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Percutaneous Valve Repair — MITRACLIP

\ 1 in the femoral vein, proceeds
\ . up the inferior vena cava

| into the right atrium, and

%, rosses the atrial septum

[5 | k = into the left
| .

Neochord

MitraClip System

Steerable

Sleeve & Delivery Catheter

/ Steerable Guide, Steerable

OBADIA Jean-Frangois

The device is steered until aligned over
the origin of the regurgitant jet, and
the open clip is advanced into
_ the left ventricle

The mitral leaflets are grasped
| and the clip closed to
coapt the leaflets

Clip Delivery System

Catheter
Handle

Stabilizer
W

Y
N ~__ MitraClip
o
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== After Everest : cohorts & Registries ?

Europea
Heart Journa

E CARDIOLOGY Long-term survival after MitraClip™ therapy in patients with severe
mitral regurgitation and severe congestive heart failure: A comparison
among survivals predicted by heart failure models

Percutaneous Mitral Valve Thomas Schau (MD)*'*, Akihiro Isotani (MD)"', Michael Neuss (MDY},
- Maren Schépp (MD)?, Martin Seifert (MD)", Christin Hépfner (MD)",

Edge-to-Edge Repai r \ Daniel Burkhoff (MD, PhD)?, Christian Butter (MD})*

* Hear( Center Brandening in Bernau, Bernou, Germany
® Columbin Universily, New York, WY, USA

Percutaneous Mitral Valve Repair
for Mitral Regurgitation in
Long-term survival after MitraClip™ therapy in patients with severe High-Risk Patients

mitral regurgitation and severe congestive heart failure: A comparison
among survivals predicted by heart failure models

In-Hospital Results and 1-Year Follow-Up of 628 Patients of
the 2011-2012 Pilot European Sentinel Registry

Results of the EVEREST Il Study

Donald D. Glower, MD,* Saibal Kar, MD.{ Alfredo Trento, MD,: D. Scott Lim, MD,; Tanvir Bajwa, MD,
Bamon Quesada, MD,* Patrick L. Whitlow, MD,# Michael J. Rinaldi, MD,"* Paul Grayburn, MD,+
Michael I. Mack, MD,ji Laura Mauri, M}, {3 Patrick M. McCarthy, MD, ||| Ted Feldman, MDY

Thomas Schau (MD)™"*, Akihiro Isotani (MD)"', Michael Neuss (MDY,
Maren Schépp (MD)?, Martin Seifert (MD)", Christin Hopfmer (MD)",
Daniel Burkhoff {MD, PhD)®, Christian Butter (MD}*

* Hearl Center Brondenturg in Bernau, Beroy, Germary
b Columbia Universily, New York, NY, USA

Predictors of clinical outcomes after edge-to- ()
edge percutaneous mitral valve repair

Davide Capodanno, MD, PhD, ™ Marianna Adamo, MD, ™" Marco Barbanti, MD, * Cristina Giannini, MD, *

Maria Luisa Laudisa, MD, ' Stefano Cannata, MD, * Salvatore Curello, MD, " Schastiano Immé, MD, * Diego Maffeo, MD, "
Francesco Bedogni, MD, ? Anna Sonia Petronio, MD, © Federica Ettori, MD, ” Coreado Tamburino, MD, PhD, * and
Carmelo Grasso. MD®, on behall of the GRASP-IT Investigators Catamia, Brescia, Pisa, and Milan, laly

Association of tricuspid regurgitation with clinical

and echocardiographic outcomes after Meta-Analysis of the Usefulness of Mitraclip in Patients  ®
percutaneous mitral valve repair with the With Functional Mitral Regurgitation

MitraClip System: 30-day and 12-month follow-up _ _ _
Fabrizio D" ascenzo, MDY, Claudio Moretti, MD", Walter Grosso Marra, MD", Antonio Montefusco, MD",

from the GRASP RegIStry Fierluigi Omede, MD®, Salma Taha, MD*™*, Davide Castagno, MD, Oliver Gaemperli, MDD,
Yohei Ohno ¥, Guilherme F. Attizzani">!, Davide Capod 1.5, Stefano C 1 .M:Luriziu 'l':x.l':Lcm'.asmT MD", Su‘ncnt;. Fl:(-.":l. MD“._SLel_'m:lu Pid::l lo, MD Volker Ril.ldoipl_l_. MD', i
Fabio Dipasqua’, Sebastiano Immé', Marco Barbanti', Margherita Ministeri', Olaf Franzen, MD¥, Daniel Braun, MD", Cristina Giannini, MD', Huseyin Ince, MDr, Leor Perl, MD™,
Anna Caggegi', Anna M. Pistritto', Marta Chiaranda’, Giuseppe Ronsivalle', Giuseppe Zoccai. MD', Sebastiano Mamra, MD*, Maurizio D" Amico, MD", Francesco Maisano, MD™,
Sandra Giaquinta', Silvia Farruggio', Sarah Mangiafico', Salvatore Scandura’, Mauro Rinaldi, MD", and Fiorenzo Gaita, MD"

Corrado Tamburino %, Piera Capranzano'*, and Carmelo Grasso '*
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Influence of non-cardiac comorbidities on outcome g 10
after percutancous mitral valve repair: results from the German ¥ ig
Clip transcatheter mitral valve interventions (TRAMI) registry g i
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MitraClip® therapy in patients with end-stage &ssociation of tricuspid regurgitation
Neochord systolic heart failure D
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0 30 60 90 120 150 180 210 240 270 300 330 &
Days post MitraClip ¢ . T T
At risk: 0 2 180 270 360
Alpts 50 47 45 44 43 38 30 19 11 10 9 P Days follow-up
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Percutaneous Mitral Valve
Edge-to-Edge Repair

In-Hospital Results and 1-Year Follow-Up of 628
the 2011-2012 Pilot European Sentinel Registry

Georg Nickenig, MD, PuD,* Rodrigo Estevez-Loureiro, MD, PuD, Olaf Franzen, MD,: Corrado Tamburino, MD, PuD,

- 628 patients in Europe (25 centers, 8 countries)
- FU for secondary and primary MR
-1 year echo assessement

d F
. . ollow-u ars
MR No. at risk p(years)
func. 141 96 72 53 41
dez. o 53 19
@©
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Cd ~ Functional vs. degenerative MR
(=1 — Kaplan-Meier functional MR
== Kaplan Meier degeneratwe MR
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Long-term survival after MitraClip™ therapy in patients with severe
mitral regurgitation and severe congestive heart failure: A comparison
among survivals predicted by heart failure models

Thomas Schau (MD)*"*, Akihiro Isotani (MD}*!, Michael Neuss (MD}",
Maren Schépp (MD)?, Martin Seifert (MD)", Christin Hépfner (MD)",
Daniel Burkhoff (MD, PhD)®, Christian Butter (MD)*

2015

* Heart Center Brandentnirg in Bernau, Beray, Germarny
* Columbia University, New York, NY, USA

- 194 patients (brandeburgh, New york)
- Mortality versus Seattle HF model
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3) Likely : Improved Symptoms / decreased MR

P<0.001 P<0.001 P<0.001
[ | I | [ |
P<0.001 P<0.001 P<0.001
1 1 1
100 T 48 kS L] [Fonee k5
L= - B2 g R Pts in NYHA [I11V before Mitraclip 90,00
80
&0 m - 485 Al , ) |
= 473 i 506 we oo Pts in NYHA [I11V after Mitraclip 19,00
40
20 iy Pts with severe/moderate MR before Milraclip I— 9.0
o e S oo DN B e B
a Baseline 1-Month 1-Year Baseline 1-Month 1-Year Baseline 1-Month 1-Year
FU FU FU FU FU FU
Overall (357) Functional (271) Degenerative (68) Pts with severe/moderate MR after Mitraclip 1.0
| B NHYAI NHYA 1 MNHYA 111 MNHYA IV |

Meta-Analysis of the Usefulness of Mitraclip in Patients ®

Percutaneous Mitral Valve With Functional Mitral Regurgitation
Edge-to-Edge Repair

In-Hospital Results and 1-Year Follow-Up of 628 Pa
the 2011-2012 Pilot European Sentinel Registry

1

izio D ascenzo, MDY, Claudio Moretti, MD", Walter Grosso Marra, MD", Antonio Montefusco, MD",
Pierluigi Omede, MD®, Salma Taha, MD*"™*, Davide Castagno, MD® Oliver Gaemperli, MD",
Maurizio Taramasso, MD, blmont‘ Frea. MD, Stefano Pidello, MD®, Volker Rudolph. MD',
*Franzen, MDE, Daniel Braun, MD", Cristina Gis nnini, MD', Huseyin Ince. MD' Leor Perl, MD"'
seppe Zoccai, MD'. Sebastiano Mara, MD®, Maurizio D*Amico, MD". Francesco Maisano, MD™,

Georg Nickenig, MD, PuD,* Rodrigo Estevez-Loureiro, MD, PuD, ! Olaf Franzen, MD, : Corrado Tamburino, MD, PuD, Mauro Rinaldi, MD", and Fiorenzo Gaita, MDY
- 628 patients in Europe (25 centers, 8 countries) - Meta analysis
- FU for secondary and primary MR -9 studies
-1 year echo assessement -875 patients
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Percutaneous Mitral Valve
Edge-to-Edge Repair

In-Hospital Results and 1-Year Follow-Up of 628 Patients of

the 2011-2012 Pilot European Sentinel Registry
)

Georg Nickenig, MD, PuD,* Rodrigo Estevez-Loureiro, MD, PuD, Olaf Franzen, MD,: Corrado Tamburino,

P=0.745
| e
200 | p-0s64E P=0212 [® Esssline w Discharge m 1-¥earFU |
1
180
160 p=p.57g  P=0.0001 P=0iD6
e e F Y, oo | P=0720
piogas Po0.023  P=0J65 —
140 = — B P=0.040
ez TIE 1225 Nngag 1]
120 TH.E| 134 147 1094
100
BO
B0
40
20
0 b— T ‘-, i
= LVEDY  LWVESW LA LYEDV  LVESY LA LVEDY  LWESW LA
Cherall Functional Degenerative

FiguRE § Echocardiographic Measurement of Left Vent ricular amd
Left Atrial Volumes at Baseline, Discharge, and 1-Year Follow-Up After TMVR
(Paired Data From 368 Patients)

In the owerall cohort, a nonsignificant reduction in left ventricular end-diastolic volume
(LVEDV) was observed, with 2 significant reduction in left atrial volume (LAY In functional
mitral regurgitation, left ventricular volumes remained stable during follow-up, although a
significant reduction in LA was noted. In degenerative mitral regurgitation, the most
relevant finding was a reduction in LVEDW over time (norsignificant). LVESY = left ven-
tricular end-systolic volume; TMVR = transcatheter mitral valve repair.

- 628 patients in Europe (25 centers, 8 countries)
-FU for secondary and primary MR

-1 year echo assessement

-15 centers with > 90% FU =» 368 echo at 1 year

P<0.001
{ s
P<0.001 s el
| |
60 P<0.001 ' 2
(g

50

LVEF

E F Functional

Degenerative

[m Baseline m Discharge w 1-¥ear FU|

FIGURE 6 Echocardiographic Measurement of Transmitral Pressure Gradient, SPAP, and Ejection Fraction, at Baseline, Discharge,
and 1-Year Follow-Up

Significant and persistent reductions in systolic pulmonary artery pressure (SPAP) were observed. After transcatheter mitral valve repair,

transmitral pressure gradient (TMG) (mm Hg) increased significantly, although no cases of severe mitral stenosis were reported. LVEF = left
ventricular ejection fraction (%).

13

OBADIA Jean-Frangois

SFCTCV - Marseille 7-9 Juin 2017

Download this presentation on « chircardio-lyon.org



,L - \ ! | 4 ""/‘ — -
| A ) “5\' ¢ ‘ r u“ é s’ o h.lnf.N
- 4 Lﬂ.‘ f—— JW?‘QQ A
"“'hr

e .y A
== . J A
Intro Hiomale deo dyon ﬁ* e & *‘A& ..-z:uup_..’,’ B

28734 (23)

48

e o

PERICARD, Pierre
8069097 s

"rll s Rarrise e it

Lol 10
e, o e e

i —

i

|
\_v‘.,____,.-, ___V__Y._ —

A e NEN G BRREy AR o R R o .

.![ e ————

“

Clip

|
‘ il ‘A\ I 1|
| |

| [l | [

| J ! 'r
L
|

I e 1 v e

AL R AL \
f f /\ 1A L AW L N
VATARPE t/ VAR PPAT IRPA'ME " AR

Neochord

e
I peptad LUl Lol ) il L8 | Lot Ll L
g e R uRRDN BRANN RN RRA RASE) KRRNANRT FURRY EAVRUNAT

Ring

TAMI

Conclusion

Download this presentation on « chircardio-lyon.org

SFCTCV - Marseille 7-9 Juin 2017

OBADIA Jean-Frangois



s

Hip -h. tk {yon

Neochord

Conclusion

OBADIA Jean-Frangois SFCTCV - Marseille 7-9 Juin 2017 Download this presentation on « chircardio-lyon.org



Intro

Clip

Neochord

Ring

TAMI

Conclusion

'-l
A ~
LA
me NEW EN G,L"‘\Pi D MITRA.fr ( enrolling)
JOURNAL « MEDICINE
COAPT (Cumordy Snnoling)
EVEREST | (Feasibility Study) High Risk Study ACCESS Europe {Con mercial Registry)
(G5 Petionts Envoled) (78 Patients Enrdlizd) | (567 Commercial Patizate Enroliod RESHAPE-HF |Curmontly Enrcling)
, - e
EVEREST i I REALISM (Continuad Accass)
(Randomized 1815 Matients Snrollad)
First Implant Controlled Trial) CE Mark
(275 Mazents Enrolled)

Premiers patients francais

STIC 2010 : TECH. INNOV. COUTEUSES
MITRACLIP® pour IM fonctionnelles symptomatiques.
Soumission Oct 2010 =>» refus Sept 2011

PHRC 2012 : Appel a projet DGOS
MITRACLIP® pour IM fonctionnelles symptomatiques.

Soumission Janvier 2012 = Acceptation Décembre 2012

T

Inclusion
Janvier
2014
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Cardiobahd, a transcatheter surgical-like direct .
European Heart Journal

Intro mitral valve annuloplasty system: early results
of the feasibility trial
2016
Francesco Maisano'*, Maurizio Taramasso', Georg Nickenig?,
Clip 100% | m—
80% ¥ NONE TO MILD
(0- 1+ MR)
: 3 60%
31 patients, IM fonctionnelles MODERATE
\ . . 2
 100% de succes d'implantation 40% kil
. . 7 . 0 -
N Mortalité 30 jours 5% 20% s
* Mortalité a 7 mois 9,7% .
(]
Baseline Discharge 1 Month
. 2 N=29 N=27 N=25
S-L Dimension (N=29)
Ri = Figure 6 Mitral regurgitation reduction by transoesophageal
ing 50 = echocardiography at baseline (N = 29) discharge (N = 27) and
1-month follow-up (N = 25) for the first 31 patients (core-lab as-
45 sessment). Twenty-seven patients were analysed at discharge; two
40 patients died prior to discharge and the echo results were uncer-
E 36.8 + 4.8 mm tain by core-lab for two patients. Twenty-five of the 31 patients
TAMI 35 were analysed at 1-month follow-up two died prior to discharge,
- . 29+5.5 mm one withdrew prior to 1-month follow-up, the echo results were
30 - uncertain for two patients. One patient had mild MR measured by
25 transoesophageal echocardiography at baseline, but had moderate
mitral regurgitation as determined by transoesophageal echocardi-
20 = ography and was therefore included in the study.
Conclusion Baseline Post Procedure
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Transcatheter Mitral Valve Replacement JACC

Insights From Early Clinical Experience and Future Challenges

Ander Regueiro, MD,” Juan F. Granada, MD," Frangojs Dagenais, MD," Josep Rodés-Cabau, MD" " Q0m, n 2017
TABLE 3 TMVR System Preliminary Clinical, Procedural, and Follow-Up Features
CardiAQ-Edwards Intrepid TMVR Fortis* Neovasc Tiara Tendynet Caisson HighLife
(N =13) (N =27) (N =13) (N =19) (N = 30) (N =5) (N=6)
Baseline characteristics
Age, yrs NA 74 (58-90) 1+8 73 (39-89) 75.9 (55-91) 77.4 (70-91) 69 (57-79)
Female 2/13 (15.4) 9/27 (33.3) 3/13 (23.1) 6/19 (31.6) 5/30 (16.7) 3/5 (60.0) 2/6 (33.3)
STS PROM score NA 6.2 (1.0-23.3) 72+ 3.6 10.7 (2.09-47.7) 7.3 (2.0-16.0) 8.8 (5-10) 3.3(2.5-4.9)
NYHA functional class =I1I NA 23/27 (85.3) 13/13 (100) 19/19 (100) 16/30 (53) 5/5 (100) 6/6 (100)
LVEF, % 40 (20-72) NA 34 34 (15-65) 471+ 9.2 42.6 (28-58) 33.7 (20-50)
<30% NA 5/27 (18.5) NA 5/19 (26) 3/29 (10.3) 1/5 (20.0) 1/6 (16.7)
30%-49% NA 14/27 (51.8) NA 13/19 (68) 14/29 (48.3) 2/5 (40.0) 4/6 (66.7)
=50% NA 8/27 (29.6) NA 1/19 (5) 12/29 (41.4) 2/5 (40.0) 1/6 (16.7)
Ischemic/functional MR 9/13 (69.2) 21/27 (77.8) 12/13 (92.3) 12/19 (63.2) 23/30 (76.7) 3/5 (60.0) 3/6 (50.0)
Procedural and 30-day data
Technical success 12/13 (92.3) 24/26 (92.3)% 10/13 (76.9) 16/19 (84.2) 28/30 (93.3) 4/5 (80.0) 5/6 (83.3)
Valve dislocation/embolization NA NA 2/15 (15.4) 3/19 (15.8) 0/30 (0.0) 0/5 (0.0) 0/5 (0.0)
Conversion to open-heart surgery NA NA 2/15 (15.4) 3/19 (15.8) 0/30 (0.0) 0/5 (0.0) 1/6 (16.7)
Post-procedural = moderate MR NA 0/26 (0.0) 0/9 (0.0) NA 1/30 (3.3) 0/4 (0.0) 0/6 (0.0)
LVOT obstruction NA 0/26 (0.0) 0/9 (0.0) 0/19 (0.0) 1/30 (3.3) 0/4 (0.0) 0/6 (0.0)
Procedural mortality 2/13 (15.4) 4/27 (14.8) 4/13 (30.8)§ 0/19 (0.0) 0/30 (0.0) 0/5 (0.0) 1/6 (16.7)
30-day moderate or severe MR NA NA NA NA 0/26 (0.0) 0/3 (0.0) 0/4 (0.0)
All-cause 30-day mortality 7/13 (53.8) 6/25 (24.0) 5/13 (38.5) 3/19 (15.8) 1/30 (3.3) 1/4 (25.0) 2/6 (33.3)
Follow-up
Follow-up, months NA 8.1 (0-20.7) 6 (1-15) NA NAY| 3.4 (3-4) 4.1 (3-6)
MR = moderate NA 0/24 (0.0) 0/8 (0.0) 0/14 (0.0) 0/5 (0.0) 0/4 (0.0) 0/4 (0.0)
NYHA functional class =III NA 2/18 (11.1) 2/8 (25.0) NA NA 0/3 (0.0) 0/4 (0.0)
Mortality 7/13 (53.8) 7/27 (25.9) 6/13 (46.2) 3/19 (15.8) 0/5 (0.0) 1/4 (25.0) 2/6 (33.3)
Values are mean (range), mean -+ SD, or n/N (%). *In late 2015, Edwards Lifesciences stopped the FORTIS program. The valve is not currently available. 1>50 implants up to June 2016; 32 early feasibility
study implants, 5 compassionate use implants. Results of the first 30 early feasibility study cases are available (43). #In 1 patient, deployment was not attempted. §in-hospital mortality. |[Repeated
echocardiography was performed in 26 of the 27 patients with a prosthesis in situ. Y|Follow-up data for longer than 30 days from 5 patients, 2 patients with follow-up for up to 6 months, and 3 patients with
follow-up for up to 18 months.
LVEF = left ventricular ejection fraction; MR = mitral regurgitation; NYHA = New York Heart Association; STS PROM = Society of Thoracic Surgeons' perioperative mortality risk; other abbreviations as in
Tables 1 and 2.
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