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Abstract 
 

Background:  

Among patients with heart failure who have mitral regurgitation due to 

left ventricular dysfunction, the prognosis is poor. Transcatheter mitral-

valve repair may improve their clinical outcomes. 

 

Methods:  

At 78 sites in the United States and Canada, we enrolled patients with 

heart failure and moderate-to-severe or severe secondary mitral 

regurgitation who remained symptomatic despite the use of maximal 

doses of guideline-directed medical therapy. Patients were randomly 

assigned to transcatheter mitral-valve repair plus medical therapy 

(device group) or medical therapy alone (control group). The primary 

effectiveness end point was all hospitalizations for heart failure within 

24 months of follow-up. The primary safety end point was freedom from 

device-related complications at 12 months; the rate for this end point 

was compared with a prespecified objective performance goal of 88.0%. 

 

 

 



Results:  

Of the 614 patients who were enrolled in the trial, 302 were assigned to 

the device group and 312 to the control group. The annualized rate of all 

hospitalizations for heart failure within 24 months was 35.8% per 

patient-year in the device group as compared with 67.9% per patient-

year in the control group (hazard ratio, 0.53; 95% confidence interval 

[CI], 0.40 to 0.70; P<0.001). The rate of freedom from device-related 

complications at 12 months was 96.6% (lower 95% confidence limit, 

94.8%; P<0.001 for comparison with the performance goal). Death from 

any cause within 24 months occurred in 29.1% of the patients in the 

device group as compared with 46.1% in the control group (hazard ratio, 

0.62; 95% CI, 0.46 to 0.82; P<0.001). 

 

Conclusions:  

Among patients with heart failure and moderate-to-severe or severe 

secondary mitral regurgitation who remained symptomatic despite the 

use of maximal doses of guideline-directed medical therapy, 

transcatheter mitral-valve repair resulted in a lower rate of 

hospitalization for heart failure and lower all-cause mortality within 24 

months of follow-up than medical therapy alone. The rate of freedom 

from device-related complications exceeded a prespecified safety 

threshold.  
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