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Clinical Trial Design Principles and
Endpoint Definitions for Transcatheter
Mitral Valve Repair and Replacement:
Part 1: Clinical Trial Design Principles
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Hospitalizations in FMR worsens with
moderate and severe MR (EROA >20)

&
©
2
c
>
w

P=0.0001

48.00

9
c - m CorLuMBIA UNIVERSITY
European Journal of Heart Failure (2009) 11, 5811 587 L o i

CARDIOVASCULAR RESEARCH



Cardiac death in FMR worsens with
moderate and severe MR (EROA >20)

—
&=
[
ﬁ
=
&
-
o

L | T T T T |
0. 00 12.00 2400 36.00 48.00 60.00

Months

European Journal of Heart Failure (2009) 11, 581i 587 GLD by

TER



Comparison of MitraClip to Conservative Therapy

In High-risk MR: A Matched Registry Analysis

127 high risk MitraClip pts .. .
conservatively treated pts W|th 3+ 4+ MR from the Duke Echo Lab Database

Baseline MitraClip Duke
(n=127) (n=127)
Age 75 rll 75 r8
\YET! 53% 51%
Diabetes 45% 37%
Prior Ml 44% 45%
Prior CABG 55% 53%
FMR 84% 86%
Renal ds. 28% 26%
NYHA II/IV 78% 75%
AFib 57% 61%
Prior stroke 14% 9%
LVEF, % 43 r12 44 r 10
LVIDs, cm 45r10 39r1l10
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Survival (%)

MitraClip (n=127)

Duke (n=127)

30 day mortality
MitraClip 5.5%

1-year mortality

MitraClip 21.6%

Duke 7.1% Duke 28.5%
P=0.64 P=0.17
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