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Abstract
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Characteristic
Age —yr
Male sex — no. (%)
Body-mass indext
STS risk scorei:
NYHA class Il or IV — no. /total no. (%)
Coronary artery disease — no. (%)
Previous myocardial infarction — no. (%)
Previous CABG — no. (%)
Previous PCl — no. (%)
Previous balloon aortic valvuloplasty — no. (%)
Cerebral vascular disease — no. (%)
Peripheral vascular disease — no. (%)
Diabetes mellitus — no. (%)
COPD — no. (%)
Any
Oxygen-dependent
Creatinine >2 mg/dl — no. (%)§
Atrial fibrillation — no. (%)
Permanent pacemaker — no. (%)
Frail condition — no./total no. (%)
5-Meter walk-test time >7 sec
Serum albumin <3.5 g/d|
Liver disease — no. (%)
Aortic-valve area — cm?
Mean gradient — mm Hg
Left ventricular ejection fraction — %

Left ventricular mass index — g/m?

Moderate or severe mitral regurgitation — no./total no. (%)

TAVR
(N=1011)

81.546.7
548 (54.2)
28.6+6.2
5.8+2.1
782/1011 (77.3)
700 (69.2)
185 (18.3)
239 (23.6)
274 (27.1)
51 (5.0)
325 (32.1)
282 (27.9)
381 (37.7)

321 (31.8)
34 (3.4)
51 (5.0)

313 (31.0)

118 (11.7)

416/936 (44.4)
150/988 (15.2)
19 (1.9)
0.70.2
44.9+13 .4
56.2+10.8
119.8+31.5
151/899 (16.8)

Surgery
(N=1021)

81.7+6.7
560 (54.8)
28.3+6.2
5.8+1.9
776/1020 (76.1)
679 (66.5)
179 (17.5)
261 (25.6)
282 (27.6)
50 (4.9)
317 (31.0)
336 (32.9)
349 (34.2)

306 (30.0)
32 (3.1)
53 (5.2)

359 (35.2)

123 (12.0)

418/901 (46.4)
140/951 (14.7)
26 (2.5)
0.7+0.2
44.6+12.5
55.3+11.9
120.6+32.6

171/894 (19.1) Table 1




Primary end points

A Intention-to-Treat Population
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No. at Risk
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Surgery 1021 838 812 783 770 747 735 717 695
Figure 1
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No. of

Subgroup Patients TAVR Surgery Hazard Ratio (95% Cl) P Value
no. of patients with event /total no. of patients (%)
Overall 2032 192/1011 (19.3) 202/1021 (21.1) — 0.89 (0.73-1.09)  0.25
Age 0.96
<85 yr 1245 111/626 (18.0) 114/619 (19.5) —e— 0.90 (0.69-1.17)
285 yr 787 81/385 (21.5) 88/402 (23.6) = 0.89(0.65-1.20)
Sex 0.37
Female 924 77/463 (16.9) 88/461 (20.3) ES 0.81 (0.59-1.10)
Male 1108 115/548 (21.4) 114/560 (21.7) — w— 0.96 (0.74-1.25)
Body-mass index 0.37
<25 611 66/303 (22.1) 75/308 (26.8) E 0.78 (0.56-1.09)
>25 1421 126/708 (18.1) 127/713 (18.8) —_—-— 0.95 (0.74-1.22)
STS score 0.60
<5 897 73/469 (15.8) 75/428 (18.4) L 0.84 (0.61-1.16)
>5 1134 119/542 (22.4) 127/592 (23.1) — 0.94 (0.73-1.21)
Left ventricular ejection fraction 0.27
<55 496 44/237 (19.1) 53/259 (21.5) 2 0.84 (0.56-1.25)
>55 841 85/426 (20.1) 71/415 (18.0) B 1.11 (0.81-1.53)
Moderate or severe mitral regurgitation 0.53
No 1471 132/748 (17.8) 141/723 (20.3) — = 0.85 (0.67-1.08)
Yes 322 38/151 (25.9) 39/171 (24.4) B 1.00 (0.64-1.57)
Previous CABG 0.69
No 1532 156/772 (20.6) 158/760 (22.2) —1 0.91 (0.73-1.13)
Yes 500 36/239 (15.3) 44/261 (18.0) L 0.82 (0.53-1.27)
Peripheral vascular disease 0.47
No 1414 130/729 (18.2) 134/685 (20.7) - 0.85 (0.67-1.09)
Yes 618 62/282 (22.3) 68/336 (22.0) - 0.99 (0.71-1.40)
5-Meter walk test 0.43
<7 sec 1003 91/520 (17.7) 97/483 (20.9) — ] 0.82 (0.62-1.09)
>7 sec 834 85/416 (20.7) 82/418 (20.8) —_— 0.97 (0.71-1.31)
Access route 0.06
Transfemoral 1550 128/775 (16.8) 149/775 (20.4) R 0.79 (0.62-1.00)
Transthoracic 482 64/236 (27.7) 53/246 (23.4) = 1.21 (0.84-1.74)
I 1
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Table 2. Clinical End Points at 30 Days, 1 Year, and 2 Years.*

End Point At 30 Days At 1 Year At 2 Years
TAVR Surgery TAVR Surgery TAVR Surgery
(N=1011)  (N=1021) P Value (N=1011)  (N=1021) P Value (N=1011)  (N=1021) P Value
no. of patients (%) no. of patients (%) no. of patients (%)

Death from any cause or disabling stroke 62 (6.1) 80 (8.0) 0.11 145 (14.5) 160 (16.4) 0.24 192 (19.3) 202 (21.1) 0.33
Death

From any cause 39 (3.9) 4] (4.1) 0.78 123 (12.3) 124 (12.9) 0.69 166 (16.7) 170 (18.0) 0.45

From cardiac causes 33 (3.3) 32 (3.2) 0.92 70 (7.1) 77 (8.1) 0.40 97 (10. 04 (11.3) 0.38

Not from cardiac causes 6 (0.6) 9(0.9) 0.41 53 (5.6) 47 (5.2) 0.71 69 (7.4) 65 (7.4) 0.98
Neurologic event

Any event 64 (6.4) 65 (6.5) 0.94 99 (10.1) 93 (9.7) 0.76 121 (12.7) 103 (11.0) 0.25

Transient ischemic attack 9 (0.9) 4 (0.4) 0.17 23 (2.4) 16 (1.8) 0.38 34 (3.7) 20 (2.3) 0.09

Any stroke 55 (5.5) 61 (6.1) 0.57 78 (8.0) 79 (8.1) 0.88 91 (9.5 85 (8.9) 0.67

Disabling stroke 32 (3.2) 43 (4.3) 0.20 49 (5.0) 56 (5.8) 0.46 59 (6.2) 61 (6.4) 0.83
Nondisabling stroke 23 (2.3) 18 (1.8) 0.43 30 (3.0) 24 (2.5) 0.44 33 (3.4) 27 (2.9) 0.51
Rehospitalization 64 (6.5) 62 (6.5) 0.99 142 (14.8) 135 (14.7) 0.92 183 (19.6) 156 (17.3) 0.22
Death from any cause or rehospitalization 99 (9.8) 101 (10.2) 0.78 234 (23.4) 225 (23.3) 0.97 303 (30.5) 281 (29.6) 0.67
Death from any cause, any stroke, or 140 (13.9) 153 (15.3) 0.37 274 (27.4) 276 (28.3) 0.64 344 (34.6) 326 (33.9) 0.75
rehospitalization

Myocardial infarction 12 (1.2) 19 (1.9) 0.22 24 (2.5) 29 (3.0 0.47 33 (3.6) 37 (4.1) 0.56
Major vascular complication 80 (7.9) 51 (5.0) 0.008 84 (8.4) 54 (5.3) 0.007 86 (8.6) 55 (5.5) 0.006 )
Life-threatening or disabling bleeding 105 (10.4) 442 (43.4) <0.001 151 (15.2) 460 (45.5) <0.001 169 (17.3) 471 (47.0) <0.001
Acute kidney injury 13 (1.3) 31(3.1) 0.006 32 (3.4) 48 (5.0) 0.07 36 (3.8) 57 (6.2) 0.02
New atrial fibrillation 91 (9.1) 265 (26.4) <0.001 100 (10.1) 272 (27.2) <0.001 110 (11.3) 273 (27.3) <0.001 )
New permanent pacemaker 85 (8.5) 68 (6.9) 0.17 98 (9.9) 85 (8.9) 0.43 114 (11.8) 96 (10.3) 0.29
Endocarditis 0 0 — 7 (0.8) 6 (0.7) 0.84 11 (1.2) 6 (0.7) 0.22
Aortic-valve reintervention 4 (0.4) 0 0.05 11 (1.2) 4 (0.5) 0.10 13 (1.4) 5 (0.6) 0.09
Coronary obstruction 4 (0.4) 6 (0.6) 0.53 4 (0.4) 6 (0.6) 0.53 4 (0.4) 6 (0.6) 0.53

* All percentages are Kaplan—-Meier estimates at the specific time point and thus do not equal the number of patients divided by the total number of patients in the treatment group. P

Table 2

values are for point-in-time comparisons.
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C Death from Any Cause, According to Severity of Paravalvular Aortic Regurgitation
1004 s50-
Overall P~0.001 by log-rank test
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A Intention-to-Treat Population
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D Transfemoral-Access Cohort, As-Treated Analysis
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Death from Any Cause
or Disabling Stroke (%)

Months since Procedure

No. at Risk
TAVR 762 717 708 685 663 652 644 634 612
Surgery 722 636 624 600 591 573 565 555 537

Figure 1
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