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Trial Objec�ve • To establish the safety and effec�veness of the 

SAPIEN M3 System in subjects with 
symptoma�c, at least 3+ mitral regurgita�on 
(MR) for whom commercially available surgical 
or transcatheter treatment op�ons are deemed 
unsuitable due to clinical, anatomic or technical 
considera�ons  
 

 
Randomiza�on • All pa�ent who meet Inclusion/Exclusion receive  

Edwards SAPIEN M3 System  
 

Key Inclusion • MR ≥ 3  
• NYHA Func�onal class ≥ II 

Key Exclusion  • Le� Ventricular Ejec�on Frac�on <25% 
• History of heart transplant 
• Irreversible, severe pulmonary hypertension 

(e.g., pulmonary artery systolic pressure ≥ 2/3 
systemic pressure) 

• COPD requiring home oxygen therapy or chronic 
outpa�ent oral steroid use  


