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Trial Objec�ve • The objec�ves of this pivotal clinical trial are to 

evaluate the safety and effec�veness of the 
PASCAL System for transcatheter mitral valve 
repair compared to the MitraClip System in the 
treatment of pa�ents with symptoma�c 
degenera�ve mitral regurgita�on (DMR) and 
who have been determined to be at prohibi�ve 
risk for mitral valve surgery by the Heart Team.  
 
 

Randomiza�on • Up to 300 eligible pa�ents will be randomized  
in a 2:1 randomiza�on ra�o to the PASCAL System 
(200 pa�ents) or to the MitraClip System (100 
pa�ents).  

 
 

 

Key Inclusion • Func�onal Mitral Regurgita�on (MR ≥3+) 
• Le� Ventricular Ejec�on Frac�on is ≥ 20% and 

≤50% 
• Stable heart failure medica�ons 

Key Exclusion  •  Primarily Degenera�ve MR  
• Severe Tricuspid regurgita�on  
• Severe COPD 


