1.30]

p (log rank) = 0.863
p (non-inferiority) = 0.0034*

17.0%

34.7%

33.9%

p ( y)

15.3%

SAPIEN 276 207 194 182 118

No. at Risk

SAPIEN XT 284 221 205 197 122

*Preliminary based upon 100% CEC adjudication at 30 days and 89% CEC adjudication at 1 year.



NYHA Class Survivors (ITT)NYHA Class Survivors (ITT)( )( )

p = NS p = NS p = NS p = NS

12%
24%

15%
22%

16%
12%

p p p

IV

% 96% 97%

II
III
IV

I
II

Baseline 30 Days 1 Year
276 199186263249284

6 Months
217207



Echocardiographic Findings:Echocardiographic Findings:
Aortic Valve Area (AT Valve Implanted)Aortic Valve Area (AT Valve Implanted)Aortic Valve Area (AT, Valve Implanted)Aortic Valve Area (AT, Valve Implanted)

Error bars at 1 standard deviation

p = NSp = NS
p = NS

p = NS

No. of Echos

SAPIEN 229 215 112

SAPIEN XT 256 233 117



Echocardiographic Findings:Echocardiographic Findings:
M & P k G di t (AT V l I l t)M & P k G di t (AT V l I l t)Mean & Peak Gradients (AT, Valve Implant)Mean & Peak Gradients (AT, Valve Implant)

No. of Echos

SAPIEN 237 224 113SAPIEN 237 224 113

SAPIEN XT 263 237 118



Paravalvular Aortic RegurgitationParavalvular Aortic Regurgitation
(V l I l t)(V l I l t)(Valve Implant)(Valve Implant)

p = 0.12 p = 0.20

29.2%
20.9%24.2%16.9%

40.9% 30.8%37.7%44.4%

38.2% 40.0%38.2%38.6%

225 236 110 120No. of Echos



ImplicationsImplicationspp

I th i bl h t f Th PARTNER II T i lI th i bl h t f Th PARTNER II T i lIn the inoperable cohort of The PARTNER II Trial, In the inoperable cohort of The PARTNER II Trial, 
the new lower profile SAPIEN XT THV system wasthe new lower profile SAPIEN XT THV system was

i d i hi d i hassociated with…associated with…
•• Improved procedural  outcomesImproved procedural  outcomesp pp p
•• Similar low 30Similar low 30--day mortality and strokesday mortality and strokes
•• Reduced vascular complicationsReduced vascular complicationsReduced vascular complicationsReduced vascular complications
•• Similar 1Similar 1--year major clinical events and year major clinical events and 
valve performancevalve performancevalve performancevalve performance

Therefore, SAPIEN XT represents a worthwhile Therefore, SAPIEN XT represents a worthwhile 
advance with incremental clinical value and is theadvance with incremental clinical value and is the
preferred balloonpreferred balloon--expandable THV system.expandable THV system.


