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WWe randomly assigned patients with severe aortic stenosis, whom Fluoroscopy and Animation of
surgenns considered not to be suitable candidates for surgery, to the TAWI Pracedure.
standard therapy (including balloon aortic valvuloplasty) o

transfernoral transcatheter implantation of a balloon-expandable

bovine pericardial valve. The primary end paint was the rate of death FIGURE 1

from any cause.

Full Text of Methods. ..

Time-to-Event Curves for the

RESULTS Primary End Paint and Cther
A total of 358 patients with aortic stenosis who were not considered Selected End Poirts.

to be suitable candidates for surgery underwent randomization at 21

centers (17 in the United States). At 1 year, the rate of death from FIGURE 2

any cause (Kaplan-MWeier analysis) was 30.7% with TAY, as
compared with 50.7 % with standard therapy thazard ratio with TAW,
0.55; 95% confidence interval [C1], 0.40 to 0.74; P<0.001). The rate of
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Eligibility Met For High Risk

Symptomatic, Critical Calcific Aortic Stenosis

Surgical (Cohort A); N=690 Medical Mgmt (Cohort B); N=350

Operable
Assessment

Femoral

Femoral Access
Access Evaluation
Evaluation Y/N
Y/N

Yes
1:1 Randomization 1:1 Randomization 1:1 Randomization
Transfemoral VS AVR Transapical VS AVR Transfemoral VS Nlljglrgtal
TF
TF Control TA Control Control

Sub-group analyses: ¢ TAvs. control
#+ TF vs. control

¢+ TF and TA vs. control (combined)
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Male sex (% 45.8 46.9

Logistic EuroSCORE 26.4 £ 17.2 30.4 +£19.1

NYHA

or
CAD (%)

Prior Ml (%)
Prior CABG (%)
Prior PCI (%)
Prior BAV (%)
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— TAVI
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161 — TAVI

1.53 1.57

0.64

gyErrorirars = £ 1 Std Dev






== NO Major Vascular Complication (n=148)

27.7%




e Patient preference
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P @me Grube et al. JACC 2007.
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