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Off label use of products and investigational devices
will be discussed in this presentation



Catheter-Based Mitral Valve Repair
MitraClip System

Clip toward MV                           Clip across MV                                  Leaflets grasped



EVEREST II Randomized Clinical Trial
Demographics

EVEREST II 
RCT

2008 STS Database Isolated 1st Elective  
Operation for MR*

g p

n=279 Repair Replace High Volume Hospitals 
(>140/Yr)

Age yrs (mean) 68 60 61 59

≥65 yrs 58% 37% 45% n/a

≥75 yrs 32% n/a n/a 0%

Male Gender 64%

NYHA Class III or IV 50% 26% 45% n/a

CHF 86% 41% 58% n/a

Hypertension 75% 60% 67% 43%

Diabetes Mellitus 9% 13% 23% 6.5%

COPD / Chronic Lung 
Disease

15% 17% 29% n/a

4 Investigational Device only in the US; Not available for sale in the US

Disease

EF (mean) 60% 53% 55% 56%
*Gammie JS et al Influence of Hospital Procedural Volume on Care Process and Mortality for Patients Undergoing Elective Surgery for 

Mitral Regurgitation.  Circ 2007;115:881-887.









EndovascularValveEdge-to-Edge REpairSTudyEndovascularValveEdge-to-Edge REpairSTudy

Subgroup Analyses for the Primary End Point at 12 Months

Feldman T et al. N Engl J Med 2011;364:1395-1406

Subgroup Analyses for the Primary End Point at 12 Months



Transcatheter Valve Therapy 
First Generation DevicesFirst Generation Devices

Edwards SapienTM CoreValveEdwards SapienTM CoreValve



J Am Coll Cardiol 2010;55:1080–90



Patient Characteristics - 1

CharacteristicCharacteristic TAVITAVI
n=179n=179

Standard RxStandard Rx
n=179n=179 P valueP valuen 179n 179 n 179n 179

Age Age -- yryr 83.1 ± 8.6 83.2 ± 8.3 0.95
Male sex (%) 45.8 46.9 0.92
STS ScoreSTS Score 11.2 ± 5.8 12.1 ± 6.1 0.14
Logistic EuroSCORE 26.4 ± 17.2 30.4 ± 19.1 0.04
NYHA

I or II (%)
III or IV (%)

7.8
92.2

6.1
93.9

0.68
0.68

CAD (%) 67.6 74.3 0.20
Prior MI (%) 18.6 26.4 0.10
Prior CABG (%) 37 4 45 6 0 17Prior CABG (%) 37.4 45.6 0.17
Prior PCI (%) 30.5 24.8 0.31
Prior BAV (%) 16.2 24.4 0.09(%)
CVD (%) 27.4 27.5 1.00



Women                Men


