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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




* Severe Renal dysfunction: 24% of patients without a CT, 29.8% of unfavorable T-TEER anatomy

Innovation in the TTVI Field

& © Need for LARGER / LONGER devices
€ © EARLIER Referral / HEART FAILURE optimization

€ ¢ Alternative IMAGING Modalities (Cardiac Magnetic Resonance)

o ) Broad device TOOLBOX (annuloplasty, heterotopic TTVR, spacers,...)




REPARACION BORDE A BORDE




CENTRAL ILLUSTRATION The GLIDE Score

Parameters Straightforward Complex
(O points) (1 point

0-5mm 26 mm

Septolateral Gap m

Anteroseptal/ Posteroseptal/
Central Anteroposterior/Diffuse

Predominant Jet " \\
Location \\ B

Good Limited

Image Quality - - N=42

Modest High 0-1 2.3 4+

Chordal Structure VA VA GLIDE Score
Density TR Reduction 22 Grades

Oval/Linear Star-Shaped TR Grade Moderate or Less

EnFaceTRJet [ & a .

Gercek M, et al. J Am Coll Cardiol Img. 2024;17(7):729-742.

The GLIDE (Gap, Location, Image quality, density, en-face TR morphology) score is a simple, S-compaonent score that is readily obtained during patient imaging and can
peedict successful T-TEER. T-TEER - tricuspid valve transcatheter edge-to-edge repair; TR -~ tricuspid regurgitation.




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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Subject Selection
Symptomatic, severe TR and at intermediate
or greater risk for TV surgery

Subject meets inclusion/exclusion criteria?

YES
Echo Core Lab s Fail
TR Severity Confirmed? gy anue

YES
Eligibility Committees

Confirm optimized medical therapy
and valve anatomy clippable

YES
Ability to reduce TR to Moderate or less?
NO
Ability to reduce TR by 1 grade? Single-Arm

Randomize
1:1
1

TriClip Device Medical Therapy
(N=175) (N=175)
* v
Completed 12 Completed 12
Month F/U Month F/U




Reduction in TR Severity

Paired Analyses

Baseline 30-day Baseline 30-day 1-year
100% 100%
13 103
80% - $ 80%
60% 60% -
97.7 98.8 952 97.1 l98.4 94.4
87.0% - 88.9% -
40% - 40% -
p<0.0001
20% -~ i i 20% -
23 1.2 iy <0 /"“ ‘(‘) 8
0% L e _L °;7\-ﬂ:-8% 0% ._J_,_.- : : ,j_.; 14l
Device Control Device Control Device Control Device Control
(n=173)  (n=165) (n=161)  (n=146) (n=136)  (n=125) (n=136)  (n=125)
@Trace/Mild ®BModerate ©Severe/Massive/Torrential OSevere/Massive/Torrential @Moderate B Trace/Mild



Primary Endpoint

Finkelstein-Schoenfeld Analysis

Win ratio, 1.48
(1.06, 2.13), p=0.02
12000 - 14348 TriClip™ therapy demonstrated superiority to
medical therapy driven by improvement in KCCQ
10000 -
200071 p<0.0001
6516
6000 -
=0.75 =
A000L P p=0.41
2884  op4a 2871
P ._.
0 . :
Total Death or TV Surgery HF hospitalization

m Device Wins m Control Wins




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

1

Subjects (%)
03385883888

- B8%
Massive or
torrential « New onset renal failure 1.4%
= Endocarditis requiring surgery 0.0%
= Nonelective CV surgery for
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.







REEMPLAZO VALVULAR
TRANSCATETER TRICUSPIDEO




TTVR

CHALLENGES

CENTRAL ILLUSTRATION: Specific Challenges of Transcatheter Tricuspid
Valve Implantation and Their Management

Pro-oxisting conduction
disturbances

!

CIED RV ;‘.’

: 3 R
lead Y m dystfunction/
el S e
specialisty/ =4 TTVR challenges YR
Consider TLE .- ‘ <
G “s
‘:i
of foiled head(s) ‘
eep divretics
up to 3 months

HALT /vaive
thrombosis

Bleeding risk

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
(n=27)

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

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

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

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

/




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

EVOQUE System

A

TR Severity - Patients (%)

6MWD - Distance Walked (m)

1004

80 4

P <0.001
19%

-

+98.1%

® Torrential W Massive ® Severe m Moderate

300 A

250 A

200 4

150 4

100 <

50 4

Baseline 30 Days
n=52

P<0.001
A=498m

2489
1275

1991
+1286

04
Baseline 30 Days

n=46

1004

80 4

60 4

40 4

NYHA - Patients (%)

20 4

P <0001

I
—78.8%

[ i)

-

Baseline 30 Day
n=52
Mild = None/Trace

<o
P <0.001
A =190 pts
80 4
656
70 4 216
60
-
H 465
@504 £231
T
£ 404
(=]
g 304
=
20 4
10 4

04
Baseline 30 Days

n=5

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




THE Lux VAWVE PLUS TTVR SYSTEM

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

MuT-DIMENSIONAL FIXATION

THE "IWEVENTRICU.AR SEFTAL ANCHORING
TECHNOLOGY ENHANCES THE TADIMONAL
CONCEPT OF SADIAL SUPPOST FORCE S1XATION.

TRANS-JUGUIAR DELIVER

FLEXIBLE AND "ETRIEVABLE .OW-PRD/
DELUVE®RY SYSTEM ALOWS VAWVE =(
ACHIEVE PE®ECT ALIGNMENTON 1
TACUSPID ANNULWUS.




THE Lux VALVE PLUS TrAVEL II: STuDY DESIGN

SYMPTOMATIC PATIEN'S WITH AT LEAST
PRIMARY OBJECTIVE: [ SEVERE TRICUSPID REGUSGITATION ]
To EVALUATE THE ACUTE AND LONG-TEAM SAFETY R
AND PERFORMANCE Of THE LUX-VALVE Plus Sne Heasr TEAM
SYSTEM IN PATIENTS WITH AT LEAST SEVERE ASSESSMENT AND DECISION

TRICUSPID REGURGITATION TrcusPID VAIVE REPIACEMENT WITH THE
LuX-Vaive Plus SYSTEM

TRIAL OVERSIGHT Fouow-Up: 7 Days, 30 DAys, 3 MONTHS,

= ECHOCARDIOGRAPHIC CORE LAB 6 MonTHS. 12 MONTHS

= CUNICAL EVENTS COMMITTEE ANNUALY UP TO 5 YEARS

= DATA SAFETY MONITORING BOARD

Arr 2023
EnsonG CLOSED




100

85

1-YEAR CUMULATIVE AlL-CAUSE MORTALITY

'lI '.ti

07 88

06 60

Au-cause Mmortauty: 4.17%
= 1-PATIENT DIED OF A SUSPECTED
CEREBRAL INFARCTION
= 1-PATIENT DIED OF A LUNG
INFECTION BY COVID-19

= J-PATIENTS COMPLUCATIONS

RELATED TO FALING
10 12




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.
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