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Cas clinique

* 86 ans
* Bon état général / Dyspnée NYHA %
* Plusieurs épisodes de décompensation cardiaque

ATCD :
- FA permanente

- PM pour brady FA
- Insuffisance rénale chronique (créatinine de base autour de 200 pmolL/L)
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ETT : VG dilaté, FEVG 50%,

IM sévere organo-fonctionnelle
sur rupture de cordage en A2 +
dilatation de I'anneau.

IT importante




Mitraclip: réparation bord a bord

* Sous radioscopie
* Guidage ETO
* Anesthésie générale



IM secondaire: COAPT vs. MITRA-FR

MITRA-FR
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Obadia JF et al. NEJM. 2018 Aug 27. doi: 10.1056/NEJMoa1805374
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Stone GW et al. NEJM. 2018 Sept 23.



ETO 1N |t |d | . M organo fonctionnelle massive avec prolapsus de A2 vers A3.
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Patient Selection
Anatomical Suitability for TEER

1. Clinical Severity of FMR and DMR, sign and symptoms, optimization of medical treatment; surgical risk;
factors suitability for other advanced therapy (LVAD, Heart Tx...)
2. Operator’s Beginner/ Immediate experience/ Expert/
experience Initial cases Multiple cases High volume centre
3. Complexity )
of anatomy OPTIMA/IDEAL LESS IDEAL/CHALLENGING ADVANCED/COMPLEX

* Central A2/P2 —VCommIssural (A1l/P1, A3/P3)

* No calcification * None in grasping zone, severe calcification  * Grasping zone with calcium

of annulus

* MVA >4 cm? * MVA >3 cm? * MVA <3 cm?

* Post-leaflet >10 mm * Posterior leaflet 7-10 mm in length of * Post{eaflet <¥ mm and cleft

* Tenting height <10 mm cleft

* Normal leaflets and mobility * Tenting helght =10 mm

* Flail gap <10 mm, Flall width <15 mm  « Carpentier [IB * Carpentier ll18, rheumatic

* Flall width >15 mm * Multiple segments, Barlow

Reproduced from Gavazzonl et al, Eur Heart § Cardlavasc Imaging (2020). DOI: 1001093 /ehjcl/jeaabel




Residual MR is Associated with Increased Risk
of Mortality and Heart Failure Hospitalization

Primary MR Secondary MR

STS/ACC TVT Registry (US)! COAPT Clinical Trial (Device Arm)?

MitraClip + GDMT | P;,:=0.93
< 509 - 100% T — mRm o/1+ (N=202; 72.9%)
® 48.9% — MR 2+ (N=55; 19.9%)
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I 591 408 278 168 104 MR 2+ 55 45 37 31 21 ™
o/l 1146 810 559 373 213 MR 3+/4+ 20 13 7 7 4 ™

1Sorajfa et. al. J Am Coll Cardiol. 2017; 70{19):2315-27
2 Presented by Saibal Kar, Relationship between Residual Mitral Regurgitation
and Clinical and Functional Outcomes in the COAPT Trial, EuroPCR 2019




* ETO : IM organo fonctionnelle massive avec prolapsus de A2 vers A3.
Décision de ne pas réaliser de mitra clip.

* Dépletion hydrosodée intensive



ETO 2 per mitraclip
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* Franche amélioration du GAP de coaptation
* Prolapsus A2 vers A3 et P3
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* Mise en place de deux clips (le premier sur A3 et le deuxieme plus central)
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ETT post

Amélioration de la dyspnée
Pas de réhospitalisation depuis janvier 2023




Quelles alternatives au Mitraclip ?

Severe mitral regurgitation at high surgical risk

v

TEER challenging or impossible?

TEER challenging
—Small mitral valve area 3.0-3.5 cm?
—Commissural lesion
—Short posterior leaflet 5-7 mm
— Annular calcification/annuloplasty
— Leaflet cleft/indentation
~ Excessive Barlow's disease
~ Fibratic leaflet

TEER hard or impossible
— Small mitral valve area <3.0 cm?
—Mean gradient >5 mmHg
— Short posterior leaflet <5 mm
— Calcification/concentric MAC
— Leaflet perforation
~Multisegment lesions
—Rheumatic mitral stenosis

TMVI not suitable?

Criteria of challenges with TMVI
—Moderate and non-circumferential MAC
—Small LV (LVEDD <48 mm)

—Severly impaired LV function
—Anticipated neo-LVOT area <1.7 cm?
— Septal hypertrophy (>15 mm)
~Long (>25 mm) anterior MV leaflet
—Narrow aorto-mitral angle

O

| Heart Team reassessment |

I

’

: '

.

TEER challenging
Centre with high level of experience

Need of concomitant intervention
Non-prohibitive surgical risk

Experience with and access to ASA/
LAMPOON, next-gen TMVI devices

TEER/TMVI impossible
Prohihitive surgical risk

Bailout TEER ]

<

l High-risk surgery |

| Facilitated/next-gen TMVI |

Medical therapy |

URENA, M et al: Eurointervention 2023



URENA, M et al: Eurointervention 2023




Anterior-posterior: Lateral-medial:

Transapical access
8 Sth intercostal space

. o -
Annular circumference:
12,17 cm
Annular area:
10.96 cm?

Intertrigonal: 3 . Aortomitral angle:

2.88cm 56° degree




TMVI for native valves

Transfemoral —— Aortic THV S3

&
Anatomical criteria FiE Eligibility 5 / g
Clinical criteria TTE/TOE and CT -1 Transapical - » Tendyne

| -
Mitral THV

Transfemoral Transapical

g ) &

o %QQ‘”' CE mark

® M3 (n=10) |® Intrepid (h=50) ™ Tendyne (n=100)

Investigational
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30-day mortality Technical success

Pivotal trials

URENA, M et al: Eurointervention 2023



Remplacement: Tendyne

CENTRAL ILLUSTRATION Clinical Outcomes With Transcatheter Mitral Valve Replacement With the Prosthesis

First 100 Patients Treated

Change in Mitral Regurgitation
11% 1.2% 45% 47% i
: 100% -
| : 90% A
= 80%
70%
60%
50% -
40%
30% A
20%
* No intra-procedural deaths 10% 4 o
» Technical success in 96% 0% . . T T T
= 30-day death, 6%; 1-year mortality, 26% Baseline Pre-Discharge 1 Month 3 Months 6 Months 12 Months
= Among survivors at 1 year, 88.5% with mild MNone(Trivial M1+ M2+ 3+ W4+

or no symptoms

Soraja, P. et al. J Am Coll Cardiol. 2019;73(11):1250-60.

(Left) The Tendyne prosthesis. (Right) Changes in mitral regurgitation at baseline and after treatment with the prosthesis. Severity of mitral regurgitation was
detemmined in a core echocardiography laboratory at baseline and through 12-month follbw-up for survivars.
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HIGHEST MR REDUCTION ACHIEVED WITH TMVr*
83.5% MR < 1+ AT 1 YEAR IN SUBJECTS WITH BASELINE MR 2 3+

ECL Adjudicated MR Severity by Etiology

Primary MR Secondary MR All EXPAND
0.8% 1.3% 0.9% 0.5% 1.1%
100% 1 2.9% 5 1% E 1.2% m 2.1% 2.9%
13.9% 14.6% _ - 12.5%
80% A
c
IE 60% 7
b
=
=
g' 40% - MR = 1+ MR £ 1+ MR < 1+ MRS 1+ MR < 1+ MR £ 1+
o 82.4% 79.2% 85.3% 89.5% 83.4% 83.5%
o
° 20%
21.0% 12.7% 15.9% 18.4% 18.5% 14.7%
0% - =
Baseline 30 Days 365 Days Baseline 30 Days 365 Days Baseline 30 Days 365Days
N=279 N=238 N=158 N=213 N=170 N=114 N=509 N=421 N=279

MR 0+ MR 1+ H MR 2+ H MR 3+ H MR 4+




TRANSFEMORAL APOLLO @;K

Expanding Patient Access with a Less Invasive Therapy

Intrepid Transfemoral System APOLLO Launch

>50% Sites Trained, Training Complete by June

APOLLO Study 35 Fr Intrepid
Transfemoral System

Assessment by Multidisciplinary Heart Team

Approved transcatheter repair or surgical mitral valve

interventions may be unsuitable therapies I

MR Cohort Roll-in MAC Cohort
(Primary or subjects
Secondary MR)
N=250-550

N = up o 300 max.

CAUTION: INVESTIGATIONAL DEVICE, LIMITED BY FEDERAL (OR UNITED STATES) LAW TO INVESTIGATIONAL USE. MEDTRONIC CONFIDENTIAL. THE MATERIAL AND INFORMATION IS PROVIDED STRICTLY FOR PHYSICIAN USE IN PREPARING
FOR AND PARTICIPATING IN THE MEDTRONIC APOLLO CLINICAL STUDY.



CONCLUSION

* Les outils disponibles pour le traitement de la Mitrale sont en plein
développement

* Nécessité de prise en charge dans des centres d’expertise

 Le Mitraclip dans les bonnes formes donne de bons résultats

* Les formes plus complexes doivent donner lieu a des analyses fines
* Les valves percutanées utilisables par voie transfémorale arrivent

* Les études d’évaluation des différentes stratégies sont en cours



