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Enrollment and Treatment Pathway

Subject Selection
Symptomatic, severe TR and at intermediate
or greater risk for TV surgery
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and valve anatomy clippable
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TriClip G4
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———  Key Inclusion Criteria

TRILUMINATE Pivotal trial

Severe, symptomatic TR

Stable GDMT and/or device
therapy for heart failure for 2
30 days

2 Intermediate risk of
mortality/morbidity with
tricuspid valve surgery

Indication for other valve disease

intervention

Severe pulmonary HTN

Left ventricular ejection fraction

<20%

Anatomy not suitable for TriClip

therapy

Key Exclusion Criteria
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Trial
Design

Primary
Endpoint

Secondary
Endpoint

Endpoints and Analysis

* Prospective, randomized, controlled, multi-center trial designed to test the superiority of TriClip™
therapy in addition to medical therapy (Device group) over medical therapy alone (Control group)

* 450+ subjects enrolled at up to 80 sites in the US, Canada, Europe

To be assessed after the first 350 randomized subjects complete 12-month follow-up
A composite of mortality or tricuspid valve surgery, heart failure hospitalizations, and quality of life
improvement 215 points assessed using the Kansas City Cardiomyopathy Questionnaire (KCCQ),
evaluated at 12 months in a hierarchical fashion using the Finkelstein-Schoenfeld methodology

Assessed hierarchically in the following order:
Freedom from major adverse events (MAE) after procedure attempt (femoral vein puncture) at 30
days (Device group only)
Change in KCCQ at 12 months (superiority of Device vs. Control)
TR Reduction to moderate or less at 30-day post procedure (superiority of Device vs. Control)
Change in 6MWD at 12 months (superiority of Device vs. Control)

MAE defined as composite of Cardiovascular Mortality, New Onset Renal Failure, Endocarditis Requiring
Surgery, and Non-Elective Cardiovascular Surgery for TriClip device-related AE post-index procedure. TRILUMINATE"

PIY OTAIL TRI AL



Ple - - o o -
Device N=175 Control N=175 Device N=175  Control N=175
# (%) # (%) # (%) # (%)
Age, Mean (years) 78074 T78+72 TR Severity
Sex (Female) 98 (56.0) 94 (53.7) g‘;’f:r;ate 43 23532” 45 ?;92)7)
NYHA class lll or IV 104 (59.4) 97 (55.4) Massive 37 (21.4) 30 (18.2)
KCCQ Score, mean 56.0 + 23.4 54.1+242 Torrential 85(50.9) 54 (90.9)
Hypertension 142 (81.1) 141 (80.6) Etiology (functional) 165 (94.8) 158 (92.9)
Renal disease 62 (35.4) 62 (35.4) | | Coaptation Gap, Mean (mm) 55:18 5217
Liver disease 11 (6.3) 16 (9.1) Heart size/function, Mean
Atrial fibrillation 153 (87.4) 162 (92.6) RVEDD (base, cm) 50+0.8 52+0.8
Diabetes 28 (16.0) 27 (15.4) | TV annulus diameter (cm) 43+07 45+038
GORD 19410.9) 24{13.7) RV TAPSE (cm) 17+04 16404
CRT/CRT-D/ICD/PPM 28 (16.0) 24 (13.7) | VEF (%) = e
Prior aortic intervention 27 (15.4) 27 (15.4) G0 e t1e10 vy
Prior mitral intervention 45 (25.7) 42 (24.0)

Prior tricuspid intervention 1(0.6) 0(0.0)



Primary Endpoint

Finkelstein-Schoenfeld Analysis

Win ratio, 1.48 TriClip™ therapy demonstrated superiority to

12000 - (1'0‘::’13.2{; S medical therapy driven by improvement in KCCQ
10000 -

8000 - 7643 p<0.0001

6516
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0
Total Death or TV Surgery HF hospitalization KCCQ change 215 pts

mDevice Wins mControl Wins



Individual Component Analysis

1st Component: 2" Component:
Mortality or TV Surgery Heart Failure Hospitalization
p=0.75 p=0.41
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Safety Profile

Major Adverse Event (MAE) Device
Through 30 Days Post-Procedure — no.(%) N=172t

Total 3 (1.7%)
1 (0.6%)
Endocarditis requiring surgery 0 (0%)

Cardiovascular mortality

New-onset renal failure 2 (1.2%)

Non-elective CV Surgery, TVRS for device-

related AE 0 (0%)

TAttempted procedure population (3 subjects randomized to Device withdrew
consent prior to index procedure)

#Defined as bleeding = Type 3 based on a modified Bleeding Academic
Research Consortium (BARC) definition

*SLDA and embolization evaluated through 30-day follow-up

MAssessed through adverse event reporting

Other Clinical Safety Endpoints Device
Through 30 Days Post-Procedure— no.(%) N=172%

Any-cause mortality 1 (0.6%)
1 (0.6%)
3(1.7%)
8 (4.7%)
8 (4.7%)
Single leaflet device attachment (SLDA)* 12 (7.0%)
Stroke 1 (0.6%)
Myocardial Infarction 0 (0%)

Embolization* 0 (0%)

Thrombosis 0 (0%)

New CRT/CRT-D/ICD/perm. pacemaker® 1 (0.6%)

TRILUMINATE"
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Tricuspid valve surgery

Tricuspid valve re-intervention

Major bleeding?

Tricuspid mean gradient =2 5mmHg



CH

Réponse a la réduction de I'lT d
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Amélioration de la qualité de vie en perspective

25 -
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Le spectre de I'insuffisance tricuspide o

Age, mean {years) 789+ 7.1 78.546.3 779473 78.747.3

Demugmphlcs Male/Female A4 %756 % 36.3% 45%/55% 29%
MYHA Class lI/IV 80% 42.5% 57.5% 75.4%
Symptomatic KCCQ score, mean 44.52 + 22.56 NOT YET 55.1123.8 ND
Histow Prior Heart Failure
Hospitalization 40.3% 40% 25.1% 40.9%
(1 Year Pre-Index Procedura)
Hypertension 86.7% £69.3% 80.9% 84.1%
Atrial Fibrillation B6.3% 95% 90.0% 92%
ﬁﬁ:ﬁuml“ﬂ“" & 6.0% 14% 3.0% ND
Prior Aortic Intervention 9.2% 10% 15.4% 18.8%
Prior Mitral Intervention 26.8% 1% 24.9% 26.1%
. Prior CABG 11.5% - 19.1% -
Medical History Ceabotes 22.3% 16% 15.7% 20.5%
Renal Disease 39.5% 6.6%** 35.4% 58.5%
st unnaty 13.1% 6.7% 12.3% ’
Peripheral Vascular Disease 11.0% 9.3% 9.7% 11%
Priar Stroke 8.0% 14.7% 8.6% 13.6%
Permanent Pacemaker/ICD 22.5% 7% 14.9% 32.4%

www.hightech-cardio.org 13



Le spectre de I'insuffisance tricuspide ad

Baseline TR Severity

Severe 10.0 % 0.67% 27.5% 44.7

Massive 61.3% 63% 19.8% 211

Torrential 26.7 % 28% 50.9% 21.7
Functional Tricuspid Regurgitation 90 % 100% 94% 68.2%
RV End Diastolic Dimension (mid), cm 3.6%0.86 37+0.7 41.448.8
Tricuspid Annular Diameter, cm 4.54+0.76 4.4+0.7 -
Right Atrial Volume, mL 151,66+ 70.46 139458 148 + 84 144454
RV fractional area change, % 39484 42 3484 36959 38.7+10.1
TAPSE, cm 1.70+0.44 1.8[15; 2.1] 16+04 1.53+0.52
Left Ventricular Ejection Fraction 55.79+ 10.58 57.0 [50.0; 64.0] 59.0+9.9 54.1+11.2
Coaptation Gap 6.49 £ 2.7 54+1.8 -

www.hightech-cardio.org 14



TRILUMINATE: population complete

N=350
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TRILUMINATE: résultats de la cohorte mono-bras

Variable
Age, mean (years)*

Single-arm
N=100

80.4+6.2

All Randomized
[\ ELY 4

781+7.8

Female

53% (53)

59% (337)

NYHA Class Ill or IV

59% (59)

55% (315)

KCCQ Score, mean

545+ 226

99.1+23.3

Renal disease

36% (36)

33% (191)

Liver disease

3% (3)

7% (41)

Atrial fibrillation

96% (96)

88% (502)

COPD

22% (22)

14% (82)

Presence of cardiac leads*

35% (35)

16% (94)

Prior aortic or mitral intervention*

44% (44)

A

Prior tricuspid intervention

4% (4)

0.3% (2)

www.hightech-cardio.org
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TRILUMINATE: résultats de la cohorte mono-bras

Variable, cont.

Single-arm

N=100

All Randomized
N=572

TR Severity
Moderate
Severe
Massive
Torrential*

0% (0)
9% (9)
17% (16)
74% (71)

2% (10)
27% (148)
21% (118)
50% (277)

Functional TR

Coaptation gap, mean (mm)*

86% (85)
7.4+27

95% (533)
53+1.8

RVEDD (mid, cm)*

40%0.8

3.7x0.7

RAV (mL)*

TV annulus diameter (cm)

182+ 84
46+0.38

144 £ 80
43+0.8

RV TAPSE (cm)

16+04

17104

LVEF (%)

58.9+9.5

59.6 £ 9.1

CO (L/min)

43+1.3

46+14

www.hightech-cardio.org
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All Randomized
TEER Subjects
=281

Single-arm

Variable N=100

|Technica| Success

Device Time, mean (min)

Total Procedure Time, mean (min)
Length of Stay, mean (days)

|ln-Hosp|taI Mortality

Single leaflet device attachment: 7.5%

Adams D. TCT 2023
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TRILUMINATE: résultats de la cohorte mono-bras

Single-arm RCT device

o 89%
81% SR moderate
moderate or less
or less

Baseline 30 Days 12 Months Baseline 30 Days 12 Months
(N=72)  (N=72)  (N=72) (N=137) (N=137) (N=137)
Trace/Mild W Moderate ® Severe/Massive/Torrential
All-cause mortality 15.0% 8.6%
e e 12 months
HF hospitalisation 24.0% 14.9.%
Adams D. TCT 2023
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Algorithme de traitement

Patients with HF symptoms benefit most

Symptomatic severe tricuspid regurgitation |

: 40 1 P interaction < 0.001
Secondary (functional) CIED-related Primary (deganerative) -
£
Consider repositioning/ removal/ -
leadiess dewice/coro _g‘gtm lead in very ®
selectedrmuents' El 20 4
T &
7 - Persistent TR é
e presentation
Advanced disease ! B
i ] &
Gap <8.5 mm Gap >8.5 mm Gap <B8.5 mm Prolapse/Flail|| Leaflet restriction/Perforation S0y e
Central jet location| | Moderate/severe| | Commisural jet focation {Hecingss syscrorme, Moumatic. postandocanak) -g
Mild tethering tethering Mild/moderate tethering
¥ " 3 v
Conservative treatmen Annuloplasty TIVR - - i - '
Heterotopic TTVR 1 TTEER ‘ (Annulaplasty+T-TEER) | FIEER l ‘ FIEER ] ‘ TTVR ‘ 0 25 50 75 100
Baseline KCCQ-0S Score
*caes withod e direcied thespy and mosl cases will nok =5oive by Bad remowl mly

Arnold SV et al, JACC 2023
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