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TAVR 2015 
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1. Open IDE studies for intermediate risk indication 



TAVR Centers (n=230) 
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‘No TAVR’ Centers (n=571) 
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Cumulative TVT Sites 
 2012 to September 2015 
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Reinöhl J, et al.  NEJM. 2015; 

373:2438 
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German Registry 
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Evolution of the Treatment of Aortic Stenosis 

Surgery is the only treatment 

Surgery is the gold standard treatment 

Surgery is the preferred treatment for low and 
intermediate risk patients 

Transcatheter interventions are performed in 
intermediate risk patients 

Surgery is performed in patients with 
contraindication to transcatheter approach  



Mortality and Stroke: S3HR 
At 30 Days (As Treated Patients) 
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Mortality and Stroke: S3i 
At 30 Days (As Treated Patients) 
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Impact on mortality of paravalvular leakage  

Comprehensive literature review 

Genereux & Head et al. JACC 2013;61:1125-36 



Heart Team 
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Risk Estimation 
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Risk  Model Workgroup 

• Develop a predictive tool to calculate in-hospital 

mortality at the patient level (a patient risk score 

similar to the online STS risk calculator). 



Main issues 

Aortic-valve-in-valve procedures 

• Malpositioning 

• Ostial coronary occlusion 

• Residual stenosis 



Bioprosthetic Valves 







Volume rendered CT images of bioprosthetic valves 

Normal leaflets Thickened leaflets with thrombus 

Systole Systole 
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Enrollment Criteria 

Main inclusion criteria  

• Severe AS 

• Age ≥70 years 

• Life expectancy ≥ 1 year 

• Suitable for TAVR & SAVR 

Main exclusion criteria 

• Severe CAD 

• Severe other valve disease 

• Prior heart surgery 

• Need for acute treatment 

• Recent stroke or MI 

• Severe lung disease 

• Severe renal failure 
 



Characteristic, % or mean ± SD 
TAVR 

n=145 
SAVR 
n=135 

p-value 

Age (yrs) 79.2 ± 4.9 79.0 ± 4.7 0.71 

Male 53.8 52.6 0.84 

STS Score 2.9 ± 1.6 3.1 ± 1.7 0.30 

STS Score < 4% 83.4 80.0 0.46 

Logistic EuroSCORE I 8.4 ± 4.0 8.9 ± 5.5 0.38 

NYHA class III or IV 48.6 45.5 0.61 

Baseline Characteristics 



All-Cause Mortality at 2-years 

P-value (log-rank) = 0.54 

3.7% 

2.1% 



Secondary Outcomes at 2 Years 

1 Year 2 Years 

Outcome, % TAVR  SAVR  p-value TAVR  SAVR  p-value 

Death, any cause 4.9 7.5 0.38 8.0 9.8 0.54 

Death, cardiovascular 4.3 7.5 0.25 6.5 9.1 0.40 

Stroke 2.9 4.6 0.44 3.6 5.4 0.46 

TIA 2.1 1.6 0.71 6.0 3.3 0.30 

Myocardial infarction 3.5 6.0 0.33 5.1 6.0 0.69 

Atrial fibrillation 21.2 59.4 <0.001 22.7 60.2 <0.001 

Pacemaker 38.0 2.4 <0.001 41.3 4.2 <0.001 

Aortic valve re-intervention 0.0 0.0 N/A 0.0 0.0 N/A 



Aortic Valve Regurgitation 

3 mo 1 year 2 years 



Discussion Points 

• How do we decide between SAVR or TAVR? 

– Heart Team, Scores (which score:  EuroSCORE II, STS, 

TVT…) 

• Are we ready for TAVR in low-risk pts, in light of PV leak, 

pacemaker rates, thrombosis…  Should we mandate a 

randomized trial? 

• Are we comfortable with the long-term durability data to 

implant in younger patients? 

• Will TAVR in it’s current scheme, be cost-prohibitive? 

• Should patient’s over 65 yrs always have a 23 valve implanted? 

• Are certain pt populations better served with mini-AVR:  

bicuspid, low-risk, those with prior 21 valve, low-lying 

coronaries, etc… 
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