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A In 2016, 5 issues deserve a particular attention and represent the
matter of debate to limit the enlargement of the indications

-
1) Wons
\ 2 Vivewlaz Complcaions

3) Residuar A2r*c Kegurgitation

Ring

4) Pacemaker Implantation

\TAM' 5) Durability of the biological prostheses

Conclusion
-
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1) RESIDUAL AORTIC REGURG.

" Howard C. Herrman on behalf of
The PARTNER Il Trial Investigators. TCT 2015
Clip
Paravalvular Regurg
SAPIEN 3 Enhanced frame Paired Analysis
geometry for low -
Neochord ; ) delivery pl'Ofile e
_ Bovine

Ring Low frame height | SRS N pericardial tissue

TAMI

Outer sealing skirt to reduce PVL

Conclusion
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1) RESIDUAL AORTIC REGURGITATION

Paravalvular regurgitation in the PARTNER trial
Kodali et al. Eur Heart J 2015;36:449-56

C —— Group A (PVL none/trace)
Group B (PVL mild)
601 - Group C (PVL moderate/severe)
Overall log-rank P-value <0.0001
x A vs. B log-rank P-value <0.0001
S A vs. C log-rank P-value <0.0001
S 40 B vs. C log-rank P-value = 0.007
=
= ——— 31.3%
w
=}
= 23.0%
© 201
v}
S 14.4%
oc
O-I L 1 T L]
0 3 6 9 12
Time in months
Number at risk
Group A 1288 1104 1019 960 830
Group B 925 732 661 615 528
Group C 221 155 122 115 103
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4) PACEMAKER IMPLANTATION

Results From the CHOICE Randomized Clinical Trial
Abdel-Wahab M, JACC VOL. 66, NO. 7, 2015

Balloon-Expandable Self-Expandable

>,

N

| Ne'vaace Maker |

23% 38%

Changes in the Pacemaker Rate After
Transition From Edwards SAPIEN XT
to SAPIEN 3 Transcatheter Aortic
Valve Implantation  JACCIntv 2016

1 PPMirate (%) @ Implantation height (% aortic)

100 - 100
80 p < 0.0001 } Bl -
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5) LONGEVITY OF BIOLOGICAL PROSTHESES &
e Evidence of leaflet injury during TAVI deployment iy
Zegdi et al. Eur J Cardiothorac Surg 2011;40:257-9
Clip
Conclusion Collagen fiber fragmentation and disruption )
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S) LONGEVITY OF BIOLOGICAL PROSTHESES

Possible Subclinical Leaflet Thrombosis in 74V1
Makkar et al. N Engl J Med 2015,373:2015-24

Clip Corevalve Portico Sapiens XT Perimount

Clinical Trial
55 pts = 40%

Neochord

Resolve/Savory
132 pts 213 %

VKA related
VKA sensible

Conclusion
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Early calcific degeneration of a CoreValve transcatheter aortic bioprosthesis
. Sea Hing Ong'*, Ralf Mueller!, and Stein Iversen? 5 years FU in a female agEd 74
"Department of Cardiology/Angiology, HELIOS Klinikum Siegburg, Siegburg, Germany and *Department of Cardiovascular Surgery, HELIOS Klinikum Siegburg, Siegburg,
Germany
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Early Edwards SAPIEN Valve Degeneration

Mis After -EAMRrbaoui, MD, MSC,*y Pierre-Yves Courand, MD, MSC,*y Zoé Schmitt,
N MD,z Fadi Farhat, MD, PHD,x Raphael Dauphin, MD,* Pierre Lantelme, MD, PHD*y JACC

Cardiovasc Interv. 2016
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Early transcatheter aortic valve degeneration in the young @CmssMark

Mathieu van Steenberghe **, Chun-Yi de Vasconcelos °, Dominique Delay % Lars Niclauss ?, Matthias Kirsch ®

# Cardiac Surgery Unit, Centre Hospitalier Universitaire Vaudois (CHUV), Lausanne, Switzerland
® pathology Department, Centre Hospitalier Universitaire Vaudois (CHUV), Lausanne, Switzerland

3 years later = Euroscore = 1.19%
Dlscharged on Day 10

43 years old male BMI = 40.4 = TAVI
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« The )an 5 years ago:
Clip Apri O
° s ite §  The intemational newspaper for cardiovascular specialists August 2016 Issue 42
- S Q Olaf Wendler: Philip Urban: ‘f Adam Hartley:
Gl ¢ TAVI for lower risk Profile '«;' Patients and the web
— H Page 10 - Page 23
Neochord a = = I f :
e Inclur Study indicates signal for Absorb now available
Ive degeneration in TAVI | [iihe SSAtelowing
— P vaive g FDA approval
patients by eight years e e
i Abbott Vascular’s bioresorbable vascular ~
-_ B. scaffold (Absorb) has been granted )APIEN XT)
Speaking at EuroPCR (17-20 May, Paris, France), Danny Dvir reported that there is FDA approval—making it the first fully
Ring a significant increase in valve degeneration between five and seven years after a dissolving scaffold to be commercially
® Excl u transcatheter aortic valve implantation (TAVI) device is deployed. Although stressing available in the USA. The Absorb GT1
that this was a “preliminary analysis” using early-generation devices and, therefore, system, which is gradually absorbed by
“we must be cautious”, he estimated that, based on these findings, about half of the body in approximately three years, is
patients who undergo TAVI may show early signs of valve degeneration within eight now approved for use in percutaneous
g— N years of implantation. coronary intervention (PCI) in patients
with coronary artery disease.
vir (St Paul’s Hospital, degeneration with the average time
— Tl D\"ancounm Canada), to degeneration being 61 months. he approval was based on data from the
who was presenting the Of these, 23 showed signs of ABSORSB Il trial, which showed that pa-
TAMI data on behalf of the teams in aortic regurgitation and 12 showed tients who received the Absorb GT1 sys-
Venenuver Canadiand Ronen signs of aortic stenosis/mixed tem had a similar rate of target lesion failure (the H O
— D France, commented that as & regurgitation. Dvir commented trial's primary endpoint) at one year as those l rg Itat I 0 n ) .
result of TAVI being “increasingly that the “vast majority” of patients who received an everolimus-eluting stent with a
being performed” in younger and with aortic regurgitation had permanent polymer (Xience, Abbott Vascular):
— Pi lower-risk cohorts, mare patients intravalvular regurgitation and 7.8% vs. 6.1%, respectively (p=0.007 for non-
are expected to survive “long that among patients with stenosis, inferiority). This study also showed that there
alter tokiscathates heart valve “stenosis indices appeared only were no significant differences between devices
— I n implantation. However, he noted in long-term follow-up”, In terms in the rates of cardiac death, target-vessel myo-
Conclusion that durability of TAVI devices of valves that degenerated, three cardial revascularisation or device thrombosis.
h:s “only been assessed over the were a Cribier-Edwards device, 19 However while M'.wa:ﬂﬁig-gw
cham wendlas i ol n 1 enma m Qaalac it cod 1 L O . 2 - . (A =
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PCR Methods
+ Degeneration definition in the current analysis:
Clip

At least moderate regurgitation AND/OR mean gradient

2 20mmHg, which did not appear within 30 days of the procedure

and is not related to endocarditis.

Neochord

» Long-term echocardiographic exams performed during house visits.

Ring

TAMI

Conclusion

OBADIA Jean-Frangois 30éme J Cardio des Yvelines - Paris - 27 Janvier 2017 Download this presentation on « chircardio-lyon.org



Mis

Clip

Neochord

Ring

TAMI

Conclusion

3Hew

euro

s
YT e

PCR Freedom from THV degeneration

100%

80%

60%

40%

20% -

0%

# at risk

i Vancouver TAVI Cases Rouen TAVI Cases
Before May 2011 Before May 2011
(n = 462) l (n=242)
Total TAVI cases
Before May 2011
(n=704)
0 2 q 6 8
Time (years)
378 199 116 43 7
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PCR Summary
.
o « The current analysis includes a first look at long-term
[ durability after TAVI, evaluating cases performed 5-14 years
- ago with early-generation balloon-expandable THV devices.
* In this preliminary report, a significant increase in
\ degeneration rate was observed between 5-7 years after TAVI.
- Estimate of THV degeneration (resulting in at least moderate
- stenosis AND/OR regurgitation) was ~50% within 8 years.

* Renal failure was the strongest correlate of THV degeneration.
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Structural Valve Deterioration (SVD) and Reoperation
for SVD Echographic evaluation 97.7%

The bioprosthesis was considered to have deteriorated on :
strict echocardiographic assessment whenever severe [
aortic stenosis (mean transvalvular gradient > 40 mm Hg) ;
or severe aortic regurgitation (effective regurgitant orifice . :
area > 0.30 cm?, vena contracta > 0.6 cm) was observed, . 1
even if the patient was asymptomatic. :

l

!

Alain Mirza, MD, Claudia Loardi, MD
£ Michel Marchand, MD, and Michel At

Very Long-Term Outcomes of the
Carpentier-Edwards Perimount Valve in
Aortic Position

100%

Thierry Bourguignon, MD, Anne-Lorra 90 % at 15y

80% —

60% -

A R -

Freedom from Event (%)

— (15,60] years old

— (60,70] years old

— (70,100] years old
Log Rank p-value = <0.001

20% —

I
At Risk [383 258 136 63 17l )
At Risk [737 463 226 10
At Risk (1638 833 269 @ 1
I I = I I T
0 5 10 15 176 20 221 25

Years Post Implant

Fig 3. Kaplan-Meier freedom from structural valve deterioration
(SVD) by age groups. The expected valve durability (median survival
time without SVD) was 17.6 and 22.1 years for the younger (< 60)
and the 60 to 70 years group, respectively.
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Hancock II Bioprosthesis for Aortic Valve
Replacement: The Gold Standard of Bioprosthetic

Valves Durability?

Tirone E. David, MD, Susan Armstrong, MS, and Manjula Maganti, MS

From September 1982 to December 2004, 1134 consecutive patients... monitored

prospectively every second vyear.

echocardiographic studies to assess valve and heart function.

Structural Valve Deterioration

Structural valve failure (SVD) was documented in 87
patients by echocardiography or operati-\ or both. Re-
peat AVR was performed in 74 p>* 10\\ \ 13 patients
were believed to be inoper- &
7 in =60 years group)”

years, and 67 in pe__.ats younger than 60 years. Age was
the only independent predictor of SVD. Freedom of SVD

100

Freedom from
structural valve deterioration (%)

<60 yrs
60-70 yrs
>70 yrs 0

Most patients (94%) had multiple

o]
o
1

(2]
o
I

S
o
1

20 1

A <60 yrs
5yr: 98.9+1.0%
10 yr: 89.5 +2.2%
15 yr: 64.6 + 4.6%
20 yr: 29.2+5.7%

© 60-70 yrs
100%

u>70yrs
99.8 + 0.2%
99.8 + 0.2%
99.8 + 0.2%
99.8 + 0.2%

98.4 + 0.8%
93.1+2.1%
85.2+ 3.7%

Patients at risk

206 165 115 57 14
402 307 193 19
526 355 173 51 1

T T 1

5

10 15 20
Years Postoperatively
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\" e SVD definition cases| cases

y

Bt el e . " Severe Stenosis and/or Regurgitation: 5 1.9% NIV s 'f".--om. ™
| - N o 2 Vage -
Hopnie di yor _ Re-intervention (SAVR or TAVR) 3 3 1.1% e
Severe AS, severe AR, or Re-intervention 5 1.9%

1 Freedom from severe stenosis, regurgitation, or
" re-intervention

100% -

Clip Ll— 84.6%

80%1 Ten Year Follow-Up of TAVI
60% - from Vancouver

40% 9 John Webb MD and Danny Dvir MD

Neochord , . . .
. St. Paul’s Hospital, University of BC
20% +
Vancouver, Canada
00/0 L} L] L] L
0 2 <+ 6 8
Ring Time (Years)
Patients at risk
266 122 68 31 @
TAMI . .
THV severe failure was defined severe AS AND/OR severe AR. KM estimate of THV degeneration included censoring of patients at
their date of last known THV functioning well without evidence for failure per study definition.
TVT 201 Transcatheter Valve Therapies (TVT) O - diovascular
. A Multidisciplinary Heart Team Approach ' Research Foundation
Conclusion
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Very Long-Term Outcomes of the
Carpentier-Edwards Perimount Valve in

Ten Year Follow-Up of TAVI Aortic Position

Thierry Bourguignon, MD, Anne-Lorraine Bouquiaux-Stablo, MD, Pascal Candolfi, PhD,
MiIS Alain Mirza, MD, Claudia Loardi, MD, Marc-Antoine May, MD, Rym El-Khoury, MD,

fro m Va n CO u Ve r Michel Marchand, MD, and Michel Aupart, MD
100% i oo

cip y - 84.6%

80% =

90 % at 15y

o {— 84.6% at 8y
60% -

3
T
S
w 60% -

Neochord 40%) - <E_>
ES0% = e e e e e e - - -
§
°

0, e 40% -t
20 /0 ' w — (15.60] years old

— (60,70] years old
— (70,100] years old
Log Rank p-value = <0.001

|
|
|
|
0 % I T T 1 :
|

Ring 20% ;
0 2 < 6 8 At Risk 383 258 136 63 17l
At Risk [737 463 226 77 |
Time (Years) At Risk 1638 833 269 34 1 |
I ! I [ I T
0 5 10 15 176 20 221 25
TAMI Patients at risk Years Post Implant
Fig 3. Kaplan-Meier freedom from structural valve deterioration
266 122 68 31 7 (SVD) by age groups. The expected valve durability (median survival
82 y 90 y time without SVD) was 17.6 and 22.1' years for the younger (< 60)
c . and the 60 to 70 years group, respectively.
onclusion
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Actuarial Analysis —
MIS
| Freedom from Mortality
Clip
» 5 patients (2%) excluded (lost FU) 7
« 194 patients died _ “
Neochord « Total FU: 686.3 patient-years ; 7
g
- Maximum FU: 9.4 years § <
» Patients still alive were censored to 20 1
i the latest visit or echo date available b . B
Years Post Implant
TAMI
.l:f.g s_g.a:i:ftg!?lvr:pne;(lek Jeedy : i Cardiovascular
. June 16-18, 2016 | Sheraton Grand Chlcago | Chicago, IL £ ReseaciRodnation
Conclusion =
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Freedom trom SVD in Rouen
- Using cardiac surgeon’s definition

100 W

6 patients were excluded (lost FU) o]

Last available echo date was used in

this actuarial analysis 60

40

No patient with mean GR > 40mmHg
Only 1 patient had definite SVD:

Freedom from Event (%)

severe AR + elevated gradient, °

leading to re-intervention (TF-TAVR
in TA-TAVR )

At Risk: [233 107 54 17 1

.m

TranscatheterValve Therapies (T ch :
e | ohs = ! Cardiovascular
f§§ *

. June 16-18, 2016 ] Sheraton Grand Chlcago | Chlcago | Researcifodation
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Our 4 cases
according to this definition

2 deaths within 2 yrs
Possible SVD:

- Cancer & anemia

- Unexplained death

MiIs

TAVR-in-TAVR
Definite SVD

Alive — No symptoms
Probable SVD

Neochord
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Early Structural Valve Deterioration of Mitroflow Aortic Bioprosthesis: Mode, Incidence and [&iERNEEEN
mis Impact on Outcome in a Large Cohort of Patients ==
Thomas Sénage, Thierry Le Tourneau, Yohann Foucher, Sabine Pattier, Caroline Cueff, Magali
Michel, Jean-Michel Serfaty, Hubert Francois Carton, Christian Perigaud, Antoine Mugniot, Ousama
Al Habash, Olivier Baron and Jean Christian Roussel

Clip
100 =
B, e st s i 96.5%
‘E’j = 4 ° --'-——- e LR ""JT
617 consecutive patients o s
. / --=  Sizel9 - 67
-194 alive at 5 years A T Size 21 K
o e f ——  Size>D3 ||
Neochord © s | - f leecssecee- '
Ia =~ g |
5 - 80— 3
g g - A A § P<0.001 80.6%
s s
o , :
Ring = oy o Z8 ¥ B - Z ":: ok
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5 St i v s Y| . .
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Transcatheter Aortic-Valve Implantation for Aortic Stenosis
in Patients Who Cannot Undergo Surgery

MitraClip = Awvril 2011 Everest

Percutaneous Repair or Surgery for Mitral Regurgitation

MitraClip Device

1) One disease > Stenosis
2) One lesion = Calcification
3) One device = Stent + Bioprost
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Edge-to-Edge Repair
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CARDIOLOGY

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

the 2011-2012 Pilot European Sentinel Registry

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 (MDY,
Maren Schépp (MD)?, Martin Seifert (MD)", Christin Hopfmer (MD)",
Daniel Burkhoff {MD, PhD)®, Christian Butter (MD}*

* Hearl Center Brandeniurg in Sernaw, Bernow, Germarny
b Columbia Universily, New York, NY, USA

Association of tricuspid regurgitation with clinical
and echocardiographic outcomes after
percutaneous mitral valve repair with the
MitraClip System: 30-day and 12-month follow-up
from the GRASP Registry

Yohei Ohno'¥, Guilherme F. Attizzani*4!, Davide Capodanno'?, Stefano Cannata'
Fabio Dipasqua', Sebastiano Immé', Marco Barbanti', Margherita Ministeri',

Anna Caggegi', Anna M. Pistritto', Marta Chiaranda', Giuseppe Ronsivalle!,

Sandra Giaquinta', Silvia Farruggio', Sarah Mangiafico', Salvatore Scandura’,
Corrado Tamburino %, Piera Capranzano'*, and Carmelo Grasso '*

n_Journal
diology

edge

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)*

* Hear Center Brandeniurg in Bermau, Bermou, Germarty
® Columbin Universily, New York, WY, USA

Percutaneous Mitral Valve Repair
for Mitral Regurgitation in
High-Risk Patients

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 J. Mack, MD,j{ Laura Mauri, MD,: {3 Patrick M. McCarthy, MD, ||| Ted Feldman, MDY

Predictors of clinical outcomes after edge-to- ()
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Meta-Analysis of the Usefulness of Mitraclip in Patients ®
With Functional Mitral Regurgitation '

Fabrizio 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®,
Maunzio Taramasso, MD‘i_. Simone Frea. MD?, Stefano Pidello, MD®, Volker Rudolph. MD'..

Olaf Franzen, MD?, Daniel Braun, MD", Cristina Giannini, MD', Huseyin Ince, MDi__ Leor Perl. MD,
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Influence of non-cardiac comorbidities on outcome
MIS after percutancous mitral valve repair: results from the German
transcatheter mitral valve interventions (TRAMI) registry
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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, PaD,: 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
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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)'J, Christian Butter (MD})*

* Heart Center Brandenburg in Bernay, Beray, Gernnany
b Colnbin University, New York, NY, USA

2015

194 patients (brandeburgh, New york)
- Mortality versus Seattle HF model
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4) Complex : Echographic analysis

MIS
Percutaneous Mitral Valve
Edge-to-Edge Repair

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

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

-1 year echo assessement
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Ring 40 el i 235
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o [N | B | 8 | B N | | = g Overall Functional Degenerative E F Functional Degenerative
ml LVEDV LVESW L& LVEDV  LVESV LA LVEDY  LVESV LA SPAP el et X
Cherall Functional Degenerative l' il scarge B Flear™ |
TAMI FIGURE 5 Echocardiographic Measurement of Left Vent ricular and FIGURE 6 Echocardiographic M ent of T itral Pr Gradient, SPAP, and Ejection Fraction, at Baseline, Discharge,
Left Atrial Volumes at Baseline, Discharge, and 1-Year Follow-Up After TMVR and 1-Year Follow-Up
(Paired Data From 368 Patients)
Significant and persistent reductions in systolic pulmonary artery pressure (SPAP) were observed. After transcatheter mitral valve repair,
In the averall cohart, & nonsignificant reduction in left ventricular end-diastalic valume transmitral pressure gradient (TMG) (mm Hg) increased significantly, although no @ses of severe mitral stenosis were reported. LVEF = left
(LVEDW ) was observed, with a significant reduction in left atrizl volume (LAY In functionsl 3 P H
; e ] f ) ventricular ejection fraction (%).
mitral regurgitation, left ventricular wolumes remained stable during follow-up, although a
significant reduction in LA was noted. In degenerative mitral regurgitation, the most
Conclusion relevant fiinding was a reduction in LYEDY over time (norsignificant). LVESV = left ven-
tricular end-systolic volume; TMVR = transcatheter mitral valve repair. (
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Outpatient clinic

Medical CRT -
i therapy MitraClip e
Inotrope use
v
EVEREST II ACCESS EU Commercial Mixed
(Randomized Controlled Trial) (Europe) (APJ, CALA, Europe, US)

| 14%

« 178 patients + 567 patients « 10,614 patients
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The NEW ENGLAND

]OURNAL f MEDICINE MITRA.fr (Currently enr
0

COAPT (Currentty Enrolling)

EVEREST | (Feasibility Study) High Risk Study ACCESS Europe (Con mercial Registry) §° -
(55 Patients Enrolled) (78 Patients Enrolled) (567 Commercial Patierts Enrolled) I RESHAPE-HF (Currently Enrcliing)

EVEREST I " REALISM (Continued Access)

. (Randomized (815 Patients Enrolled)
First Implant Controlled Trial) CE Mark A\

(279 Patients Enrolled)

Neochord

Premiers patients francais

l ﬁﬂ

>TIC 2010 : TECH. INNOV. COUTEUSES Inclusion
ITRACLIP® pour IM fonctionnelles symptomatigues. Jazr(‘)ﬁr

oumission Oct 2010 =>» refus Sept 2011

| ;/
PHRC 2012 : Appel a projet DGOS |

MITRACLIP® pour IM fonctionnelles symptomatiques.
Soumission Janvier 2012 =» Acceptation Décembre 2012

CUTICTUSIONT

52
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MITRA fr-planning
[T Mar | Aod | Jan | 1ol [ WNov | Ar | Sep | Fev | Wl [T D0é& T Mal Ot WMar T RedT
PROJET MITRA.fr
05/13
CPP ¢ 15/05/13
SM ¢ 23/05/13
- Today
CCTIRS ¢ 13/06/13 .
Autorisation CNIL ¢ 22/10/ End 2016
Indlusions
30/12/13 30/11/16
Sulvi des patients a M12
30/12/13 01/12/17
Montorage des données M12
30/12/13 01/02/18
Deaths + H Nettoyage de Ia de données M12
peaths + fHosp _ 18 ¥, 28/02/18
€a s 05 Deaths = 19;1% i 802
- Clip33% Hospit=55% .
- ttt 50% pit=ss%— Gel de base M12 ¢~.28/02/18
"""""""""""""""" Analyses stat - Résultats M12
150 Eo 01/03/18 18.
- Soumission NEYM g 01/05/18
.;”@”‘l R R N R R R RN Publication HOTLINE ESC 2018 9 27/08/18
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—— Rancy
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COAPT

RESHAPE-HF

Abbott Vascular

MITRA fr l l

Sponsor Abbott Vascular PHRC / Abbott
Méthodology Prospective, randomized |Prospective, randomized| Prospective, randomized
. . . . .. Optimal Medical Optimal Medical
Comparison Optimal Medical Medication Medicatio Medication
MR etiology Secondary MR Secondary MR Secondary MR
Ejection Fraction 15 to 40% >30% 15 to 40%
Hospitalisation HF < 12 100% 100%
months ?
High Risk Patients Surgical Cl (heart team) | Surgical ClI (heart team)
NHYA Il to IV I, 1, 1IvV i, 1, 1Iv

Principal Criteria

% all deaths or rehospitalisation rate HF

Safety et efficacy (hospit pour

% all deaths ou % hospitalisation HF

CHF) Idem Shift Ivabradine = Lancet
Hypothesis 18vs 14 % de:;: pai: d0,6vs0,45 50% versus 33%
Lost pats 15% 10%
Number of inclusions PINEE Reshape2 [ELILE) + 200 | 1ax2 P23
Number of centres 50 75 26
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2014 : 100 Pts

2015 : 300 Pts

Neochord

2016 : > 500 Pts

f. company cc Mark Submission
g P e First human case TAEndTOF' | o :DA
e R anm smmDenmark C: - French PHRC
| I First Mitrachord
EWES S Animal studies and commercial

experiment

Instrument development sale

_ 2006 - 2009
Conclusion 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016
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Leaflet-to-Annulus Index (LAl)

MR class
(0,1) vs (2,3)
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Annular Leaflet Mismatch Index Reversed
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>1.25 predictive of MR<1+ at 1y FU
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TAVI = 2200mg,,
MIS Eccentri itant ¢ Eccentri 04
* Eccentric regurgitant ® Eccentric
e ——— MR grade = 2 years FU
* Central P2 prolapse, * Extension of 03
C|Ip extension up to 50% prolapse to include
of entire PML. No the portions of P1
pericommissural or P3 adjacent to 02
involvement. P2
* No anterior leaflet * Or may have more 01
prolapse or tethering | than one
* No severe LV prolapsing segment
Neochord dilatation (P1+P2, P2+P3) 00
Preop Intraop Discharge 1month 6months 12months 24months
Average —emmmmmmTyne A e=mmmmmType B e Type C
LA volume indexed (ml/m2) LVEDD,cm o LVESD, cm
Ring 7 Bl — .
N A1
6 \_____/\ 36
\ 35 —1
20 N 34
TAMI 30 5 33
20 32 2
10 " X 1 3';
> ;r;-pr;)oedunl 1 month 6 months 12 months Mm;n: e s i A gEERenl. monty S monihe o Hmodte
—ciraUD A ==Grolp B ==Group =GroupA =Group B =Group C =GroupA =Group B =Group C
Conclusion lll!“
/ ,m&\\ vinaus wiersiewo igoninés 2 yeqys Vilnius Experience, K. Rucinskas Vilnius, Lithuania -

SANTARISKIU KLINIKO
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Ring 1(1,1%)
\
0 (0%)
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92 (100%)
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60 (65,2%)
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22 (23,9%)
70 (76,1%)

; 81,0 (70,9-91,9)

20 (21,7%)
63 (68,4%)

Ring 9 (9,8%)
\
31.5 (26,8-40)
TAmI 21 (22,8%)
\ 34 (36.9%)

14 (15,2%)
19 (20.7%)
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FOSstoperative Characteristics

e 1(1,1%)
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\ 2 (2,2%)
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MIS
Composite Success : g
Clip p . }
96 312 1% 92.7+3 2%l
- Procedure success o
at least 2 neochordae
MR<mild VC < 3mm VR < 30ml| g
Neochord §
- Freedom from MACE .
death, stroke, MR > moderate, }
: unplanned interventions 2-
ing
- decreased in NYHA >1 class o
TAMI ’ FoIIow-L]p (years) :
Pts at risk 92 56 21
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TTE PARAMETERS 2 { 0] 2 YEARS FU A (MeantsD)
MIS (Mean%SD) (Mean#SD)

AP diameter (mm)
Clip Systolic 34.9+5.9 35.1+3.8 J 0.2+5.8 0.862
Diastolic 39.81+5.6 39.4+4.3 4 04+6.1 0.741

LL diameter (mm)

o Systolic 36.3+5.1 34.9+4.9 M15+53  0.191
Diastolic 39.7+ 4.4 39.6+5.8 20.2+6.7  0.904

LVEDVi (mL/m?2) 80+19.6  63.8+19.8 4 16.2+21.1 0.001

LVESVi (mL/m?) 35.8 + 14.2 26+ 8.9 29.7+16.1  0.008
LAVi (mL/m?) 52.9 + 21 455+20 4 7.3+16.7  0.057

i LAD (mm) 58.5+10.1 48.7+9.7 19.8+12.1  0.001
sPAP (mmHg) 39.5+14.3  23.1+85 1 16.4+13.3 <0.001

| LVEF (%) 60.4 + 10 60+ 5.1 20.4+103  0.844
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INDIRECTE Annuloplasty

Iy
LS "~

MONARC Two-anchor design EVOLUTION
(Edwards with chronic trial
Lifesciences reshaping (6weeks) (72 pts
LLC) by a foreshortening 829% success)
bridge
CARILLON Acute reshaping AMADEUS trial
(Cardiac device acting in (113 pts
Dimensions P2P3, repositionable, | 58 % success )
Inc) retrievable
PTMA Tri-lumen catheter, PTOLEMY
(Viacor Inc) reshapable, (31 pts
possibility of 29 % success )
multiple long term
adjustment

Conclusion

OBADIA Jean-Frangois

30eme J Cardio des Yvelines - Paris - 27 Janvier 2017

Download this presentation on « chircardio-lyon.org




5 d - ',’l».,:'.

Mitral
Valve
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First in man in 2013
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Cardioband European Study

MIS Courtesy of Francesco MAISANO
Early Outcomes (N=30)
Clip
Procedure
* Implants successfully deployed on annulus (30/30)
* Average reduction of septolateral diameter 20%
Neochord
Effectiveness
* MR £2+in 1 month follow up (N=27) 89%
Ring * MR £ 2+ in 6 month follow up (N=16) 88%
Safety
* Procedural mortality 0/30
TAMI
* 30 days Mortality (according to VARC) 2/30

No Device Related Major Adverse Events as adjudicated by independent committee
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Cardioband European Study

MIS
Early Outcomes (N=30)

Clip Effectiveness
* MR <2+in 1 month follow up (N=27) 89%
* MR <2+ in 6 month follow up (N=16) 88%

oo * Accumulative implantation time >270months

Procedure
* Implants successfully deployed on annulus (30/30)

Ring * Intra-procedure MR reduction 21 degree (28/30)
* Average reduction of septolateral diameter 20%
Safety

TAMI * Procedural mortality 0/30
* 30 days Mortality (according to VARC) 2/30
N * No Device Related Major Adverse Events as adjudicated by independent committee
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MV Repair Mitral Plasty techniques

Clip

Neochord I

Ring
TAMI
AT Carpentier French Correction Fully percutaneous Mitra valve repair
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Vue en échographie 3D de la prothése (face auriculaire)
avant |’ intervention

1: Anneau de la prothese

2: Eversion compléte d’ une cusp
expliquant la fuite importante

ERERE SR

Conclusion
\ O
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Prothése mitrale

Vue en biplan de |la progression du guide a partir de
@c,um I” apex du ventricule gauche (fleche bleu)
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Vue en échographie 3D de la prothése mitrale (face
auriculaire) en fin d’intervention

Prothése fermée Prothése ouverte

R SR

Le contréle en échographie 3D en fin d’ intervention montre un bon
positionnement de la prothese percutanée (qui recouvre complétement la
prothése défectueuse) et |’ absence de fuite mitrale résiduelle.

Conclusion
\ Qf
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Regular meetings at a precise time (Weekly basis) L
Pre-program announcing the files to discus

a minimum of 3 different specialties

Several members / Specialties

Involving Coordinator/nurse

Written decisions recorded

Yearly evaluation
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