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ÅIn the PARTNER I randomized trials, patients with 

symptomatic severe aortic stenosis, treated using the 

balloon-expandable SAPIEN transcatheter heart valve 

system, had reduced mortality compared with standard 

therapy in patients who could not undergo surgery 

(ñinoperableò) and had similar mortality compared to 

surgical AVR in patients who were at high-risk for surgery. 

Background (1) 



ÅHowever, SAPIEN was associated with peri-procedural 

complications, including strokes, vascular events, and 

paravalvular regurgitation. 

 

ÅThe new lower-profile SAPIEN XT, currently in general 

clinical use around the world, incorporates important 

enhancements to the valve support frame, the valve 

leaflet geometry, and the delivery system which may be 

associated with improved clinical outcomes. 

Background (2) 



Purpose of PARTNER II 
Inoperable Cohort 

ÅTo compare the safety and effectiveness of the new 

SAPIEN XT versus the FDA-approved SAPIEN in a 

randomized controlled trial for patients with symptomatic 

severe aortic stenosis who cannot have surgery 

(ñinoperableò).   

 

ÅTo apply rigorous clinical trial methodologies including 

systematic serial neurologic assessments and VARC 2 

definitions* for clinical outcomes. 

* Kappetein AP, et al. J Am Coll Cardiol 2012;60:1438-54 


