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Mitral Valve Surgery

Publication

Flameng et al,
Circ 2003
Herzzentrum
Leuven

MR

Degen. MR

Surgery

Reconstruction

n=242

5 Years
M| < 3/4

83%

Mihaljevic et al ,
JACC 2007
Cleveland
Clinics

Isch MR

Anuloplasty

n =290

80%

Maisano et al,
Eurolntervent
2006
Univ. Mailand

Degen. and
funct MR

edge-to-edge
without Ring

n=28

86%




MitraClip System

Steerable
Guide Handle

/ Steerable Guide, Steerable

Sleeve & Delivery Catheter

Clip Delivery System

Delivery
Catheter
Handle

Stabilizer

5\

..\
N ~__ MitraClip
Device




EVEREST Il
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Percutaneous Repair or Surgery for Mitral Regurgitation

www.nejm.org




Clinical Follow-Up
EVEREST II RCT
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Median follow-up 4.93 years. 1,007 total patient-years of follow-up.




Baseline Characteristics
EVEREST II RCT

- MitraClip Surgery .
Characteristic N = 184 N = 95 p-value

Age (mean), years 67 66 ns
Male 63% 66% ns
History of CHF 91% 78%

NYHA Functional Class III/IV 51% 47% ns
Functional MR Etiology 26% 27% ns
Coronary Artery Disease 47% 46% ns
Prior Myocardial Infarction 22% 21% ns
Previous Cardiovascular Surgery 22% 19% ns
Atrial Fibrillation 34% 39% ns
COPD (with or without home O,) 15% 15% ns
Moderate to Severe Renal Disease 3% 2% ns
Diabetes 8% 11% ns
LV Ejection Fraction (mean), % 60 61 ns
LV End Systolic Dimension (mean), cm 3.7 3.5 ns

Shore



EVEREST Il

Mitral Regurgitation Grade

Baseline, 1 and 2 Years (matched)
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EVEREST Il

NYHA Functional Class

At Baseline, 1 and 2 Years (matched)
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EVEREST Il

LV Volumes
Baseline, 1 and 2 Years (matched)
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Many unexperienced Centers in the
EVEREST trial



. Good result expected (curative treatment

expected)

. Most likely reasonable result expected with

expected clinical benefit (possibly curative)

. Certain reduction expected with uncertain

clinical benefit and durablilty (expected

. Unsuitble valve
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Clinical outcomes through 12 months in patients
with degenerative mitral regurgitation treated
with the MitraClip® device in the ACCESS-EUrope
Phase I trial’

Hermann Rei{henspurnerﬂ-*, Wolfgang Schillinger?, Stephan Baldust, Jérg Hausleiterd,

Christian Butters, Ulrich SLh.'ieferf, Giovanni Pedrazzinig, Francesco Maisanoh, on behalf of
the ACCESS5-EU Phase | Investigators



Patient Population

Characteristic® DMR patients (N =
117)

Age (yvears)

Mean £ SD (V) 75.6 £ 12.1 (117)

Patients over 75 years of age 61.5% (72/117)

Gender

Female 50.4% (59/117)

Male 49.6% (58/117)



Major Findings
* 94,5 % success rate
* 56,6 % (60/1006) of pts had MR <1+ at discharge

e 84/107 had a Euroscore < 20 8,6+51

— 30 day mortality in this group : 4,8 %

— 12 month mortality in this : 14,3 %



Mitral regurgitation at baseline and 12 months (paired data).
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New York Heart Association Functional Class at baseline and 12 months (paired data).

p<0.0001

p<0.0001 p=0.06
100% - I I I |
80% -
X 60% -
4
c
2
® 40% -
o
20% -
0% 4 T T T
Baseline 12 Months Baseline 12 Months
All DMR Logistic
Patients EuroSCORE 2 20%
(N=78) (N=21)

Reichenspurner H et al. Eur J Cardiothorac Surg
2013;44:e280-e288

© The Author 2013. Published by Oxford University Press on behalf of the European Association
for Cardio-Thoracic Surgery. All rights reserved.

Baseline 12 Months

Logistic
EuroSCORE < 20%
(N=57)

EUROPEAN JOURNAL OF
CARDIO-THORACIC SURGERY



Percutaneous edge-to-edge repair in ESC/EACTS 2012
Guidelines on the management of valvular heart disease

@ Cncpees Mot Joud ESCIEACTS GUIDELINES

{2 Guidelines on the management of valvular heart
disease (version 2012)

The Joint Task Force on the Management of Valvular Heart Discase
of the European Soclety of Cardiology (ESC) and the European
Association for Cardio-Thoracic Surgery (EACTS)

AntharsTask Forae Mermbers: Alee Vatasian (Chalperson) (France)”, Octavio Alflerd
(Chairparsan)® (Kaly), Feliciea Andrvoatsi (ltafy), Manuel J. An lm(hmsﬂ)
Gonzalo BardnEsquivias (Spam), Hebmut Baumgartner (Gefin

Michuel Andrew Borger [Germany), Thierry P, Carvel {Switt 1a-d| Micheln De Bariis
(Italy), Arbro Evangeixa (Spain), Yolkmar Falk (Swikzbrikd), Bernard hlg
(Fraace), Patrizie Lasccllotti (Belgium), Luc Picracd | Beipiem), Susanna Price (UK),
HansJoachim Schafors (Gormany), Gerkard Schwlé { Sermany), Jamima Suaodn
(Pedand), Karl Swedbery (Sweden), Johama Talkeroerg (The Netherlands),

Ulrich Otre Yon O poell (UK), Scepham Windechn! (Switzertand), [ose Luis Zamerane
(Spain), Marian Zombala (Potand)

Indication for primary MR

“Percutaneous edge-to-edge procedure may be considered in patients with
symptomatic severe primary MR who fulfill the echo criteria of eligibility, are
judged inoperable or at high surgical risk by a ‘heart team’, and have a life

expectancy greater than 1 year (recommendation class llb, level of evidence C).”
page 21

|delmesIPa s/valvular-heart-disease.asg
- doi:10.1093/eurheartj/lehs109

. m—— . rdio-Thoracic Surgery 2012 -
www.escardio.org/guidelines : lezs455
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Conclusions

Mitraclip is mostly used in an elderly patient population with dMR

Most of the patients In ACCESS | have a relatively low risk for
surgery as measured by EUROSCORE

MR reduction is reported to be better than in EVEREST Il
Mortality is lower than expected by EUROSCORE

Its time to predict good results and lower the treshold for treatment

in this group



