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 Number of hospitalizations and reason for hospitalization (i.e. heart failure, cardiovascular, non-
cardiovascular) through follow up 

 Major bleeding requiring transfusion through follow up 
 Six Minute Walk Test (6MWT) distance at baseline, 10 days and 30 days 
 Average doses of concomitant cardiac medications at baseline, procedure, 10 days and 30 days. 
 New York Heart Association (NYHA) Class at baseline, 10 days, 30 days 

Device and Procedure-Related Endpoints 

 Implant Rate: Defined as the rate of successful delivery and deployment of one or more MitraClip 
NT devices with echocardiographic evidence of leaflet approximation and retrieval of the delivery 
catheter. 

 Device Procedure Time: Defined as the time elapsed from the puncture of the groin for the trans-
septal procedure to the time the Steerable Guide Catheter is removed. 

 Total Procedure Time: Defined as the time elapsed from the first of intravascular catheter 
placement, or transesophageal echocardiogram (TEE), to the removal of the last catheter and TEE. 

 Device Time: Defined as the time the Steerable Guide Catheter is placed in the intra-atrial septum 
until the time the MitraClip NT Clip Delivery System (CDS) is retracted into the Steerable Guide 
Catheter. 

 Fluoroscopy duration: Defined as the duration of exposure to fluoroscopy during the MitraClip NT 
procedure. 

 Length of stay in Intensive Care Unit/Critical Care Unit/Post-Anesthesia Care Unit 
(ICU/CCU/PACU) 

 Length of hospital stay excluding rehabilitation stay 
 Length of rehabilitation stay 

 Location to which subject was discharged (home or another facility) 
 If subject discharged to another facility, length of stay at facility to which subject was discharged. 
 Mitral valve surgery (including type of surgery), including reason for intervention 
 Additional MitraClip NT device intervention, including reason for intervention 

Echocardiographic Endpoints 
The following echocardiographic endpoints will be reported at baseline, discharge, 10 days, 30 days. 
Echocardiographic endpoints will be assessed at baseline, discharge, 10 days, 30 days. 

 MR Severity Grade  

 Effective Regurgitant Orifice Area  
 Regurgitant Volume (RV)  
 Regurgitant Fraction (RF)  
 Left Ventricular End Diastolic Volume (LVEDV)  

 Left Ventricular End Systolic Volume (LVESV)  
 Left Ventricular End Diastolic Dimension (LVEDD)  
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