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The Role of Imaging in the Evolution of Tricuspid Regurgi
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Tricuspid valve transcatheter interventions

Percutaneous options for TriCinch
the tricuspid valve Annuloplasty
systems
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Heterotopic devices
Goal: to reduce the venous congestion and
backflow associated with TR for symptomatic
improvement

Annulus

Goal: reducing the annular
dilation

- Restrictive Annuloplasty
- Direct Annuloplasty

Tricuspid valve

replacement

Goal: implantation of
bioprosthetic valve within
the tricuspid annulus

Leaflet

Goal: restoration of
coaptation and reduction
of regurgitant orifice area.

Coaptation

enhancement

Goal: to fill or eliminate the
coaptation defect



Leaflet devices

Heterotopic replacement

Mistral

Annuloplasty

Tricento Tricvalve

Cardicband Millipede

Orthotopic replacement
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Transcatheter Tricuspid Valve Therapies Landscape

Transcatheter Edge to Edge Repair

Tricuspid Valve Replacement

. * Devices: Evoque, LuxValve, GATE & -5

* Devices: TriClip, PASCAL * Favorable Indications ( =N
* FavorableIndications 1. Greater leaflet coaptation gap (>8.5
1. Small leafiet coaptationgap (<7 mm) mm) ﬂ LuxVaive
2. “True” tricuspid (3 leaflets) TiClip 2. Valvetethering (more than AX,

morphology moderate) 53
3. Confined prolapse or fiail of any " 3. Previous Tricuspid Valve Replacement

leaflet -~ /f/ (ViV)
4. Jetlocation:Anteroseptal Yol 4. Thickened leaflets (heavily calcified)

Annuloplasty Heterotopic Caval Valve Implantation

* Devices: Cardioband * Devices: Tricento, TricValve
* Favorableindications S » Favorableindications ,
1. Dilatedtricuspid annulus as the key ~ 1. Venous congestion - significant "y

pathophysiological mechanism - =S backflow in caval veins
2. Valvetethering preferably mild e 2. Not suitable for orthotopic
3. Jetlocation:Central valve implantation

Cardioband 3.

Appropriate cava anatomy-size

TricValve

K Dimitriadis et al Life 13:1417; 2023



Real life world experience

312 patients with severe or greater symptomatic TR underwent TTVI
and were included in the registry across 18 centers

The International Multicenter Outcomes After Current Transcatheter
TriValve Registry Tricuspid Valve Intervention

Which Patients Are Undergoing Transcatheter Tricuspid Repair?  Mid-Term Results From the International TriValve Registry
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Taramasso M. JACC cardiovascular intervention , 2017 & 2018



Screening for Transcatheter Tricuspid Valve Intervention

TriSelect Study

Northwestern (Chicago), Bad Oeynhausen, Cologne

» Accepted = Rejected
50%

40%

* 62% Transcatheter Edge-to-Edge Repair
» 38% Transcatheter valve annuloplasty

57%

Anatomy

Montefiore
New York

N=50

= Accepted = Rejected

Clinical  Technical * 50%
Futility  Limitations Symptom

TTVR =+ 47% TEER

Burden * 3% Other (Caval Valve)

Future Innovations and Clinical Needs

€3 Broad Toolbox of TTVI Therapies (e.g., TTVR)

£ Earlier Referral & Volume Optimization

O Imaging Innovation (e.g., 4D-ICE, Al)

O Alternative Permanent Pacing Strategies

V %




TR DISEASE

STAGING
AND POST-
TREATMENT
SURVIVAL

CENTRALILLUSTRATION TR Disease Staging and Post-Treatment Survival

40.49

LVEF (%)

TAPSE {mm) »17 17 <3
Conservative , eGFR (mL/min/1.73 m') »60 30-60 <30
e n=1300 NT-pro-BNP or BNP (po/inl) <1250r35 125,249 0r 35-349 1,250 0 350

= Conservative

F=054

HR of 1-year survival

100 200 300
Nay<
No. at Risk:
282 257 22 136 "o 99 83

Conservative 126 120 0B 99 23

* In patlents with early or advanced disease, mortality did not differ between interventional and
conservative treatment (early stage HR: 0.78; P = 0.54; advanced stage HR: 1.06; P = 0.78)

« T-TEER in patients with an intermediate TR disease stage is associated with improved 1-year
survival (HR: 0.73; P = 0.03) and may inform patient selection and clinical trial design

Schiotter ¥, ot a. JACC Cardiowasc Interv. 2025:18(3)339-348,
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CENTRAL ILLUSTRATION: Transcatheter Tricuspid Valve Repair Safe and
Effective in Real-World Population

Real-World Population

Reduction in TR at 30 Days

P <0.0001
100 2.7%
90
» Cardiovascular mortality 8%
80 o
3 704 « Myocardial infarction 0.0%
8 ¥ - wae - Stroke 0.4%
50+ Massive or
§ 40 torrential - New onset renal failure 1.4%
30 = Endocarditis requiring surgery 0.0%
204
10 = Nomelective CV surgery for
>4 2% device-related AE 0.29%
Baseline (n = 389) 30 Days (n = 389)

MAEs adjudicated by independent clinical events committee
Lol U

Lurz P, et al. J Am Coll Cardiol. 2023;82(4):281-291.
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CENTRAL ILLUSTRATION: Specific Challenges of Transcatheter Tricuspid
Valve Implantation and Their Management

Pro-oxisting conduction
disturbances
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Hausleiter J, et al. JACC. 2024;10.1016/}.jacc.2024.10.0M




CENTRAL ILLUSTRATION: 1-Year EVOQUE Transfemoral Transcatheter
Tricuspid Valve Replacement for Severe Tricuspid Regurgitation

EVOQUE Transfemoral Tricuspid Replacement

1-Year Clinical and Echocardiographic Outcomes
P < 0.001 P < 0.001

NYHA
v

1-Year Follow-Up

Baseline Tyr Baseline 1yr
(n=27) (n=23) (n=27) (n=23)

All-cause mortality: 7%
HF hospitalization: 7%
New pacemaker: 7% within 30 days,
4% beyond 30 days

Sustained improvement in NYHA functional class as well as
improvement in TR degree suggesting that the EVOQUE
System is a promising treatment option for this population

Webb. J.G. et al. J Am Coll Cardiol Intv. 2022:15(5):481-491.




CENTRAL ILLUSTRATION: 30-Day Results of the TRISCEND Study With the

EVOQUE System
. T
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Kodali, S. et al. J Am Coll Cardiol Intv. 2022;15(5):471-480.




THE Lux VAWVE PLUS TTVR SYSTEM

SEF-ADAPTIVE BRAIDED RING

The "salf-ADAPTIVE LEAK-PROOF BPAIDED
ANG" EFECTIVELY AIMS 0 DECSEASE POST-
PROCEDURA. PESIVALVULAR LEAKS CAUSED BY
ANNULAZ DLATION.

Mu-DIMENSIONAL FIXATION

THE "IWEVENTRICU.AR SEFTAL ANCHORING
TECHNOLOGY ENHANCES THE TADIMONAL
CONCEPT OF RADIAL SUPPOST FORCE SIXATION

TRANS-JUGUIAR DELIVERY

FLEXIBLE AND "ERIEVABLE .OW-PROALE
DEUVESY SYSTEM ALOWS VAVE ROTATION TO
ACHIEVE PESECT ALIGNMENT ON THE
TACUSPID ANNULUS.

__4



THE Lux VALVE PLUS TrAVEL Il: STuDY DESIGN

SYMPTOMATIC PATIENTS WITH AT LEAST
PRIMARY OBJECTIVE: [ SEVERE TAICUSPID REGURGITATION ]
To EVALUATE THE ACUTE AND LONG-TEAM SAFETY ~
AND PERFORMANCE Of THE LuX-Vawve Pus Sie HEART TEAM
SYSTEM IN PATIENTS WITH AT LEAST SEVERE ASSESSMENT AND DECISION

TRICUSPID REGURGITATION TacusPiD VAVE REPIACEMENT WITH THE
LuX-Vaive Plus SYSTEM

TRIAL OVERSIGHT Fouow-Up: 7 Days, 30 Days, 3 MONTHS,
= ECHOCARDIOGRAPHIC CORE LAB 6 MonmHs, 12 MoNTHS
= CUNICAL EVENTS COMMITTEE ANNUALY UP TO 5 YEARS

= DATA SAFETY MONITORING BOARD

May. 2024
1-Year Fouow-Up




1-YEAR CUMULATIVE AlL-CAUSE MORTALITY

g7 88
896 86U

Au-cause Mmortauty: 4.17%

= 1-PATIENT DIED OF A SUSPECTED
CEREBRAL INFARCTION

= 1-PATIENT DIED OF A LUNG
INFECTION BY COVID-19

= 2-PATIENTS COMPLCATIONS
RELATED TO FALLING




CENTRAL ILLUSTRATION: LuX-Valve Plus For Transcatheter Tricuspid
Valve Replacement

» 94.7% with TR reduction to =2+

* 5.3% conversion to cardiac surgery
+ 5.7% had new PPM implantation

* 6.6% had major bleeding events

* 5.3% in-hospital death

* No valve thrombosis, M|, or PE

At 1-month follow-up with the LuX-Valye Plus System:
» Infrequent need for additional surgery or repeat intervention
+ Durable TR reduction to <2+ In 95.0% of patients

« Significantly improved NYHA functional class {85.4% NYHA functional class =l vs
9.3% at baseline)

= No differences in outcomes or adverse events after stratification for valve size
(255 vs <55 mm)

Stolz L, et al. JACC Cardiovasc Interv. 2024;17(16):1936-1945.




LUX VALVE CASE 9 — CLEVERSON ZUKOVSKI




PRIMEIRA
TRICVALVE
NO BRASIL




CENTRAL ILLUSTRATION: 6-Month Outcomes of the TricValve System for

Severe TR: TRICUS EURO Study (N = 35)
 heow
SVC

* 97% Technical success
* 0% 6-month cardiac death
« Persistent functional
improvement

="

P = 0.0004

0
Baseline 30 Days 3 Months 6 Months

Estévez-Loureiro R, et al. J Am Coll Cardiol Intv. 2022;15(13):1366-1377.
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