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Trial Objec�ve • The primary efficacy objec�ve is to 
demonstrate that the Carillon Mitral Contour 
System (Interven�on) group is superior to the 
Control group on the composite endpoint of 
death, heart transplant or LVAD implant, 
unplanned mitral valve retreatment, 
unplanned heart failure hospitaliza�on through 
24 months (analyzed when the last subject 
completes 12 months of follow-up), and 
improvement in six-minute walk distance at 12 
months 

Randomiza�on • Pa�ents will be randomized 1(carillon mitral 
contour system):1 (control/noninterven�on) 

Key Inclusion • Diagnosis of ischemic or non-ischemic 
cardiomyopathy 

• Symptoma�c func�onal MR of at least 1+ (mild) 
severity  

• NYHA II, III, or IV 
• 6MWT distance ≥ 150 meters and ≤450 meters 
• Le� Ventricular Ejec�on Fracture ≤ 50% 

 
Key Exclusion  • Class I indica�on for CRT or an�cipated need for 

CRT within 12 months 
•  Presence of mechanical or bio-prosthe�c mitral 

valve, mitral annuloplasty leaflet repair device 
•  Hypertrophic cardiomyopathy, infiltra�ve 

cardiomyopathy, or constric�ve pericardi�s. 
• Pre-Exis�ng device 
• Severe Aor�c stenosis  



 

 


