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Trial Objec�ve  

• To establish the safety and effec�veness of 
the Edwards SAPIEN X4 Transcatheter Heart 
Valve (THV) in subjects with symptoma�c, 
severe, calcific aor�c stenosis (AS)  

 
Randomiza�on • All pa�ents who meet study Inclusion/exclusion 

receive study device 

Key Inclusion • Severe, calcific AS defined as: 
-AVA≤1.0 cm2 or 
-AVAi≤ 0.6 cm2/m2  if BMI <30 kg/m2 ; OR 
-AVAi≤ 0.5cm2/m2 if BMI ≥ 30 kg/m2 

• NYHA Func�on class ≥ II 
 

Key Exclusion  • Pre-Exis�ng mechanical or bioprosthe�c valve 
in any posi�on  

• Severe aor�c regurgita�on (>3+) 
• Severe mitral regurgita�on (>3+) or ≥ Moderate 

mitral stenosis  
• Need for mitral, Tricuspid, or pulmonic valve 

interven�on within the next 12 months 
• Le� ventricular ejec�on frac�on <20% 

  


