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BACKGROUND Clinical Outcomes and Valve Haemodynamics At 3 Years RESULTS

* American and European societal guidelines differ at the cut-off =Surgery =TAVI =Surgery =TAVI Table 2. Clinical Outcomes at 3 Years
Zgziio;t'gﬁ\égrgeatment of low-surgical risk patients with severe 10% - Log-rank p value = 0.241 10% - Log-rank p value = 0.780 Kaplan-Meier estimate % (N) Evolut TAVI Surgery P-value
 European guidelines propose TAVI for symptomatic patients 2 75 G 8% - 8.0% 2 8% ,::(I:Ockaeuse moraliy or disabling 5.77% (20)  8.0% (27)  0.241
> O =
years. =5 £ 5 79, All-cause mortality 51% (18) 5.7% (19)  0.780
» Trials have shown comparable 3-year outcomes after TAVI or Ty 6% 2 o Cardiovascular death 4.3% (15) 3.6% (12) 0.623
surgery for low-surgical risk patients with severe aortic stenosis. =D 5.7% ¢ All stroke 49% (17) 6.2% (21) 0.479
» Data for the intermediate-term outcomes of TAVI interventions in 05 4% 5 Disabling stroke 0.6% (2) 2.9% (10) 0.019
low-risk patients < 75 years is limited. 3 8 L=.> Nqn-disabling s_tro.ke | 4.3% (15) 3.3% (11) 0.453
<=;: Q29 | < 2% - ﬁﬁmc valve h?sﬁltag'satgn 7.3% (25) 8.0% (27) 0.670
-cause mortality, disabling
METHODS 0% +———— P P T, 0% . : o o iy - e stroke, or aortic valve 11.7% (41) 14.6% (50) 0.232
» The 3-year outcomes after TAVI vs. surgery in patients <75 years No. at Trs:r:o ° Months Sincse Procedure » % No. at risk: Months Since Procedure rL(?thtShpltaltlzajuon -
of age were compared using eligible patients from the Evolut Low 355' 341 332 307 320 311 298 287 S 238 233 206 217 - 203 b:eeedir:ega ening or disabling 3.7% (13) 6.9% (24) 0.056
Risk trial. 352 349 344 340 336 335 328 313 T?\r:/zl 350 345 341 338 337 330 315 Mai L. o o
. . . jor vascular complication 4.3% (15) 2.6% (9) 0.220
* In total 703 patients were included for analysis (352 TAVI and 351 Acute kidney injury 2.8% (10) 9.7% (34) <0.001
surgery). | | o =Surgery ==TAVI N —=Surgery EOA  ==TAVIEOA  -<-Surgery MG  +«-TAVIMG Myocardial infarction 47% (16) 2.9% (10)  0.265
* The primary enfjpc?lnt of a”'CafJS_e mortality or d'Sa_b“ng stroke at 10% - Log-rank p value = 0.019 £ TAVI vs surgery, p < 0.01 at all follow-up timepoints Permanent pacemaker implantz~ 21.0% (71) 7.1% (24) <0.00°
3 years was adjudicated by Clinical Events Committee. 2 30 444 50 ? Permanent pacemaker implantt ~ 20.3% (71)  7.0% (24)  <0.001
« Valve performance assessed by serial Doppler echocardiography, 89 o ' 45 3 Atrial fibrillation 13.3% (46) 36.4% (127) <0.001
evaluated by Echocardiography Core Lab. g E"; 43.9 40 ‘%’ Reintervention 15% (5) 1.5% (5)  0.962
5 6% | D 50| 3% o P values for all clinical outcomes were based on the log-rank test
RES U LTS (g., <at> 30 f_:sbl_ aPatients with pacemaker of implantable cardioverter defibrillator at baseline
- ) 99 £ > = are not included.
Table 1. Baseline Characteristics '§ 2P 5 10! 09 fg 2 bPatients with pacemaker or ICD at baseline are included.
Mean + SD or Evolut TAVI  Surgery Q2% 2 0.9 '::;.;):i::::::::::::::::::::::.‘.‘:.’.’.’.‘.’.‘.’.’.’.‘.’.‘.’.‘: 0 3 Table 3. Bioprosthetic Valve Performance at 3 Years
- ° (N=352) (N=351) O - 9.1 9.5 9.7 5 o % (N) Evolut TAVI  Surgery P-value
Age, years 69.2+4.0 69.1 £ 4.1 o% 500 | ' | ' ' ' 0 @ Paravalvular aortic regurgitation (PVR)* <0.001
Female 36.9 32.8 | paseline Pischarge 2 Months 24 Months 56 Months None/trace 81.3% (221) 98.4% (240)
LVEF by visual estimate 61.3+87  61.4%8.1 No. at risk: Months Since Procedure Number of patients: Visit Mild 17.6% (48)  1.2% (3)
STS-PROM 1.7+0.6 1.6 0.6 G an 332 327 320 311 287 Surgery EOA 31 204 268 226 212 Moderate 1.1% (3) 0.4% (1)
NYHA class T:?glzl 349 344 340 336 335 313 ;ﬁ\rg:)? 'I\A\/IG 222 ?,gg é:i ;?; 222 Severe 0.0% (O) 0.0% ( ) NA
8.8 10.0 TAVIMG 342 335 320 298 279 = Moderate 1.1% (3) 0.4% (1) 0.626
I 67.3 62.1 Prosthesis-patient mismatch (PPM)*2 <0.001
| 23.9 27.1 None 88.5% (215) 70.0% (147)
V 0.0 0.9 CONCLUSIONS Moderate 10.3% (25) 22.4% (47)

Hypertension 86.1 84.3 Severe 1.2% (3) 7.6% (16) <0.001
Chronic lung disease (COPD) 18.7 21.1 Structural valve deterioration (SVD)*

Previous CABG 4.0 1.4 ¢ In patlentS < 75 yearS Of age aS Compared tO Surgery TAVI Wlth the Self'eXpandlng Mean gradient = 20 mm Hg 1.8% (5) 9.7% (24) <0.001
)

Previous PCI 170 12.8 =2 10 mm Hg increase from 5.3% (13)  0.028

Atrial fibrillation/Atrial flutter 135 10.9 Evolut bioprosthesis has similar all-cause mortality rates, 1 month/Discharge® 8% (5

Prior permanent 3 1 20 Non-structural valve dysfunction*

pacemaker/defibrillator lower disabling stroke rates, no difference in 2 moderate PVR, and significantly Severe PVR 0.0% (0)  00%(0)  NA

)
Body surface area, m? 2.1+0.2 2.1+0.2 Severe PPM 1.2% (3) 7.6% (16) <0.001

1
Diabetes %] e better valve performance at 3 years follow-up. Valve thrombosis, dlinical: - 0.3% (1) - 0.3% (1) 0968

Peripheral arterial disease 7.2 8.6 Infectious endocarditis® 0.6% (2) 1.9% (9) 0.233
Cerebrovascular disease 9.9 10.0 *Non-cumulative data are reported as proportion % (n) and compared

Previous myocardial infarction (M) 7.7 4.6 * Our analysis supports the use of TAVI| as a treatment option for patients by the chi-square test

SYNTAX score 1.9+ 3.7 2.1+4.0 2aPPM classification is according to VARC-3 criteria:

No significant differences (p < 0.05) in baseline characteristics between < 7 5 yea rs Of ag e WhO req U | re va Ive re p I aceme nt d ye to severe ao rtl C Ste no S| S. a%\;eer; tF;PFQ/lL: &?%&?23?25%%22?3&?5_%Iisl;ﬂg;o( gnggglsg-%)-

treatment groups except for “Previous CABG” (p = 0.037). 0.55<EOAI<0.70)
00< <0. :

» Patients within this study will be followed for 10 years to provide insight in the No PP: (BMI<30 and EOAI>0.85) OR (BI30 and EOAI>0.70).
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