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Prevalence of Valvular Heart Disease

Overall Prevalence 2 Moderate VHD

8.2% (95% C17.0-9.5%)

Observed Prevalence
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Transcatheter Mitral Valve Therapies

« Mitral Transcatheter Edge-to-Edge Repair (M-TEER)
« Other Transcatheter Mitral Valve Repair (TMVr) devices
* Transcatheter Mitral Valve Replacement (TMVR)
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Etiologies of Mitral Regurgitation
‘ . ‘ » Atrial functional

Ventricular functional

secondary
Primary miteal Functional mitral
urgitation due to regurgitation

Normal mitral
valve anatomy.
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Increasing M-TEER Procedures
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499 506
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286 298
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Per 100,000 Part A Beneficiaries|

2017 2018 2019 2020 2021 2022
- Surgery —+ M-TEER — TMVR ~ Total
- Medicare Provider Analysis and Review + Medicare Part A beneficiaries
- 2012:2019 . 2017-2022
65

+ Al surgical mitral valve repair and TEER procedures 265 years
+ Hospitalized for mitral valve intervention
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Abbott MitraClip Device
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GENERATION 5

MITRACLIP G5
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M-TEER in Functional MR
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2025 ESC/EACTS Guidelines — Functional (Secondary) MR
e —————— Degenerative (Primary) MR

TEER is recommended to reduce HF hospitalizations TEER may be considered in symptomatic patients

with severe atrial SMR not eligible for surgery after
stable, symptomatic patients with impaired LVEF optimization of medical therapy including rhythm
(<50%) and persistent severe ventricular SMR, 88590638639

despite optimized GDMT and CRT (if indicated),

fulfling specifc clrical and echocardiographic 2025 ESC/EACTS Guidelines 2020 ACC/AHA Guidelines

criteria.” SH5E06608643

and improve quality of ife in haemodynamically
b

control, when approprite:

6. Inseverely symptomaic patients (NYHA class
TEER should be considered in symptomatic patients B
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< RCT (n =500), 1:1 TEER with MitraClip vs. Surgical MVr + RCT (n = 450), 1:1 TEER with MitraClip vs. Surgical MVr

Patient Population: . s
+ ECL adjudicated 3+/4+ primary/mixed MR; suitable anatomy for mTEER and + Patient Population:

surgical candidate per site Heart Team * Age 265 with 3+/4+ primary MR
+  Symptomatic (NYHA 21l symptoms) . Al i diat " i :
As&mptomatic with LV EF <60%, PASP >50mmHg, or LV end-systolic diameter Slnicel IHdIC?lIO? ormitalialvel miol ention
>40mm + Anatomic suitability for surgery of mMTEER

Age 275 or <75 STS repair >2% or other comorbidities that increase surgical risk + Low, intermediate, or high STS PROM per local Heart Team
mary Endpoint #1 (2 years): . '

. ion: o
All-cause mortality Exclusion: LVEF <25%

Stroke Primary Endpoint (Minimum 3-year follow-up):
Cardiac hospitalizations +  All-cause mortality
Acute kidney injury requiring renal replacement therapy o VEE eumienErien

ary Endpoint #2 (2 years): P " - . .
Pro[nonion of subjects with moderate or less MR, without mitral valve * Hospitalizations/urgent heart failure visits (1 month blanking period)
replacement or recurrent mitral valve intervention «  Onsetof 23+ MR
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ClinicalTrials.gov Identifier: NCT0419: w 2 ClinicalTrials gov Identifier: N
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Other TMVr Technologies TMVR Considerations

Direct annuloplasty Chordal replacement

Indirect annuloplasty

Acaucinch MVRXARTO Miteal Loop Cerclage

Tartaglia et al. Circulation: CV I L Caxran
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TMVR Devices

—

Tendyne

Evoque EoS

Innovalve

W@ B

| —

Tendyne (transapical access)
Currently Only FDA approved TMVR Device (5/2025)

Tendyne™ TMVR System

Designed for the Mitral Anatomy to Eliminate MR
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Summit MAC study
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Patient Enrollment and Screening

Key inclusion criteria
Age 2 18 years
NYHAZ I

‘Screened for MR 3+ or greater, severe MS,
or moderate MR+MS
N=474.

MR 2 3+, or severe MS, or both moderate MR

and moderate MS
GoMT

Key exclusion criteria
Prior mitral vaive interventions
Life expectancy <12 months

Severe pulmonary hypertension (>

Hemodialysis
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Summit MAC study

Primary Study Endpoint
o

Mitral gradiont at 12 months: 3.8+ 1.4 mmHg
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with mitral regurgitation unsuitable for surgery or

dge-to-edge repair: a
multicountry, single-arm trial

SAPIEN M3
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SAPIEN M3 System
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Study Design
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SUMM
TENDYNE TRIAL

Performance Goal 45%
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FDA approval

237
(1)

Moderate-to-severe MR,
severe mitral stenosis, or
moderate MR with
moderate-or-greater
mitral stenosis caused by
MAC

Unsuitable for surgery
Anatomy unfavorable for
TEER
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Effect on Mitral Regurgitation and Stenosis
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A Death or hear farehospitalstion

95% 0120 6%10 30 6%;p<0001

Singlo am, ransseptal TMVR
N=upto300

Follow-up: 30 days, 6 months, 1 year, and annualy through 5 years

Primary Endpoint.
1 year composite of allcause mortality and heart falure hospitaizatin (4FH)
‘compared to prespecified performance goal of 43%

%V Populstion
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Guerrero et al. Lancet 2
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Mitral Regurgitation Severity
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Tricuspid Regurgitation Transcatheter Tricuspid Valve Interventions (TTVI)

Ideal Anatomy* Historical and New Tricuspid Valve Technoloy

= Clinically significant TR is highly prevalent (~5 million individuals in USA and Mechanism
Europe) Annuloplasty i Secondary TR
(Direct and Indirect) |2 tarer e ioconon

= Multiple studies show an independent association of mortality with higher Device « Suffcent landing zone and imaging for
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Abbott Triclip T-TEER Device T-TEER - Triluminate RCT
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Transcatheter Repair for Patients with Tricuspid Regurgitation
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Additional T-TEER Experience: Edwards Lifesciences Evoque TTVR Device
Triluminate Program

Study Design

TR and KGCQ after TTEER EVOQUE Transcatheter Tricuspid Valve Replacement System
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TRISCEND Il Trial

Screering and TIVR
enrollment by * Pre-procedure medical therapy continued 2 3 months
Heart Team postimplant
+_Concomitant procedures not permitted

Eligibiity

Committee

Total N = 400

30 Days
Safety

Annual

follow-up to

Primary endpoints

5 years

6 Months.
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EVOQUE TTVR - Real World Data
STS/TVT Registry 2024-2025
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ESC/EACTS 2025 Guideline Update

Recommendations in 2021 version Class®

Level®

Recommendations in 2025 version

Class®  Level®

Indication: p: ith severe
Section 11.4

Transcatheter treatment of symptomatic secondary

severe TR may be considered ininoperable patients ata

Heart Valve Centre with expertise in the treatment of | Slb
TV disease.

@

Praz et al. EHJ

heter TV treatment should be considered to
lity of life and RV remodelling in high-risk
patients, with symptomatic severe TR despite optimal

medical therapy, in the absence of severe RV
dysfunction or pre-capillary PH
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EVOQUE TTVR - TRISCEND II Trial
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T-TEER vs TTVR Considerations

Transcatheter Mitral and Tricuspid Therapies:
Take Home Points

« There are a number of available transcatheter options for patients
with mitral and tricuspid pathology

« M-TEER remains an excellent treatment strategy in higher-risk
patients with studies ongoing to assess outcomes in lower-risk
cohorts

* Recent FDA approval of the first TMVR system for MAC (Tendyne)
with other devices nearing approval or in various stages of clinical
study for mitral pathology
wo FDA-approved devices for tricuspid regurgitation available
p’r' lip and EVO%Ue&WIth recent large-scale analyses supporting
indings of pivota

« Several ongoing studies evaluating safety and efficacy of other TTVI
devices
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