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Technique vs Technology

SAVR vs TAVR




TAVR and SAVR Equivalency?

A Mortality/Stroke

A Morbidity
I Vascular, PVL, PPM

A Hemodynamics

A Quiality of life

A Durability

A Patient acceptance
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SAPIEN 3 Transcatheter Heart Valve .7 s S
Distinguishing Features (

Low frame height

Enhanced frame geometry for
ultra-low delivery profile

Outer skirt to reduce PVL

Bovine pericardial
tissue
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A Self expanding Nitinol W N\
A Recapture, Reposition W,
and Redeployment
A Extended sealing skirt

to reduce PVL
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The PARTNER 2A Trial ) A EE
Study Design N/ 77

Symptomatic Severe Aortic Stenosis

Randomized Patients
n =2032

Transfemoral (TF) Transapical (TA) / TransAortic (TA0)

1:1 Randomization (n = 1550 1:1 Randomization (n = 482

I I
v y v

TF TAVR VS Surgical AVR TA/TAo TAVR Surgical AVR
(n = 775) : (n = 775) (n = 236) VS, (n = 246)

Primary Endpoint: All-Cause Mortality or Disabling Stroke at Two Years
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All-Cause Mortality or Disabling Stroke ( *****
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Number at risk: Months from Procedure
Surgery 1021 838 812 783 770 747 735 717 695
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All-Cause Mortality or Disabling Stroke ( *****
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p (log rank) = 0.180
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Number at risk: Months from Procedure
Surgery 944 826 807 779 766 743 731 715 694



Primary Endpoint (ITT)
All-cause Mortality or Disabling Stroke

SV Relative Risk Ratio 0.92

Upper 1-sided 97.5%CI 1.09

Non-Inferiority p-
value = 0.001

n =1021
21.1%

I
Pre-specified non-inferiority margin = 1.2 =p!

0.5 0.6 0.7 0.8 0.9 1.0 11 1.2 1.3

Favors TAVR Risk ratio (test/control) Favors Surgery

Primary Non-Inferiority Endpoint Met




CoreValve US Clinical Trials
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S ===TAVR

——SAVR
50% -

Log-rank P=0.046 A6.6

41.6

&
o
-

0 12 Months 24 36

TAVR 391 327 284 IVES =



CoreValve US Clinical Trials
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Primary Endpoint
Subgroup Analysis (ITT)

THE

PARTNER II

TRIAL

TAVR (%) AVR (%) Hazard Ratio HR p-value for
Subgroup n=1011 n =1021 (95% CI) (95% CI) interaction
Overall 19.3 21.1 — 0.89 [0.73-1.09]
A%egs 18.0 19.5 . 0.90 [0.69-1.17] 0.96
o 85 215 23.6 — 0.89 [0.65-1.20] '
S‘T‘:X | 16.9 20.3 —— 0.81 [0.59-1.10] 0.37
e 21.4 21.7 —a— 0.96 [0.74-1.25] :
STS Score 15.8 18.4 —= 0.84 [0.61-1.16] 0.60
‘35 2 224 231 — 0.94 [0.73-1.21] -
LV Ejection Fraction 19.1 215 — 0.84 [0.56-1.25] 0.27
8555 2 201 18.0 = 1.11[0.81-1.53] -
Mod or Severe Mitral Regurgitation 17.8 20.3 - 0.85 [0.67-1.08]

$'gs 259 244 - 1.00 [0.64-1.57] 0.53
Previous CABG 20. 2292 )

o - = UEDHE 069

Yes : : ——
Peripheral Vascular Disease 18.2 20.7 - 0.85 [0.67-1.09]

v 22.3 22.0 — 0.99 [0.71-1.40] SR
15 Foot Walk Test 17.7 20.9 — 0.82 [0.62-1.09]

AL~ 20.7 20.8 —a— os7lo71-13y 043
ACTCGS? Roufe 16.8 20.4 —— 0.79 [0.62-1.00] 0.06

ransremora .
Transthoracic 27.7 234 L 1.21 [0.84-1.74]
[ I
0.5, 1.0

2.0

Favors TAVR

Favors éurgery



TF Primary Endpoint (ITT)
All-cause Mortality or Disabling Stroke
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HR: 0.79 [95% CI: 0.62, 1.00]
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Number at risk: Months from Procedure
TF Surgery 775 643 628 604 595 577 569 557 538



TF Primary Endpoint (AT) ;) T
All-Cause Mortality or Disabling Stroke ( *****
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p (log rank) = 0.04
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Number at risk: Months from Procedure
TF Surgery 722 636 624 600 591 573 565 555 537



Transcaval Access and Closure for
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A Prospective Investigation

Adam B. Greenbaum, MD,? Vasilis C. Babaliaros, MD,” Marcus Y. Chen, MD,® Annette M. Stine, RN,
Toby Rogers, PuD, BM BCuy,© William W. O’Neill, MD,* Gaetano Paone, MD,* Vinod H. Thourani, MD,"
Kamran I. Muhammad, MD,® Robert A. Leonardi, MD,® Stephen Ramee, MD,’ James F. Troendle, PuD,°

Robert J. Lederman, MD" JACC. Febl 2017






