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Guidelines: Heart Team 
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Nishimura et al. 2017 AHA/ACC Focused Update of the 2014 AHA/ACC Guideline for the Management of Patients with  

Valvular Heart Disease. Circulation 2017 Mar 15 



Guidelines:  
TAVR in Patients at Extreme Surgical Risk 
 

Nishimura et al. 2017 AHA/ACC Focuesed Update of the 2014 AHA/ACC Guideline for the Management of Patients with  

Valvular Heart Disease. Circulation 2017 Mar 15 4 

2017 Update 



Patients at Extreme Surgical Risk 

Foundational trials tested new TAVR therapy in patients without the 
option for a surgical aortic valve replacement 

CoreValve, N=489, STS 10.3% SAPIEN, N=179, STS 11.2% 

US CoreValve Pivotal Trial PARTNER 1B 



• PARTNER showed that by 3 years, TAVR had reduced mortality by approximately 30% 
compared to standard medical management.  

 

• Similar survival results were achieved with CoreValve in the US Pivotal Trial 

Patients at Extreme Surgical Risk 
3-Year Follow-Up 
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Guidelines: TAVR in Patients at High Surgical Risk 
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2017 Update 

Nishimura et al. 2017 AHA/ACC Focused Update of the 2014 AHA/ACC Guideline for the Management of Patients with  

Valvular Heart Disease. Circulation 2017 Mar 15 



Patients at High Surgical Risk 

Trials randomizing high risk patients to either TAVR or SAVR 
soon followed 

US CoreValve Pivotal Trial PARTNER 1A 

SAPIEN, N=348, STS 11.8%  vs.  
SAVR, N=351, STS 11.7% 

CoreValve, N=390, STS 7.3%  vs.  
SAVR, N=357, STS 7.5% 



1Mack, et al., presented at ACC 2015 

• PARTNER showed that ~35% of patients survived to 5 years, regardless of 
treatment 
 

• This study provided the first confirmation that TAVR is a reasonable alternative 
to surgery in high risk patients 

PARTNER 1A 
5-Year Follow-Up Presented at ACC 2015 



CoreValve US Pivotal Trial  
3-Year Follow-Up Presented at ACC 2016 

1Deeb, et al., J Am Coll Cardiol 2016 Mar 22;  doi: 10.1016/j.jacc.2016.03.506 

The CoreValve Pivotal Trial was the first to show a survival advantage with TAVR compared 
to SAVR, with separation of the all-cause mortality curves maintained to 3 years 



Guidelines:  
TAVR in Patients at Intermediate Surgical Risk 
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2017 Update, Prior to SURTAVI Data Release 

Nishimura et al. 2017 AHA/ACC Focuesed Update of the 2014 AHA/ACC Guideline for the Management of Patients with  

Valvular Heart Disease. Circulation 2017 Mar 15 



Patients at Intermediate Surgical Risk 
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Trials randomizing intermediate surgical risk patients to TAVR or SAVR 

CoreValve SURTAVI Trial  PARTNER IIA Trial 

TAVR, N=1011, STS 5.8% vs 
SAVR, N=1021, STS 5.8%  

TAVR, N=864, STS 4.4%  vs SAVR, 
N=796, STS 4.5%  



PARTNER IIA Trial 

Smith et al Presented at ACC 2016 13 

The results from PARTNER IIA supported the use of TAVR as an 
alternative to surgery in intermediate risk patients. 



PARTNER IIA Trial  

Smith et al. Presented at ACC 2016 14 

TAVR had significantly reduced life threatening/disabling bleeding, AKI, and New 
AF, while SAVR had significantly reduced major vascular complications 



CoreValve SURTAVI trial 

Reardon et al. Presented at ACC 2017 15 

Presented at ACC 2017 

The SURTAVI trial demonstrated that TAVR with a self-expanding CoreValve or Evolut R 
bioprosthesis is noninferior to SAVR for all-cause mortality or disabling stroke at 24 months. 



CoreValve SURTAVI trial 

Reardon et al. Presented at ACC 2017 16 

TAVR showed significantly less 30 day stroke, AKI, atrial fibrillation and transfusion 
use while SAVR had less residual aortic regurgitation, major vascular 

complications and fewer new pacemakers.  



1Sondergaard, presented at EuroPCR 2015 

Though the study was likely under-powered, NOTION showed 
all-cause mortality with TAVR to be non-inferior to SAVR  

Lower surgical Risk 
NOTION | The CoreValve Platform 



Guidelines: TAVR in Patients at Low Surgical Risk 
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2014 Guideline  

Nishimura et al. 2014 AHA/ACC guideline for the management of patients with valvular heart disease: a report of the ACC/AHA task force on 
practice guidelines. J Thorac Cardiovasc Surg. 2014 Jul;148(1):e1-e132 



Low Surgical Risk 
Active Trials Randomizing TAVR to SAVR 

1Popma, et al., presented at TCT 2016; 2Mack, et al., presented at TCT 2016; 3Moat, et al., presented at TCT 2016; 4Sondergaard, et al., presented at TCT 2016 

Medtronic 
Low Risk1 

UK TAVI3 

N = ~1200 
 

Up to 80 centers  
Evolut R, all routes 

 

 
Industry-sponsored 
10-year follow-up 

N = 1228 
 

Up to 64 centers 
SAPIEN 3, 

transfemoral 
 

Industry-sponsored 
10-year follow-up 

PARTNER 32 

N = 808  
 

All UK TAVI centers  
All valves, all routes 

 

 
Publically funded 
5-year follow-up 

NOTION-24 

N = 992  
 

All Nordic countries 
All valves, 

transfemoral 
 

Physician and 
industry-sponsored 

5-year follow-up 



TAVR and SAVR Treatment for Severe 
Symptomatic Aortic Stenosis  
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2017 Update 

Nishimura et al. 2017 AHA/ACC Focused Update of the 2014 AHA/ACC Guideline for the Management of Patients with  

Valvular Heart Disease. Circulation 2017 Mar 15 



Feasibility in Common Anatomic Variations 



TAVR Guidelines: Bicuspid Aortic Valve Patients 

22 
Nishimura et al. 2014 AHA/ACC guideline for the management of patients with valvular heart disease: a report of the ACC/AHA task force on 
practice guidelines. J Thorac Cardiovasc Surg. 2014 Jul;148(1):e1-e132 

2014 Guideline. Limited indications on TAVR and bicuspid valves 



Future Studies: Bicuspid Aortic Valve Patients 
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PARTNER 3 Low risk trial is including arm 
with bicuspid aortic valve patients 

Kappetein, presented at ACC 2017 

Lotus REPRISE V low risk trial including 
arm with bicuspid aortic valve patients 



Earlier Intervention 



Guidelines: Asymptomatic Severe Aortic Stenosis 
Patients 
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2014 Guidelines 

Nishimura et al. 2014 AHA/ACC guideline for the management of patients with valvular heart disease: a report of the ACC/AHA task force on 
practice guidelines. J Thorac Cardiovasc Surg. 2014 Jul;148(1):e1-e132 



Future Studies:  
A Randomized Trial in Asymptomatic Patients 
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The AVATAR (Aortic Valve Replacement versus Conservative 
Treatment in Asymptomatic Severe Aortic Stenosis Trial) study has 
begun in Europe. AVATAR is a randomized multicenter controlled 

randomizing patients to surgical aortic  valve replacement or 
conventional drug treatment 

Banovic et al. A randomized trial in patients with asymptomatic severe aortic stenosis. JACC vol 67, issue 16, April 2016 



SAPIEN 3 Study on Asymptomatic Patients 
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Edwards has initiated a prospective, randomized, multicenter study 
randomizing asymptomatic aortic stenosis patients to TAVR with 

SAPIEN 3 or clinical surveillance 

ClinicalTrials.Gov 

Anticipated start date: April 2017 



Guideline: Moderate AS 
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Nishimura et al. 2014 AHA/ACC guideline for the management of patients with valvular heart disease: a report of the ACC/AHA task force on 
practice guidelines. J Thorac Cardiovasc Surg. 2014 Jul;148(1):e1-e132 

2014 Guideline 



Moderate Aortic Stenosis and Reduced Ejection Fraction 
TAVR UNLOAD Trial (NCT02661451) 

1Spitzer, et al., Am Heart J 2016; 182:80-88; 2Leon, et al., presented at TCT 2016 

• TAVR UNLOAD is a multicenter, randomized trial comparing TAVR with SAPIEN 3 in addition to 
optimal heart failure therapy vs. optimal therapy alone in patients with moderate aortic stenosis 

 

• This study will show whether early TAVR in patients with moderate AS, symptoms of heart failure, 
and reduced EF will be superior to current strategies of watchful waiting and medical therapy 



• TAVR is now proven in patients at intermediate surgical risk, 
which represents the culmination of many years of rigorous 
study. 
 

• Currently there is significant clinical investment in applying this 
technology to younger patients at low surgical risk. 
 

• Careful study is an absolute requirement because certain TAVR-
specific complications remain a concern.   
 

• However, the survival advantage and quick recovery to improved 
quality of life which was achieved with transfemoral TAVR versus 
SAVR in the high risk and intermediate risk trials provides a 
highly encouraging signal.   

Final Thoughts 



Thank you for your kind Attention 


