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Objectives

= Understand the clinic significance of tricuspid regurgitation.

= Review the options for treatment of tricuspid regurgitation including tricuspid
transcatheter edge-to-edge repair (T-TEER).

= Discuss key clinical trial data supporting T-TEER
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Tricuspid Valve Regurgitation

FIGURE 1 Classification of TR Etiology
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Hahn R et al. JACC 2023;82(17):1711-35

Symptoms of TR — Patient Interviews

60%

Tri-QOL: Qualitative interviews of 20 patients
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Presenter Notes
Presentation Notes
Etiology: Primarily secondary TR from left-sided heart disease, pulmonary hypertension, or atrial fibrillation. Primary TR, due to valve abnormalities, is rarer.

Impact on Health: Severe TR affects up to 1.6 million in the U.S., causing symptoms like fatigue, liver congestion, and leg swelling.

Prognosis: Untreated TR leads to poor outcomes, with increasing mortality rates with worsening TR.


Survival with Tricuspid Regurgitation
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2020 ACC/AHA and 2021 ESC/EACTS Valve Guidelines

Recommendations for Medical Therapy for TR Recommendations on primary tricuspid regurgitation

Surgery is recommended in patients with severe

COR LOE RECOMMENDATIONS primary tricuspid regurgitation undergoing left- 1 C

1. In patients with signs and symptoms of right-sided HF attributable to severe TR (Stages C and D), di- el villve Uy

22 CE0 uretics can be useful. Surgery is recommended in symptomatic
patients with isolated severe primary tricuspid 1 C
2 cto 2. In patients with signs and symptoms of right-sided HF attributable to severe secondary TR (Stages C and regurgitation without severe RV dysfunction.

D), therapies to treat the primary cause of HF (eg, pulmonary vasodilators to reduce elevated pulmonary : : : .
artery pressures, GDMT for HF with reduced LVEF, or rhythm control of AF) can be useful (1,2) Surgery should be considered in patients with

moderate primary tricuspid regurgitation under- Ila (o

Recommendations for Timing of Intervention . .
going left-sided valve surgery.

Referenced studies that support the recommendations are summarized in

Surgery should be considered in asymptomatic

COR LOE RECOMMENDATIONS or mildly symptomatic patients with isolated

severe primary tricuspid regurgitation and RV

1. In patients with severe TR (Stages C and D) undergoing left-sided valve surgery, tricuspid valve surgery is i X .
1 dilatation who are appropriate for surgery.
recommended (1-8).
Recommendations on secondary tricuspid regurgitation
2. In patients with progressive TR (Stage B) undergoing left-sided valve surgery, tricuspid valve surgery can Sureary s resmmenced in nediens wilh severe
2a . . . ; _ ) ) . L gery P
be beneficial in the context of either 1) tricuspid annular dilation (tricuspid annulus end diastolic diameter d . i . d i 1 B
>4.0 cm) or 2) prior signs and symptoms of right-sided HF (3-10). SBECIERNy) ETELRPIS (REglIggizifien UnelEigenmy ‘
left-sided valve surgery.‘m_427
- 3. In patients with signs and symptoms of right-sided HF and severe primary TR (Stage D), isolated tricuspid Surgery should be considered in patients with
2a . I .
valve surgery can be beneficial to reduce symptoms and recurrent hospitalizations (11-14). mild or moderate secondary tricuspid regurgita-
tion with a dilated annulus (>40 mm or >21 Ila B
- 4. In patients with signs and symptoms of right-sided HF and severe isolated secondary TR attributable to mm/m? by 2D echocardiography) undergoing
2a T . . ; :
annular dilation (in the absence of pulmonary hypertension or left-sided disease) who are poorly ) 423425427
responsive to medical therapy (Stage D), isolated tricuspid valve surgery can be beneficial to reduce [Slicefilos vellie SUiet
symptoms and recurrent hospitalizations (11,12,15-19). Surgery should be considered in patients with
severe secondary tricuspid regurgitation (with or
5. In asymptomatic patients with severe primary TR (Stage C) and progressive RV dilation or systolic without previous left-sided surgery) who are
2b C-LD il ; ; . p gery,
dysfunction, isolated tricuspid valve surgery may be considered (12,20). . i L
symptomatic or have RV dilatation, in the lla B
6. In patients with signs and symptoms of right-sided HF and severe TR (Stage D) who have undergone absence of severe RV or LV dysfunction and
A previous left-sided valve surgery, reoperation with isolated tricuspid valve surgery may be considered in severe pulmonary vascular disease/hyperten-
the absence of severe pulmonary hypertension or severe RV systolic dysfunction (1,2,11,18). sion. 18433 e

Transcatheter treatment of symptomatic secon-

dary severe tricuspid regurgitation may be con-

sidered in inoperable patients at a Heart Valve 11b C
Centre with expertise in the treatment of tricus-
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Contemporary Isolated TV Surgery Outcomes

STUDY POPULATION
Isolated TV Surgery 5.5% mortality risk
13,587 isolated tricuspid
valve surgeries at 842 13,387 100 cases annualtyinthe us
hospitals patients
Operative o0 0ips®
. _=0 Overall operative mortalit o .

mortality of 6-7% Ry repair 5.5%, TV : .. .. oo ® 5:7% mortality isk

in patients

replacement 5.7%
without IE Undergoing isolated tricuspid valve surgery

Enhanced and robust risk
models with new STS Risk
Calculator to help inform
heart team decision-
making

Isolated TV Surgery Outcomes Improving

Thourani V et al. Ann Thorac Surg 2024;118(4):873-81
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Transcatheter Edge-to-Edge Repair (TEER)

= Mechanism: TEER mimics surgical edge-to-edge repair by clipping the valve leaflets together,
reducing regurgitation without open surgery.

= Advantages: Lower morbidity and mortality compared to surgical repair.

‘\‘R Y A\ \Rl
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TEER Devices

TriClip (FDA Approved)

F/E KNOB

Flexes and extends delivery
catheter to steer down to the
valve plane

S/L KNOB

Enables movement in
septal or lateral
direction

+/- KNOB

Provides the height
needed above the
valve plane

DISTAL CURVE
Anatomically designed for
direct access to the valve
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CONTROLLED
GRIPPER
ACTUATION
Ability to optimize leaflet
grasping if needed

4 CLIP SIZES

Broad range of sizes for tailored treatment

G4 NT G4 NTW G4 XT G4 XTW

4mm 6 mm 4 mm 6 mm
«—> —> -—> -«—

NTW/XTW

50% WIDER
IN THE
GRASPING
AREA

PASCAL Ace implant

PASCAL (Investigational in US)

PASCALimplant




TRILUMINATE Pivotal Study Design

Patients with severe TR who remain
symptomatic despite medical therapy

Randomized

Patient Population Ability to reduce TR to Moderate or less

Hierarchical composite of all-cause mortality or tricuspid valve surgery,

Endpoint HFH, and KCCQ improvement = 15 points at 12 months

Primary Analysis

1:1
Randomization TriClip: Control
(Medical Therapy)

Total Enrolled
(Randomized)

CRF®
TCT Tang G, TCT 2024 TRACE IS

PIVOTAL TRI AL




Baseline Characteristics

Control

Characteristic

Age (years)

78.1+ 7.9 (285)

N=287
78.1 + 7.6 (287)

Female sex 58.9% (168) 58.9% (169)
BMI 26.8 £ 5.8 (285) 27.1£5.5(287)
Atrial fibrillation 82.8% (236) 92.7% (266)
Dyslipidemia 62.8% (179) 54.0% (155)
Hypertension 81.1% (231) 81.5% (234)
Diabetes 17.2% (49) 15.7% (45)
Peripheral vascular disease 7.7% (22) 9.4% (27)
CABG 16.8% (48) 17.8% (51)

Prior percutaneous coronary intervention

IFREATE))

14.3% (41)

Kidney disease

31.9% (91)

34.8% (100)

Liver disease

7.0% (20)

7.3% (21)

COPD

13.0% (37)

15.7% (45)

CRT, CRT-D, ICD, or permanent pacemaker

16.5% (47)

16.4% (47)

Previous aortic/mitral intervention

37.9% (108)

34.5% (99)

HFH within 1 year before enroliment

24.9% (71)

22.6% (65)

NT-proBNP (pg/mL)

1871.1 £ 1483.9 (121)

2420.7 + 3416.1 (113)

NYHA Class Ill/IV

56.1% (160)

54.0% (155)

KCCQ score

55.6 + 22.9 (285)

54.6 + 23.8 (286)

6-minute walk distance (m)

240.5 + 116.4 (272)

249.6 £ 125.5 (279)

TCT mng G, TCT 2024

Data shown as % (n) or meanzstandard deviation (n).

TRILUMINATE"
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Echocardiographic and Hemodynamic Characteristics

Characteristic

TR Etiology
Functional 95.7% (270/282) 93.9% (263/280)
Degenerative 2.1% (6/282) 1.8% (5/280)
Mixed 2.1% (6/282) 3.9% (11/280)
CIED lead-related 0% (0/282) 0.4% (1/280)
Baseline TR Severity
Moderate 2.2% (6/279) 1.5% (4/274)
Severe 25.1% (70/279) 28.5% (78/274)
Massive 24.0% (67/279) 18.6% (51/274)
Torrential 48.7% (136/279) 51.5% (141/274)
Coaptation gap (mm) 5.3+ 1.8 (219) 5.2+ 1.8 (229)
RV TAPSE (cm) 1.7 £ 0.4 (279) 1.6 +0.4(271)
RVEDD, mid (cm) 3.7 £ 0.7 (278) 3.7 £0.8 (274)
Right atrial volume (mL) 140.9 + 81.2 (279) 146.7 + 78.0 (278)
Tricuspid annulus diameter (cm) 4.3 + 0.8 (280) 4.4 + 0.8 (274)
Cardiac output (L/min) 4.6 + 1.4 (285) 4.6 + 1.4 (285)
Left ventricular ejection fraction (%) 59.4 £ 9.0 (267) 59.7 £ 9.2 (260)

CRF*®
TCT Tang G, TCT 2024 Data shown as % (n/N) or meanzstandard deviation (n). TRILU MI NATEM

PIVOTAL TRI AL




Procedural Characteristics (Device Only)

) Device Device
Variable N=281 Adverse Events through 30 Days N=281
System Major Adverse Events through 30 Days

TriClip 29.9% (84) Cardiovascular mortality 0.4% (1)
TriClip G4 70.1% (197) New-onset renal failure 0.7% (2)
Number of devices implanted Non-elective cardiac surgery 0% (0)
0 1.1% (3) Endocarditis requiring surgery 0% (0)
1 14.9% (42)
5 60 écy Other Adverse Events through 30 Days
5% (170) . :
3 20.6% Myocardial infarction 0% (0)
.6% (58) o
4 2.8% (8) Stroke 0.4% (1)
Device t ' Major bleeding 3.2% (9)
‘LT“‘* ype ey Device embolization 0% (0)
o ° Single leaflet device attachment (SLDA) 5.7% (16)
Al E27 (IEHTEE) Device thrombosis 0% (0)
NTW 5.6% (33/588)
XTW 52.4% (308/588)
Device time (minutes) 85.6 + 63.0 (274)
Procedure time (minutes) 147.2 £ 72.0 (279)
Length of hospital stay (days) 1.5+ 1.3 (281)
In-hospital death 0% (0)
Home discharge 97.9% (275)

No in-hospital deaths and low rates of adverse events
CRF*
TCT Tang G, T OFta20)4 for attempted procedure population. Data shown as % (n), % (n/N # of total clips), or meanstandard deviation (n). TRILUMINATE
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40% A

Tricuspid Regurgitation Severity

Device

N=210
p<0.0001

p<0.0001

p=0.41

46%

Baseline

53%

50%

1%
1%

88%
Moderate or
less

30 days

TCT mng G, TCT 2024

1 year

Mild m Moderate

m Severe

Paired data shown.

Control

N=206
p=0.11

p=0.78

p=0.41

51%

Baseline
m Massive

49%

1%

56%

8% Moderate
or less

30 days

Torrential

1 year

TRILUMINATE"

PIVOTAL

TRI AL



=
Primary Endpoint for Full Randomized Cohort (N=572)

Finkelstein-Schoenfeld p<0.0001
Win ratio [95%CI]: 1.84 [1.40, 2.45]

35,000 - |
Total: 31,991

30,000 1
%)
S
Q25000 ; |
g o0 18,603 wins
g ’ KCCQ-OS Change Total: 17,388
O 15,000 - 2 15 Points 5,063 wins
c
< 10,000 - HFH

HUW 9 Death or TV Surgery

0

Device Control

Device subjects 84% more likely to have better outcome
“CRF*

ﬁ* Tang G, TCT 2024 TR
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Presenter Notes
Presentation Notes
In full cohort, more wins in each category (for primary analysis population, device did not win in each category; however, with full cohort, device wins in each category).
Greater win ratio than that observed in primary analysis population (win ratio in primary analysis population, 1.48 [Sorajja et al, 2023].



Primary Endpoint Components

Freedom from

Mortality and TV Surgery Annualized HFH AKCCQ-0OS
100% 0.40 - 100% -
E 95%+ Device 90.6%
e p=0.40 e p<0.0001
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Presenter Notes
Presentation Notes
Annualized HFH favored T-TEER in subsequent enrollment



Change in KCCQ by TR Reduction

20 -

30 - A13.2 p<0.0001 (ANOVA)
p<0.0001
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Significantly greater improvement in quality of life in the device group
and change in KCCQ was associated with TR reduction
- CRF*

TCTqr Tang G’ TCT 2024 Data shown as mean+95%CI. For change in KCCQ by TR, data shown for device and control subjects. TRILU MI NATE
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1 Year — Baseline (95% ClI)
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TR worsens No change (N=93) 1 grade (N=55) =22 grade (N=173)
(N=62)

TR Grade Change (Baseline to 1 Year)

Significantly greater improvement in 6MWD in device group
and change in 6MWD was associated with TR reduction

TCTY Tang G’ TCT 2024 Data shown as mean+95%CI. For change in 6MWD by TR, data shown for device and control subjects. TR I LU MI NATE

PIVOTAL TRI AL


Presenter Notes
Presentation Notes
6MWD was not significant in primary analysis population but is now significant for full randomized cohort. 


Single-arm Cohort of TRILUMINATE Pivotal

Patient Population

Randomization

Endpoint

Primary Analysis

2

CRF*

T‘ T Adams D, TCT 2023

Low likelihood of achieving moderate or less,
with ability to reduce TR by 1 grade,
considering factors such as:

« TR severity

. Presence and location of pacing lead

. Coaptation gap size

TriClip Only

Survival through 12 months with KCCQ
improvement = 10 points compared to baseline

Survival through 12 months with

a quality-of-life improvement
(assessed using KCCQ overall
score) of at least 10 points
compared to baseline.

TRILUMINATE"

PIVOTAL TRI AL


Presenter Notes
Presentation Notes
Now we will review the results of the single arm cohort of the Triluminate Pivotal trial. The anatomic eligibility committee did their best to identify a cohort of subjects with more complex tricuspid anatomy and regurgitation with  expected TR reduction of at least one grade with TriClip repair, but not to moderate TR or less.  The primary endpoint differed for the single-arm cohort and was survival through 12 months with a KCCQ quality of life improvement of at least 10 points compared with baseline. .As mentioned previously, the TRILUMINATE trial used an adaptive trial design, and the primary analysis  population includes the first 100 patients enrolled in the single arm.



Single-arm and All Randomized Baseline Characteristics

Single-arm All Randomized

Variable N=100 N=572
Age, mean (years)* 80.4 £6.2 78.1+7.8
Female 53% (53) 59% (337)
NYHA Class lll or IV 59% (59) 55% (315)
KCCQ Score, mean 54.5 + 22.6 55.1 + 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) 36% (207)
Prior tricuspid intervention 4% (4) 0.3% (2)

TCT Adams D, TCT 2023  *Bolded gold font indicates p<0.05 (compared with all randomized cohort)



Presenter Notes
Presentation Notes
Here is a comparison of the single-arm patients versus the randomized patients. We can see that patients in the single arm were slightly older and were more likely to have undergone prior left sided valve intervention or to have cardiac device leads.  There was also a trend toward greater co-morbidities.  


Single-arm and All Randomized Baseline Characteristics

Single-arm All Randomized

Variable, cont. N=100 \ELY#
TR Severity

Moderate 0% (0) 2% (10)

Severe 9% (9) 27% (148)

Massive 17:/0 (16) 21% (118)

Torrential* 74% (71) 50% (277)
Functional TR 86% (85) 95% (533)
Coaptation gap, mean (mm)* 714*27 53138
RVEDD (mid, cm)* 4.0*0.8 3.7%0.7
RAV (mL)* 182 + 84 144 + 80
TV annulus diameter (cm) 46+0.8 43+0.8
RV TAPSE (cm) 1.6+04 1.7+204
LVEF (%) 58.9+9.5 59.6 £ 9.1
CO (L/min) 43+1.3 4614

CRF*

TCT Adams D, TCT 2023  *Bolded gold font indicates p<0.05 (compared with all randomized cohort)



Presenter Notes
Presentation Notes
As expected, based on the selection criteria, single-arm patients had worse TR severity with significantly more torrential tricuspid regurgitation and wider coaptation gaps compared to randomized patients. Single arm patients also had relatively more dilated right-sided cardiac chambers, with larger right atrial volumes and larger right ventricular end diastolic diameters. The tricuspid leaflet coaptation gaps also were larger in the single arm patients in comparison to the randomized cohort.



=
Single-arm and All Randomized Procedural Outcomes

: Single-arm All Randorflized
Variable N=100 TEER Subjects
N=281
Technical Success 98.0% 98.9%
Device Time, mean (min) 84 + 59 86 + 63
Total Procedure Time, mean (min) 154 + 65 147 £ 72
Number of clips, mean 2.2+0.8 21+£0.7
Discharge to Home 96% (96) 98% (275)
Length of Stay, mean (days) 1.8+2.1 1.5+£13
In-Hospital Mortality 0% (0) 0% (0)

CRF*

T‘ T Adams D, TCT 2023


Presenter Notes
Presentation Notes
Despite the more complex tricuspid anatomies observed in the single-arm patients, procedural outcomes were very similar between the single-arm and the randomized patients, with high rates of technical success, similar device times, number of clips used, and no observed in-hospital mortality. 


Adverse Events Through 30 Days

Major Adverse Events (MAEs) Sin"?l:%-g i Other AEs Sinr\?l:%-g i
Total 0% Any-cause mortality 0%
Cardiovascular mortality 0% Tricuspid valve surgery 0%
Endocarditis requiring surgery 0% Tricuspid valve re-intervention 2%
New-onset renal failure 0% Major bleeding A
1[\-1\(;%_56 l?ocrtig:v%\éf;;%gcrjyb\E 0% Tricuspid mean gradient 25mmHg 3%
SLDA 7.5%
Stroke 0%
Myocardial Infarction 0%
Embolization 0%
Device thrombosis 0%
New pacemaker 0%
CRF*

T‘ T Adams D, TCT 2023


Presenter Notes
Presentation Notes
The 30-day safety profile for the single-arm was also excellent, with 0 major adverse events through 30 days, including 0 all-cause mortalities. 

One subject withdrew prior to 30 days with no MAEs, so N=99.
Major bleeding defined as bleeding ≥ Type 3 based on a modified BARC definition
SLDA and embolization evaluated through 30-day follow-up 



Sustained TR Reduction (Paired)

Single-arm RCT device
100%
80% 7
37%
60%
89%
81% moderate
40% moderate or less
or less
53% 51%
pA 40% 38%
0% 2%
‘ _ |
Baseline 30 Days (N=72) 12 Months Baseline 30 Days 12 Months
(N=72) (N=72) (N=137) (N=137) (N=137)
Trace/Mild W Moderate W Severe/Massive/Torrential

*CRF*

T‘ T Adams D, TCT 2023


Presenter Notes
Presentation Notes
Now, reduction in TR severity. Reduction was surprisingly effective with TriClip in the single-arm, perhaps more than expected as these subjects were placed in the single-arm because of the assumption that TR would not be reduced to moderate or less. However, 81% of patients had moderate or less TR at 12 months. This was surprisingly similar to that observed for the randomized arm at 89% of patients with moderate or less at 12 months.

Speaker note: More torrential at baseline in single arm!
At BL, in single-arm
72% torrential
17% massive
11% severe
Distribution far more skewed to torrential than observed in RCT device.


12-month All-cause Mortality and HFH

' Single-arm RCT Device
Variable N=100 N=175
All-cause mortality 15.0% 8.6%
Heart failure hospitalization 24.0% 14.9%

CRF®

T‘ T Adams D, TCT 2023
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20 -

15 -

10 -

Change in Score
(Follow-up — Baseline)

KCCQ-0OS Improvement

16.1 £ 18.5
+h =93

19.0 £ 17.5
n f83

15.2 £ 22.3
n=147 |

CRF*

T‘ T Adams D, TCT 2023

(14.3+217 16.9 + 21.4 14'5_’-’7280'0
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2 6 8 10 12
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Presenter Notes
Presentation Notes
And not surprising, as we’ve shown before, decrease in TR severity corresponds with KCCQ improvement.

When looking at quality of life improvement, the single-arm and RCT device subjects had similar protectories over 12-months, as assessed by KCCQ. When looking at paired analysis, there was a 14.5 point improvement between baseline and 1 year KCCQ-OS change, which was a similar magnitude to that observed in the randomized arm.


Single-arm Primary Endpoint

Lower Performance
Single-arm Estimate* 98.75% ClI Goal P value
Primary endpoint 46.2% (42/91) 34.3% 30% 0.0008

*Nine subjects excluded from analysis: Missing KCCQ score (n=6), COVID related death/hospitalization prior to 12 months (n=2), withdrew prior to 12
months (n=1).

Survival through 12 months with a quality-of-life improvement (assessed using KCCQ overall score) of
at least 10 points compared to baseline (performance goal of 30%).

V Primary endpoint met despite more anatomically complex patients.

CRF*

T‘ T Adams D, TCT 2023



Presenter Notes
Presentation Notes
Therefore, it should not be surprising that the primary endpoint was met for the single-arm cohort, as shown here. Despite the more complex anatomies present in the single-arm, TriClip was effective at reducing TR and improving quality of life.


CRF®

TCT

Conclusions

T-TEER with TriClip showed an excellent safety profile with low rates of
adverse events

The primary endpoint was strengthened in the full randomized cohort
= Primary endpoint continues to be primarily driven by improvements in health status
= HFH favored the device group in the subsequently enrolled cohort

All secondary endpoints significantly favored the Device group (KCCQ,
6MWD, and TR reduction)

Despite the complex anatomies present in the single-arm cohort,
outcomes between single-arm and randomized cohorts were
comparable, including 30-day safety, sustained TR reduction, and 12-
month change in KCCQ-OS.



Clinical Data — TRI.fr Trial

TRI Primary Endpoint: Clinical Composite Score

The Clinical Composite Score: PGA

at 12-month post randomization Patients were asked how they felt:

i i () 1. Markedly improved
- Occurrence of major cardio-vascular events

] o ) ) 2. Moderately improved
(cardiovascular hospitalization and/or death (CvHD) ) 3. Mildly improved
- Changesin the NYHA class, or ) 4. No change
- Patient global assessment (PGA) and ) 5. Slightly worse
) 6. Moderately worse
) 7. Markedly worse
S
Randomized patient
groups
—
/J\ e — /J\
Improved if no CvHD and favorable Unchanged , if no CvHD and no Worsened if CvHD or a decrease in
change in NYHA and/or PGA(<4) changein NYHA & PGA (4) PGA(>4) and NYHA
ESC Congress 2024 e @

London & Online
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Clinical Data — TRI.fr Trial

TRI Primary Endpoint (ITT) (1)

At 1-year follow-up, 109 patients (74.1%) in the T-TEER group improved,
compared to 58 patients (40.6%) in the GDMT group

The T-TEER group has a probability of a better rank of 0.67;
95% confidence interval, 0.61to 0.72; P <.0001

809 74
70
60
50
40
30

41
20
= 12 -
- -l HBR
0 ||

Improved unchanged warsen

48

B T-TEER B GDMT
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Clinical Data — TRI.fr Trial

TRI Secondary endpoint: TR-Grade

GDMT T-TEER GDMT T-TEER
12-month

pre-incluson 15 i

80 73 40
70 65 35
60 30

25
50

) o,
10 27 15 a5
0.5
10 1 o mm . —
0
massive torrential severe  massive torrential '5"?' Q‘Q
@ @ @°b @‘*
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Clinical Data — TRI.fr Trial

TRI Secondary endpoints: KCCQ

Overall KCCQ Summary Score

KCCQ Overall (perfect QoL=100) it thie: T-yeait follow U
80
70
60 T-TEER vs. control group
50 (69.9 * 25.5) (55.4 + 28.8)

40
30
20

18 Absolute difference =
’ Inclusion 14.5+27.2, p<0.001

W T-TEER (N =152) mGDMT (N =148)
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Clinical Data — CLASP II TR Trial (Roll-in Cohort)

Roll-in cohort: f'. ICH:&LASP Il TR
TR Reduction with Clinical and Quality-of-Life Improvements |

TR Severity via Core Lab' NYHA Class KCCQ Score

p<0.0012 p<0.0012 A=179
“ 100 - <0.001®
oo u Torrential 100 1 m——— P
90% A » Massive
Severe 1
80% 80
Moderate &
70% = Mild »
8
m None/T|
. 60% | one/lrace — s0 ] :‘ 60 |
= E F
5 1 £
£ s0% 2 E
5 3 - 86.0% =
S 0% x40 ) g 4
& L 73.6% . 8
¢}

30% -

20% 20 A 20

10% -

0% — 0 L 04
Baseline 30 days Baseline 30 days Baseline 30 days
N=53 N=64 N=63

83.0% improved by 2 1 TR grade, 62.3% by 2 2 grades, and 73.6% reached < moderate TR at 30 days

Core laboratory: Cardiovascular Research Foundation. 3Wilcoxon signed-rank test. PPaired t-test. TR, tricuspid regurgitation; NYHA, New York Heart Association; KCCQ, Kansas City Cardiomyopathy
Questionnaire
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Real-World Data — bRIGHT and PASTE Registries

CENTRAL ILLUSTRATION: 1-Year Tricuspid Regurgitation Reduction and

Quality-of-Life Improvement With Tricuspid Transcatheter Edge-to-Edge
Repair

Diverse Real-World Population Treated With Tricuspid Transcatheter Edge-to-Edge Repair

Significant and Sustained 1-Year TR Reduction and Quality-of-Life Improvement

P <0.0001 P < 0.0001
: P=069 1004 P=020
) 1
100% A % . 1;%,—2% 80
o -
80% - B 1% s1%
o Moderate w
) 320 60 -
‘?‘ 60% - % 31% or less 3.-,
5} O 404
2 o/ 64% ~
g 40% 37% 32%
w
20% A 20
0,
- 10% 2 Ik 18% o | K
Baseline 30 Days 1 Year Baseline 30 Days 1 Year

B None m Mild = Moderate ' Severe M Massive M Torrential

Lurz P, et al. J Am Coll Cardiol. 2024;84(7):607-616.

CENTRAL ILLUSTRATION: Multicenter Experience With Transcatheter
Tricuspid Leaflet Repair (N = 235)

A
TR Severity Grade NYHA Functional Class
100% 3 3 1 100%
20 P <0.001
80% B 80% 29
60% 60%
40% 40% 54
20% 20%
0% ] 0% 31 3
Baseline Post-Procedural Follow-Up Baseline Follow-Up
235 231 172 235 184
H1H2 EH3 N4 N5 LI i N 1%
C
PASCAL, (n = 149) PASCAL Ace, (n = 82)
93% Technical success
7% TR = moderate 78%
16+06 No. of devices 1.8+0.7
103 + 46 min Procedure time 111 £ 60 min

10 mm

Wild MG, et al. J Am Coll Cardiol Intv. 2022;15(13):1352-1363.
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TEER vs Medical Management - Common Theme

T-TEER is a safe procedure that reduces TR to moderate or less in 70% to 90% of patients.

T-TEER reduces symptoms to improves quality of life and may reduce HF hospitalizations.

T-TEER has not been shown to reduce mortality.
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Case — 82yo F with dyspnea and fatigue

=  Hx emergent hemiarch replacement for Type A aortic dissection at 79yo

= CKD 3b

= PAF — anticoagulation w/apixaban

= Pulm HTN

= Hx liver biopsy for abnormal LFTs, severe fibrosis by US w/elastography

= RHC - RA 23, PA 40/25/30, PCW 25, TD CO/CI 1.5/0.89, Fick CO/CI 1.39/0.82
= RHC-RA9, PA 36/16/23, PCW 13, TD CO/CI 2.78/1.68, Fick CO/CI 2.08/1.26
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Case — 82yo F with dyspnea and fatigue

Adult Echo TISO6 MI0.3
X8-2t
21Hz
12cm

TIS0.2

PATT: 37.0C
TEET: 40.0C

!

CV Intervention TISO0.7 Mi0.4
X8-2t
24Hz
12cm

PAT T: 37.0C
TEET: 406C

CF

48%
8066Hz
WF 725Hz

44MHz

PAT T: 37.0C
TEET: 39.9C
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Case — 82yo F with dyspnea and fatigue

Echo Pen : Echo Pen
X5-1 ’ K X6-1

18Hz 3 v 19Hz
16cm Lt / -7 51.64 17cm

2D ‘ 2D
T4% < sy ‘ . 71%
C 50 = C 50
P Low N : 5 * P Low
HPen - # s HFPen

CF — 3 3 4000Hz
50% o : . WE 399Hz
2000Hz _ = 2 5MHz

WE 399Hz 5
2 5MHz

®ANFR

12 24
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Conclusion

= Untreated severe or greater TR is associated with increased mortality.

= Medical management of TR primarily consists of diuretics and treatment of underlying etiologies
such as pulmonary hypertension or left heart disease when indicated.

= Contemporary outcomes for isolated tricuspid valve surgery have improved but mortality
remains elevated.

= T-TEER is a safe treatment option that can significantly reduce TR, improve quality of life, and
may also reduced heart failure hospitalizations for patients who are at increased risk for surgery.
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