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First U.S. feasibility trial = 
4 years after approval in Europe

First FDA approval in US in 2011 = 
43rd country to approve
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Bhatt D et al. ACC/AHA/STS Statement on the Future of Registries and the Performance Measurement Enterprise.
J Am Coll Cardiol. 2015 Nov 17;66(20):2230-45. 

Can clinical registry programs help?
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Transcatheter Valvular 
Therapeutics (TVT) Registry

• Developed with U.S. Food and Drug Administration, Medicare 
(primary payer), and industry 

• 470 hospitals

• >75,000 TAVR cases

• Peri-procedure, 30-day, and 1-year outcomes data (including 
quality of life)



Outcomes similar to clinical trials

Mack MJ et al. JAMA 2013;310:2069-2077



Registry data support expanded indications

http://www.fda.gov/NewsEvents/Newsroom/PressAnnounc
ements/ucm369510.htm

“To support the labeling change, Edwards Lifesciences 
Corp. submitted data from the Transcatheter Valve 

Therapy Registry (TVTR) in the United States”



Holmes DR et al. JAMA. 2015;313(10):1019-1028



Holmes DR Jr. et al. J Am Coll Cardiol.
2015. 29;66(25):2813-23
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Source:  STS/ACC TVT Registry Database 
28,658 records from 2012-14 



TAVR Mortality at Discharge and 30 Days

SOURCE:  STS/ACC TVT REGISTRY DATABASE AS OF JUL 15, 2016



O’Brien SM et al. Circ Cardiovasc Qual Outcomes. 
2016;9:560-565



Arsalan M et al. J Am Coll Cardiol. 
2016;67:1387-95

Is treatment effective in subgroups?



Adjusted HR 2.00;
95% CI 1.58–2.54

Adjusted HR 1.54; 
95% CI 1.22–1.95

Arnold SV et al. Circ Cardiovasc Interv. 
2015 Dec;8(12):e002875.



• Each 0.2-m/s lower gait speed corresponded to 11% higher 
30-day mortality.

• The slowest walkers had 35% higher 30-day mortality than 
normal walkers, with significantly longer hospital stays and 
a lower probability of being discharged to home.

Alfredsson J et al. Circulation.
2016;133:1351-59



http://tools.acc.org/TAVRRisk

Individual patient risk



“Science tells us what we can do;
Guidelines tell us what we should do;

Registries tell us what we’re actually doing.”
- Lukas Kappenberger, MD

What have we learned from the 
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