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Disclosure

* No disclosure

Case 1

* 81-yo male with shortness of breath and dyspnea on exertion
* Prior TF-TAVR with 26mm S3 (6 years ago) — well functioning valve
* Persistent AF s/p AVN ablation and SC-PPM placement
* Mild non-obstructive coronary artery disease
* Hypertension
* Diabetes

* NYHA lII
* GDMT — Metoprolol, Lisinopril and Empagliflozin
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Now What 7l

(\

7
Mitral regurgitation - Epidemiology
* Mitral regurgitation is the Second Carpentier Type | Carpentier Type Il Carpentier Type llla Carpentier Type lilb
most common heart valve PO ——— —— g e
disease in Europe and US o0 -
* |ts prevalence increases with age,
with a prevalence rate of up to
9% in individuals >75 years old
* Surgery has been shown to \\/j A A B ]
improve survival in patients with
symptomatic primary mitral PEERT c?.ZTésnf?:;Ta'fny Cardliss::\ey':::amy
regurgitation
El Sabbagh, A. et al. J Am Coll Cardiol Img. 2018;11(4):628
8
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Yearly rate of sudden death

Mitral regurgitation - Outcomes
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LVEF LVEF LVEF
NYHA1 NYHA Il NYHA IlI-IV >60%  50-59%  <50%

Time (Years)

Grigioni F. et al. ] Am Coll Cardiol, 34 (1999), pp. 2078-2085
El Sabbagh A. et al. ] Am Coll Cardiol Img. 2018;11(4):628

Recommendations for intervention

2020 ACC/AHA Guideline for the Management of Patients With
Valvular Heart Disease

Primary Mitral
Regurgitation

Severe MR (VC 20.7 cm,
RVol 260 mL, RF 250%,
ERO 20.40 cm?)

No symptoms due to MR
(Stage C)

Secondary Mitral
Regurgitation

Severe MR Stage D

Symptoms due to MR (RVol 260 mL, RF 250%,
tage

Undergoing
CABG

ERO 20.40 cv?
(regardless of LV o)
function)
LV systolic dysfunction Normal LV systolic
(Stage C2) function (Stage C1)
(LVEF 560% or (LVEF >60% or -
ESD 240 mm) ESD <40 mm) l LVEF 250% LVEF <50%

High or prohibitive l i i
surgical risk with

anatomy favorable ) ) j‘;’;’;t Persistent
;z'pt;l'f::;’ﬁ?e' Expected surgical Progressive symptoms on symptoms on
<1 mortality <1% with increase in LV optimal GOMT optimal GDMT

>95% likelihood of size or decrease
i and AF Rx
' v successful and durable in LVEF on at !
ir wit idual least 3 studies
‘ Degeg.e’a“"e My, ‘ Rheumatic MV disease fepet w't:,f;t Bl Mitral anatomy
feease favorable Severe
I I e LVEF 20%-50% symptoms
Successful and durable Successful and durable LVESD <70 mm
repair possible repair possible PASP <70 mm Hg

Transcatheter N ) i
. . MV repair at primary MV repair or MV sur, Ui MV surgen MV surgery*
edge-to-edge MV MV repair at CVC (2b) or CVC (22) replacement (2b) a5 GO b G
repair (2a) repair (2a)

Catherine M. Otto Circulation. Volume: 143, Issue: 5, Pages: e72-e227
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Anatomical

suitability for M-TEER

Mitral TEER — Anatomical Complexity

Centfe experience
Replacement?

- Flail gap <10 mm
- Flail width <15 mm

Non-complex Complex Very complex
Ideal for M-TEER Suitable for M-TEER Challenging for M-TEER
- Central pathology - Isolated commissural lesion - Commissural lesion with multiple
- No calcification (A1/P1 or A3/P3) jets
- MVA>4.0 cm? - Annular calcification without - Annular calcification with leaflet
- Posterior leaflet >10 mm leaflet involvement involvement
- Tenting height <10 mm -MVA3.5-4.0 cm? - Fibrotic leaflets

- Posterior leaflet length 7-10 mm
- Tenting height >10 mm

- Asymmetric tethering?®

- Coaptation reserve <3 mm?

- Leaflet-to-anulus index <1.2%

- Flail width >15 mm

- Flail gap >10 mm

- Two jets from leaflet indentations

- Wide jet involving the whole
coaptation

-MVA 3.0-3.5 cm?

- Posterior leaflet length 5-7 mm

-Barlow's disease

- Cleft

- Failed surgical annuloplasty

Hausleiter J et al. Eurolntervention. 2023,;18(12):957-76.

11

European Heart Journal (2007) 28, 13561365
doiz10.1093 /eurheartj fehm001

curorean
SoceTy OF
ERimalodrs

surgery?

Clinical research
Valvular heart disease

What are the characteristics of patients with severe,
symptomatic, mitral regurgitation who are denied

Mariana Mirabel', Bernard lung™, Gabriel Baron?, David Messika-Zeitoun', Delphine Détaint!,
Jean-Louis Vanoverschelde®, Eric G. Butchart?, Philippe Ravaud?, and Alec Vahanian'

Up to 50% of patients with MR and an indication for intervention may not receive treatment

e

Amaricen
Haart
Association.

Circulation

Volume 140, Issue 14, 1 October 2019; Pages 11561169
hitps:/doi.org/10.1161/CIRCULATIONAHA. 119.041080

ORIGINAL RESEARCH ARTICLE

Contemporary Presentation and Management of Valvular
Heart Disease
The EURObservati F Pr

Valvular Heart Disease Il Survey

Isolated MR Intervention Class| % [95% CI]
(n=877)
|
Aortic stenosis ot 1009 1271 79.4[77.1-81.6]
No severe MR Severe MR
(n=331) (n=546)

Aortic regurgitation — 114 147  77.6 [69.9-84.0]

| | |

m:
S‘r’nr?s;?n s No symptoms Symptoms ) .
s g n=144 =396 Mitral < 115 168  68.5[60.8-75.4]
n=6
Primary mitral —c—t 294 414 71.0[66.4-75.3]
No intervention Intervention regurgitation
n=193 (49%) n=203 (51%) 50 60 70 80 90 100

Mirabel M et al. Eur Weart J, Volume 28, Issue 11, June 2007, Pages 1358-1365
Lung B. Circulation, Volume: 140, Issue: 14, October 2019 Pages: 1156-1169

12
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Characteristics of patients denied surgery

@ Decision not to operate
150] [ Decision to operate

1501 B Decision not to operate
67% n= O Decision to operate
| 15% 1001

2%)
50-60 60-70 70-80 >80 P <0.0001

100 P <0.0001

50
63“/1
0 I
<50
Age (years)

50 . .
M Decision not to operate 55%
150 O e 50%
[ Decision to operate 0 hae 38%

<30 30-40 40-50 50-60 >60

P <0.0001
Left ventricular ejection fraction (%)

50| [70%
482 :
MR P

0 1 2 3 >3

Charlson comorbidity index

Mirabel M et al. Eur Heart J, Volume 28, Issue 11, June 2007, Pages 1358-1365

13
Mitral Annular Calcification (MAC)
* Prevalence varies between 5 - 42%
* Most commonly occurs in the posterior aspect of the annulus
* Only 1% of patients with MAC exhibit circumferential calcification of
the annulus
* Severe MAC can lead to mitral stenosis and/or regurgitation
* Technical difficulties for surgery:
* Decalcification (Resect) )
. |ntra-atrigl device position_ L (Respect) Higher risk of complications
e Extracardiac valved condurgﬂ[
14
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Respect vs Resect

Working around the calcified annulus (respect) Decalcification and annular reconstruction (resect)
Advantages * Simpler and shorter surgeries + Allow for natural prosthesis size and position
* Lower risk of AV groove disruption * More likely to allow valve repair vs replacement (except
o TMVR: possible p us approach, p g for the Cleveland Clinic technique)
o Less risk of PVLs and higher likelihood of healing mild
PVLs
Disadvantages ® Replacement as opposed to repair (except for untraditional + Technically challenging
and supersized annuloplasty, on the basis of configuration * Longer CPB and clamp times
of calcium) » Low but real risk of AV groove disruption

Higher PVLs that are less likely to heal

Suture around calcium: risk of injury to circumflex artery,

and less commonly conduction system or coronary sinus

Intra-annular: smaller sized valve and high PVLs

Supra-annular: PVLs with atrial rupture due to subjection

to ventricular pressures

o Combined intra and supra-annular (with or without
collar): significant valve downsizing

o Extra-anatomic bypass: only with stenosis, unphysiologic,
last resort

* TMVR: experimental, requires dense near-

circumferential MAC, unknown long-term durability

15

Dedicated Transcatheter Mitral Valve Devices
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Tendyne TMVR System Overview

UNIQUE VALVE-TETHER-PAD DESIGN
*  Repositionable

*  Fully retrievable

*  No need for CPB or rapid ventricular pacing

c:;"ﬁ APICAL PAD
~ - » Placed over ventricular access site

TETHER DESIGN
* Enables full retrievability

= VALVE DESIGN
. y ., * Tri-leaflet, bioprosthetic valve
/ : -« Outer frame contoured to mitral annulus

= Variety of valve sizes and profiles to
- accommodate broad range of patient
/ 4 anatomies
’ « Standard and Low-profile frames options

17

SUMMIT

TENDYNE TRIAL

Study Design

Symptomatic MR Grade IIl/IV, or severe
mitral annular calcification (MAC)**
Heart Team deems transcatheter

i NO
treatment more appropriate than Exclude Subject
surgery and anatomy amenable to

Tendyne TMVR?

Randomization (1:1) Heart Team deems valvse ELELTY _amen-able Subject has
(N=382) to transcathet.er l:epa.lr, meets MitraClip severe MAC?
indications?

Tendyne (MAC CAP
Cohort) N=up to 150
(upon FDA
approval)

Tendyn-~ a 1013 lip

wontrol)

(Tre C\Ose

18
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1-Year Survival 100%
100
—_ 80%
) Bo-kﬁ‘_a___
[]
© 60%
60+ 74.3%
= 40
z
t% 20
20% 20.0%
c 1 1 1 1
0 3 6 9 12 0%

Time After Index Procedure (Months) Bassline (N=100)

,-2.0%

SUMMIT

TENDYNE TRIAL

Roll-in Subjects Up to 2 Per site — 1 year Follow up (n=100)

MR Severity

2.3% 3.5%

100%
" 01+

96.5%
- 0/1+

97.7%

[ 011+ 89.5%

One Month (N=86) Six Month (N=76) One Year (N=57)

m Noneltrivial m1+ 2+ w3+ m4+

Rogers J., Thouravi V. TCT 2023

19
TENDYNE TRIAL
Roll-in Subjects Up to 2 Per site — 1 year Follow up (n=100)
NYHA Classification KCCQ Overall Score
100% | gl e iy 100
21.1% 16.7%
80% 26.1% 68.7
’ %0 63.8 (51.4, 92.7)
57.4 (44.9,81.4)
. | 65.0% 53.7 (37.3,79.7)
60% 60 (34.6,71.2)
40%
40
Mean
20%
o Q1,Q3
0%
Bas1eul'|]ne 1- Month S-Month -Year 0
—_ =Classl -CIass II CIass III uClass IV B:s::‘i;le 1':\::;;“ 6':‘;2':" 1;‘:::’
Rogers J., Thouravi V. TCT 2023
20

10 of 48




MHIF Cardiovascular Grand Rounds |

April 29, 2024

SUMMIT

TENDYNE TRIAL

Severe MAC Cohort 30-Day (n=103)

Procedural Events n (%) 0-Da

Procedural survival 101 (98.1) All-cause mortality 7 (6.8)

Technical success* 97 (94.2) Cardiovascular mortality 7(6.8)
Valve implanted! 103 (100) Disabling stroke 1(1.0)
Emergency surgery/intervention 6(5.8) Myocardial infarction 1(1.0)
cPB 329 Post-op mitral reintervention 2(2.0)
Procedural stroke 0(0) Device thrombosis 0(0)

*MVARC definition

One valve retrieved with secondary valve implanted Major bleeding 22 (21.4)

evenls adjuaicated Dy inaependen! per 'enniions

Rogers J., Thouravi V. TCT 2023

21

100%

80%

60%

40%

20%

0%

SUMMIT

TENDYNE TRIAL

Severe MAC Cohort 30-Day (n=103)

NYHA Classification

100%

) o 1.0% — 3.4%
1.1%
100% 60%
+ MR Grade 1
or less
409
39.0% %
8.0% 309 20%
Baseline (N=100) 1-Month (N=87)

= None/trivial =1+ 2+ 3+ w4+

0%

Baseline (N=103) 1 Month (N=89)
mClass| =Classll = Classlll mClass IV

Rogers J., Thouravi V. TCT 2023

22
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Intrepid — Mitral Valve

* Prosthesis anchors with multiple small cleats

",’. A \\, and a cork-like effect
w0 » Symmetrical design eliminates need for
- - 8 2 rotational alignment
{X\ XXX ,-"./{)OL : : :
A \,ﬁ/ S e Circular inner stent houses a 27 mm tri-leaflet

bovine pericardial valve

* 42 & 48 mm valves in clinical evaluation; 54
mm valve in development

* ~35 Fr delivery system; 29 Fr coming

23
Transfemoral Transeptal INTREPID TMVR EFS 1-year (N=33)
5 0% 7% 4%
Early and Late Clinical Outcomes .jg
c
30 Days 1 Year s Mitral Regurgitation
o
All-cause mortality 0.0% 6.7% g
a
Stroke 0.0%  0.0% Baseline 30 Days 6 Months 1 Year
CV hospitalization 61%  22.3% . o 3{2 "0 "\:_;27’ “ 1231
one/lrace I oderate
Re-operation (or re-intervention) 3.0% 3.0% ® Moderate-Severe M Severe
Clinically significant valve thrombosis ~ 0.0% 3.4%
al 3% 8% 8%
MV endocarditis (definite) 0.0% 3.4% e
MVARC major vascular complications  24.2%  24.2% .f.f
ASD closure performed 75.0% - H NYHA Functional
s Class
o
&
Baseline 30 Days 6 Months 1 Year
(n=33) (n=30) (n=26) (n=24)
Firas Zahr et al. ] Am Coll Cardiol Intv 2023; 16:2868-2879. mNYHA T ®mNYHA Il = NYHA Il = NYHA IV

24
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Apollo Pivotal Trial

Assessment by Multidisciplinary Heart Team
Unsuitable for approved transcatheter repair or
surgical mitral valve therapies

A Roll-in MAC Cohort

(Primary or Secondary MR) SUb-’eCts N= up to 300 (maximum)
TMVR TMVR
Study Chairman & Co-Pls

. i Michael Mack, David Adams, . .
Primary Endpoint: & Martin Leon Primary Endpoint:
All-Cause Mortality OR All-Cause Mortality OR

HF Hospitalization >30 days OR HF Hospitalization at 1 year

KCCQ Improvement <10 at 1 year vs. Performance Goal*

vs. Performance Goal*

25

Cephea

* Dual disk circular design

Outer frame

| — Atrial disk

* Low-profile delivery system (Trans-septal 36-38 Fr) o waist

* Anchoring via compression and radial forces

N ’,‘ . Venmiculardisk

Iilnncrframe

* Fully repositionable and recapturable

26
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Cephea™ EFS Phase 1 Experience

Procedural Events

Outcomes: Intra-procedural and 30-Day (n=10)

30-Day Adverse Events

Qutcome N=10

Valve implanted 10 (100.0%)
Technical success (MVARC) 10 (100.0%)
Implant retrieved/abandoned 0 (0.0 %)
Procedural stroke 0 (0.0 %)
Emergency surgery 0 (0.0 %)
ECMO required 0 (0.0 %)
Procedural mortality 0 (0.0 %)
iASD Closures 0 (0.0 %)

Any mortality — no. (%) 0(0.0)
Cardiovascular mortality — no. (%) 0(0.0)
Disabling stroke — no. (%) 0 (0.0)
Myocardial infarction — no. (%) 0(0.0)
Severe Access Site Hematoma — no. (%) 1(10.0)
New Onset Atrial Fibrillation — no. (%) 2 (20.0)
Cardiac Injury — no. (%) (Chordal Rupture) 1(10.0)
Reintervention for MV - no. (%) 0(0.0)
Structural valve dysfunction — no. (%) 0 (0.0)
MV HALT w/o PVD* (Coumadin Non-Compliance) 2(20.0)
Major Bleeding (G.l. Bleed) — no. (%) 1(10.0)
Endocarditis — no. (%) 0(0.0)

Yadav P. TVT 2023

27
Cephea™ EFS Phase 1 Experience
Core Lab Echo Evaluation (n=10)
MR Grade NYHA Classification (n=10)
100% 100%
i o Coa%
80% 80%
70% 70% 33%
60% 80% 60%
50% s0%
a0% 0%
30% 30%
20% 20%
0% 0%
Baseline 1 Month * Baseline 30Day *
W Grade 4+ W Grade 3+  Grade 2+ M Grade 1+ B None [N Cinss 4M Class 31 Class 24W Clinss 1
* n=9 (1 missed 1 Month visit)
Yadav P. TVT 2023
28
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AltaValve

* Supra-annular with minimally protrusion
(<15 mm) into the left ventricle

* Anchoring is achieved by a nitinol frame
that is oversized relative to the left atrium

* Orientation parallel to the outflow tract
* Transapical or transseptal approaches

* No interaction with the native mitral
valve or apparatus

Altavalve sizing is based off an oversizing
strategy to the size of the LA:

1. Height: 10-30% implarbandiesie P ,
2. Width: 10-30% 1'7‘(
M‘{_‘&

" Y

3. Annular Ring: 5-20% -!mplant sealing “‘
X

NS

s
%‘\_" '

29

AltaValve

m National Medicine
Natiansi Gonter inkormesion

ClinicalTrials.gov

Find Studies v Study Basics v Submit Studies +  Dataand APl ~  Policy v  About ~

RECRUITING @
AltaValve Early Feasibility Study Protocol

ClinicalTrials.gov ID @ NCT03997305

Sponsor © 4C Medical Technologies, Inc.

Information provided by @ 4C Medical Technologies, inc. (Responsible Party)
Last Update Posted @ 2023-09-01

First Percutaneous AltaValve
May 2023

30
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PN

LA

MITRAL Trial

Mitral Implantation of TRAnscatheter vaLves
4 < N‘\ 91 patients extremely high surgical risk (STS PROM >15% or M&M >50%)

Inclusion Criteria

Nl

Severe MS (MVA £1.5 cm2)
At least Moderate-Severe MR

Severe MS (MVA £1.5 cm2)
At least Moderate-Severe MR~ Severe MR + Moderate MS

SAPIEN XT SAEEN 3
NYHA Il or greater
|
v v v
Valve-in-Valve Valve-in-Ring Native MV (MAC)
n=30 n=30 n=31*

Severe MS (MVA £1.5 cm2)

First 2 patients in MAC arm were treated with SAPIEN XT, all subsequent patients were treated with SAPIEN 3 valves

Guerrero M. TVT 2019

31
MITRAL Trial
1l-year 5-year
100%
40% -

% 35% A 80% 1
> @ _ MViV: 79%
230%- g P<0.001
b= 2 60%
3 25% - 2
5 Z

a/ | a
E 20% T 40%; MViR: 36%
> 0, H
g 15% - a ViMAC: 33%
= 10%1 20% 1
-
O 5%

0%{ P=000025
00/0 -+ - . v : 5 . - - v . -
gt 0 6 12 18 24 30 36 42 48 54 60
o Months Since Procedure
MAC arm Guerrero M. et al. ] Am Coll Cardiol Intv 2021; 14:830-845.
Guerrero M. et al. /| Am Coll Cardiol Intv 2023; 16:2211-2227.
32
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CT-Based MAC Score .
Lateral Trigone

Anterior Leaflet

Anterior Annulus  Mitral Valve

Medial Trigene

Pasterior Leaflet

Posterior Annulus

1. Calcium Thickness 1. Calcium Distributi . Trigone Invol
> = > b L g b
gt thasss Vst
<5mm=1 <180°=1 None=0
» - » - » %
e " Vocess®
5-9.99mm=2 180-270°=2 One=1
> - ’
A x| BTN
=10mm=3 2270°=3 Both=2

IV. Leaflet Involvement
[ 4 -

Bogget
None=0

X

One Leaflet=1

» b |

Both Leaflets=2

Mitral Annular Calcification Score

Calcium thickness: < 5 mm=1
Calcium distribution: <180°=1
Trigone involvement : No=0
Leaflet Involvement: No=0

Total score: 2 = Mild MAC

Calcium thickness: 5-9.99 mm=2
Calcium distribution: 180°-270°=2
Trigone involvement : medial=1
Leaflet Involvement: No=0

Total score: 5 = Moderate MAC

Calcium thickness: 210 mm=3
Calcium distribution : 2270°=3
Trigone involvement: Both=2

Leaflet Involvement: No=0

Total score: 8 = Severe MAC

Guerrero M et al. J Am Coll Cardiol Img 2020; 13:1945-1957.

33

Valve Embolization or Migration in Undersized Valves n = 35
Mean degree of undersizing was -15.86 + 8.59%

10 4 -
9 P
2
8 sescssse ooe = 100% -
2 90%
o 74 sesEeD . &
s 80% -
2
E 6 . b i 70% A
=
5 . 4 60% -
5
4 o
44 . . % 50 ’{E'
A 40% -
1 30%
21 20% o
T r
Neither Embolization/Migration 10% -
6(N=7)  27(N=28) pValue 0% -
Embolization or Migration 0.033
N 7 28
No 3(42.9%) 24 (85.7%)
Yes 4(57.1%) 4(14.3%)

 Neither » Embalization e Migration

Mitral Annular Calcification Score

Valve Migration Rates in Relation to MAC Score
Patients Treated With Adequate Size THV
(No Valve Embolizations Occurred in This Group)

p=0.03
66.7%
11.1% 7.1%
0% 0%
=6 7 8 9 10
n=3 n=9 n=14 n=10 n=
MAC Score

Guerrero M et al. / Am Coll Cardiol Img 2020; 13:1945-1957.

34
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MITRAL Il Pivotal Trial
Mitral Implantation of TRAnscatheter valves

Severe MAC with Severe mitral stenosis or 3+mitral regurgitation
or mixed > moderated stenosis and 2 moderate regurgitation.

Valve-in-MAC Natural History

N=110 N=100

Transeptal
MAC score > 7

Primary End Point
All Cause Morality and Hospitalization for Heart Failure

S | ‘ I
_ 00 P
Az B
€ g
E :
g E
: H
60 5
: g
£ a0 H
- ogrankiest: pet £
% Logeranktest: p=0.01 ‘ Log-rank test: p=<00001
S 2 Surgery or transcatheter therapy E 20 ——— Surgery or transcatheter therapy
: Medical treatment H Medical treatment
z o s o
o 60 120 180 240 300 360 o 60 120 180 240 300 360
Das Since Screening failure Days Since Screening failure
No aisk
No.sersk
Surgery 127 13 a8 » 06 57 55 sugery 127 13 88 79 66 57 55
Medical 76 47 3 8 2 2 B Medical 76 a7 36 28 25 25 23

Freedom from death or heart failure
hospitalizati

o e 1o 1m0zl 30 seo o @ o w0 300
Days Sine Sreening allure Days Since Sreenng alure

Noarik Noarisk

Sawy w1 w5 @ s si swmey @ wm s 5 @ w5 27.6%

S i T

89.0% failure (n=203)
-32% Anatomical Reason = Native MV too large ® MV too small = Concern for LVOT obstruction = Enrolled
- 35% Clinical Risk Exclusion
- 22% Futility Marker

Hiroki Niikura et al. J Am Coll Cardiol Intv 2019; 12:196-204.
] jons 2019:12:2402-2412

36
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Screen Failure
Cephea™ EFS Phase 1 Screening

Primary Screen Fail Reason

Large Annular
Dimensions

34% Future Cephea
}54% Device Generations

to Address With:

e
Small Annular
Dimensions N 20%
Septal Height | 12% BB New valve
design and
neoLVOT [N 10% sizes
Anatomical
Interference I 10% @ Advanced
delivery
Sealing/Seating [N 7% system
Inclusion/Exclusion 6% Study Protocol

modifications

Yadav P. TVT 2023

37

Current Challenges of TMVR

Anatomic Challenges Device Challenges Procedure Challenges

* Leaflet
Thrombosis
* Need for AC
* Anatomical
Interference

* Sizing
* LVOT

Complex Devices
* Expert Imaging
Too high-risk

patients

e Various
anatomies

38
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LVOT Obstruction Prevention

Septal Reduction Strategies Anterior Leaflet Strategies

Alcohol Septal Radiofrequency SESAME

Ablation ablation Myotomy LAMPOON SITRAL BATMAN

39

Balloon-Assisted Translocation of the Mitral
ANterior leaflet I\/IAN)

3

40
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Surgical Implantation of TRanscatheter valve
in mitral Annular calcification (SITRAL)

L

Remove midportion
of anterior leaflet A2
and septum if needed Orient the valve into

standard surgical
configuration Smith R. TCT 2016

Teflon felt skirt to prevent PVL
Securing sutures

41

Management algorithm

Surgery/TEER Candidate

TMVR Candidate

S

Surgery/TEER
Candidate
High Risk LVOT VIMAC Candidate Other Factors
\ VIMAC +/- High Risk Surgery
. s Modification Medical Therapy

—— SITRAL

42
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Back to our patient - Transeptal AltaValve

43

Transeptal AltaValve

Valve placement
across the annulus

Balloon Septostomy Cage deployment

44
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Transeptal AltaValve

Device release

ASD Closure

TISOE  MIO4

TIS0O2 MIO0S

[

_\—185
6

TIS0.3 MI0.0

=MV VT
Vmax  128cmis
Vmean 61.4 cm/s
Max PG 7 mmHg
Mean PG 2 mmHg
VTl 256 cm
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Case 2

 84-yo female with severe symptomatic MR, torrential TR, HFpEF (EF
60-65%) and SC-PPM

* Recurrent hospitalizations with HF exacerbation despite being on
GDMT

* Underwent Mitral TEER with Mitraclip (NTx1)

47

Case 2

* Remains symptomatic despite Mitral TEER with Mitraclip
* On stable dose of Torsemide
* NYHA Il
* High surgical risk
* Right heart catheterization:
* RA - mean 9mmHG (V 15mmHg)
* RV -49/1 mmHg (ED 11mmHg)

* PA-46/18/28 mmHg
* PCWP - 10mmHg

48
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Tricuspid Valve

Torrential TR

Intervention CV TIS0O6 MI04 Intervention CV TIS06 MI03
3D Beats 1

X8-2t
18H2
14¢em

49

Deep Transgastric

Intervention CV TIS02 M09 Intervention CV TISO7 MI04
x8-2t X8-2t
64Hz 20Hz
9.0cm o 30 wo : 9.0cm o 0
. e

20

50
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Background

* Tricuspid regurgitation is estimated to
affect >1.5 million people in the U.S.

* Yearly incidence of about 200,000
patients in the US and >300,000 patients
in Europe

* Limited medical therapy options —
diuretics

* Severity easily underestimated
* Volume overload well tolerated for years

35 US Community/Academic
Hospitals >714,000 patients

6.5% MR

0.5% MS

2.3% AR

Prevalence of significant VHD

Brennan et al. ACC 2022

51

Primary

Leaflet
Congenital

Device Lead

Tricuspid Regurgitation

Secondary

Infection Carcinoid Damage Pulmonary
Inflammation Radiation Biopsy Hypertension

RV Volume
RV Myopathy Shunts
High output

Idiopathic

10%*

90%

52
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A
Anteroseptal
commissure
Anterior
leaflet
Septal
leaflet
Membranous ® Posteroseptal
septum Q commissure
AV
node Coronary sinus
Cc Control Ao
RA valve
P A
A Non-planar
Low
RV apex

B

o

L

Functional TR
RA

Secondary Tricuspid Regurgitation

Annular dilation and flattening of the
normal “saddle-shaped” configuration

/ High \O

-

\

Low
RV apex

Planar

Nishimura et al. Heart 2018;104:798-806

53

Survival with Tricuspid Regurgitation
Community population (N=1,095)

Isolated TR survival

Survival Plot

100 -
5 Yearly Mortality, AF, and HF Hospitalization by TR Context
s 30+ 80 A
N
= -
g 21 & 60
(=]
L 201 =
© b
T ki = 40 -
s g 151 a
w o
< @ .
= 10 20
£
= P <0.01
‘g 5 0 T 1
i 0 5 10
= - " " Control 178 173 158 133 13
o Congenital Organic  Valvular 5 fLV ] PHTN Isolated | |splated TR 89 78 71 50 41
ysiunction Time to Last Follow-up
W Death HF W AF

— Matched Controls — Isolated TR
Topilsky et al. JACC Cardiovasc Imaging. 2019 Mar;12(3):433-442.
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Survival with Tricuspid Regurgitation

VA study (N=5,223) over 4 years

19 gt
09 4 -,_.‘ -:-:.,_..:.:.:....._ No TR
b e S,
08 = . R
~ e el PR
— ) -~
07 e .. Mild TR
06 - T -
2 o AR
é 05 = .‘—\.‘_ Moderate TR -
3 o4 — P <.0001 e e e
Severe TR
03
02 -
0.1 =
0.0 1 1 1 1t 1 111 171711
Days 0 100 300 500 700 900 1100 1300 1500
# at Risk 4105 3158 2298 1591 1043 573 183

All patients with (TR)

Nath et al. JACC 2004; 43(3): 405-9

55

STS
2024

Tricuspid Valve Surgery - Outcomes

STS ACSD Registry

18 years or older

Isolated Tricuspid valve
repair or replacement
July 1, 2017 = June 30,
2023

13,587 procedures at 842
participating sites

~2,000 cases per year

10

8

Outcome (%)

6

.-
- . o _o ——— . ]
/‘\‘M
- . -
e
- e -
T — — T T T —
2017 2018 2019 2020 2021 2022
Year
e e -

Thourani et al. An Thorac Surg, 2024, In press
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Long-term Survival - Isolated TR Surgery
Longitudinal echocardiography database (N=3,276)

1.00 |
1.00 4

o
~
w
o©
N
G
)

Repair

% Medical
0.50 4 b1 |

Surgery \——L—_i

Survival Probability
J
J
Survival Probability
o
(%
o

Replacement

©
N
v

0.25 4

p=0.339
0.00 -
0.00{ Hazard Ratio 1.34 [0.78-2.30], p = 0.29 0 5 10 15
: L y s . Years
0 5 10 15 20 Number at risk
Years ) 2
Replacement 144 75 32 8

Axtell et al. JACC 2019; 74(6): 715-25

57

Surgical Intervention Indications

* Left sided surgery, severe TR (1)

* Left sided surgery, progressive TR in the context of either 1) tricuspid
annular dilation (tricuspid annulus end diastolic diameter >4.0 cm) or
2) prior signs and symptoms of right-sided HF (lIA)

* Severe primary or secondary TR on GDMT (lIA)

* Asymptomatic severe primary TR with RV dilation or RV systolic
dysfunction (IIB)

* Symptomatic severe TR with hx of prior surgery and absence of
severe pulmonary hypertension or severe RV systolic dysfunction (IIB)

No class | recommendation for isolated TR

Otto et gl J Am Coll Cardiol, 2021 Feb, 77 (4) e25-e197

58
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Tricuspid Regurgitation is Prevalent but Rarely Treated with Surgery

1.6M

Moderate to severe TR
prevalence

Surgical
procedures
annually

59
MILD MODERATE SEVERE MASSIVE TORRENTIAL

Vena Contracta width <3mm 3-6.9mm 7 mm - 13 mm 14-20 mm 221 mm

(biplane average)

EROA by PISA <20 mm? 20-39 mm? 40-59 mm? 60-79 mm? >80 mm?

3D Vena Contracta

Area or Quantitative z - 75-94 mm? 95-114 mm? 2115 mm?

Doppler EROA

Example:
Hahn et al. JACC Cardiol Imag. 2019; 12(3):469-90

60
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Tricuspid Valve Nomenclature

W Typel M Typell M TypelllA
W TypelllB Type llIC M Type IV

Hahn et al. JACC Cardiol Imag. 2021,14(7):1299-305

61

The Big 5 for Success
G-A-L-I-O

Small <7 mm
Moderate 7-10 mm
Large >10 mm

IMAGIN

TEE windows
Shadowing
ICE
L ocation Horizontal heart

ANATOMY

# Leaflets
Leaflet length
Leaflet mobility
Coaptation planes

Right Ventricle
Pulmonary Vascular
Left Sided Heart

Impingement
l nte ra Ctlon Courtesy of Dr. Hamid

31 0f 48
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Anatomical Success Predictors

MEDIUM

Moderate (>7 but <=10mm)
gaps
Septo-posterior location

Type lll or IV leaflet
morphology

CIED in commissure and/or
not a jet location
“Non-hostile”

Minimal leaflet restriction
Focal primary disease

Hamid N. TVT 2022

63
Transcatheter Tricuspid Landscape
Trialign ~ Cardioband  TriCinch  Millipede MIA PASTA DaVingi
N i
Annuloplasty ~ = v :& !
3 @ 5 Ay
Edge-to-Edge Mitralix
Coaptation % )/, p—
Enhancement F:d E @)
TriClip Pascal Dragonfly \\\‘E}
oy Evoque Intrepid V-Dyne Navigate  Trisol Lux Topaz
otopic p dub » P
- <573 ; L
Replacement tﬁl ‘S‘\#} M ? _\i@).
TricValve TriCento  Trillium Croi ~ Coramaze Tri-Flow
a i
b/ =3
64
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TRILUMINATE -
Enrollment and Treatment Pathway

Symptomatic Severe Tricuspid Regurgitation
and
Intermediate or greater risk for TV surgery

Subjects Approved by Eligibility Committees for:

e Suitable Anatomy
* Adequate management
* No severe Pulmonary Hypertension

Ability to reduce TR to moderate or less

Single Arm (N=100)

Medical Therapy
(N=175)

TriClip Device

(N=175)

12-m

h follow up

65

TriClip G4 Delivery System

/5 @ ——— CONTROLLED
y g GRIPPER ACTUATION
$ Optimize

leaflet grasping

F/EKNOB ~————@

Flex and Extend delivery catheter to steer
down to the tricuspid valve plane

S/LKNOB ————————— @,

Septal and Lateral movement

in the right atrium G4 NT
DELIVERY SYSTEM
TRICLIP™ STEERABLE « Precise delivery for consistent
GUIDECATHETERSR results in complex conditions
. * Near 1:1 torque response and
+ Gainthe height d
SN 1E MCEhhyounes stability with a high support delivery G4ANTW
over the valve >
system
+ Maintain coaxial position during ¥
steering and positioning
« Easily navigate away from the
septum for optimal +/-KNOB
perpendicularity to the Straighten and bend for height
tricuspid valve above the valve, and optimal
« Navigate across all lines of positioning for tricuspid
coaptation with multiaxis anatomies G4 XTW
steering @—— DISTAL CURVE
Tricuspid optimized curve placement
for direct access!15
G4 XT

FOUR IMPLANT SIZES

=

50% WIDER*
In the grasping area

66
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Primary Endpoint

Finkelstein-Schoenfeld Analysis

Win ratio, 1.48
(1.06, 2.13), p=0.02

11348 TriClip™ therapy demonstrated superiority to
medical therapy driven by improvement in KCCQ

p<0.0001

6516

Death or TV Surgery HF hospitalization KCCQ change 215 pts

” mDeviceWins @ Control Wins TRILUMINATE
Sorajja P. et al N Engl J Med . 2023;388(20):1833 1842. PIVOTAL TRIAL

TRILUMINATE

PIVOTAL TRIAL

30-day Adverse Events

I All-cause Mortality

Cardiovascular Mortality

Endocarditis Requiring Surgery

New-onset Renal Failure

Non-elective CV Surgery, TVRS For Device-related AE
I Major Bleeding’

I Single Leaflet Device Attachment (SLDA)
Stroke

Myocardial Infarction

Device Embolization

Device Thrombosis

New CRT/CRT-D/ICD/Permanent Pacemaker

“Defined as bleeding 2 Type 3 based on a modified Bleeding Academic Research Consortium
(BARC) definition

Sorajja P. et al N Engl J Med . 2023;388(20):1833 1842.

68
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TRILUMINATE
PIVOTAL TRIAL
Reduction in TR Severity
100%
80%
§’ 60%
w
k3]
3 88.9%
0 40%
=
v
20%
- 3% 2% 1 5% 5.6%
Device Control Device Control Device Control
(n=136) (n=125) (N=136) (N=125) (N=136) (N=125)
Baseline 30-Days 1-Year
B Trace/ Mild [ Moderate [l Severe, Massive and Torrential
Sorajja P. et al N Engl J Med . 2023;388(20):1833 1842

69

TRILUMINATE

PIVOTAL TRIAL

RV Volume Reduction (CT)

Paired Analysis

A=-35(14% 1) A= 2%1)
p < 0.0001 —=p=0st—
350
A=-29(12%4) A=-4(2%%)
<0.001 p=036
lp_| L—
248
RV End-Diastolic 475 224
Volume (mL)
0 (=2t ) (Cn=2 )
Baseline 30 12 Baseline 30 12
Days  Months Days Months

Physiologic Remodeling

Pulmonary Forward Flow and Effective RVEF (MRI)

Paired Analysis

Pulmonary Forward Flow Effective RVEF

60

6+ A=03(7%t) A=-03(T%1)
p=0.16 p=0.11 A=9(27%1)
— — p <0.0001 A=-01(0.4%13)
p=0.89
4.7 —
43 4
Pulmonary
Forward Effective 30 34
Flow RVEF (%)
(L/min)
TriClip
0 (n=28 ) (n=2a ) 0 (=28 ) (n=24 )
3 & & © @ J @
S & o &
& & ,,o\\ o“’* & 0‘5‘ SN o"*
& ) PO & ) & oS

Cavalcante J. TCT 2023

70
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TRILUMINATE

PIVOTAL TRIAL

QOL Improvement

No waning effect
25 -

‘l Single-Arm

—8—RCT Device

Change in Score
(Follow-up — Baseline)

O T L] L] L] T 1
0 2 4 6 8 10 12

Time (Months)

Adams D, Sorajja P, et al. TCT 2023

71

FDA Approves TriClip TEER ABBOTT RECEIVES FDA APPROVAL FOR TRICLIP™, FIRST-OF-ITS-KIND DEVICE TO REPAIR LEAKY TRICUSPID
. . . . HEART VALVE
Device for Tricuspid Repair

(UPDATED) The approval was based on positive data from the X 0 NS
 TRILUMINATE pivotal trial, which included a highly symptomatic

[population.

oy LA Mckeown Bl Photos (1)

 TriClip offers a remarkably safe, minimally invasive treatment option for patients in need of tricuspid valve repair but wha are unable to withstand surgery

*» More than 1.6 million people in the U.S. are affected by tricuspid regurgitation,' which can severely impact quality of life

+ Data from the TRILUMINATE™ Pivotal trial demonstrated that patients who received TriClip experienced a marked improvement in the severity of their symptoms and quality of life, with
benefits sustained at one year

Breaking News

FDA Update: Agency Approves Abbott TriClip to Treat TR

Apr 02, 2024
ACC News Story

First-in-human 1%t Triluminate case Last Triluminate case 15t commercial case
2017 August 28th 2019 April 2Md, 2024 April 4th, 2024
= n — ——— T - " y

72
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CLASP II TR trial

PASCAL Implant PASCAL Ace Implant

1 |
‘
Paddies
&

@) Nitinol ccnstruction

Independent grasping

Clasps

Roli-in cohort of up to first 3 patients per site

Patients with symptomatic severe TR
despite medical therapy

+ 2 severe TR as assessed by echo core lab

* NYHA Class ll-IVa
+ 2 intermediate mortality risk with tricuspid

valve surgery

Multidisciplinary

Heart Team
Assessment

v v

PASCAL System q
+ OMT ’ 21 [ OMT alone

Primary endpoint (24 months)
Composite endpoint including all-cause mortality, RVAD implantation or heart
transplant, tricuspid valve intervention, heart failure hospitalizations, and Quality

of Life improvement (measured by KCCQ score)

CLASP II TR trial = Roll in Cohort
Enrollment and procedural characteristics

% (n/N) or Mean
+SD (N)

I successful impiant rate’ 84.4 (54/64) |

88.9 (56/63)

PASCAL Ace
Mean number of devices implanted 1.5+ 0.6t

Device tlme_(lmpiant insertion to guide sheath 1482 +71.9"
removal), mins

Length of hospital stay (procedure to discharge), days 1.7 £1.51
Discharged to home 100#

Lim et al. Catheter Cardiovasc Interv. 2021 Oct;98(4):E637-46.

73
Roll-in patients*
N=73
Pending visit n=3
Missed visit n=1
Withdrew n=1
30-day follow up
n=68
74

37 of 48




MHIF Cardiovascular Grand Rounds |

April 29, 2024

CLASP Il TR trial = Roll in Cohort
TR reduction and quality of life improvement

TR Severity via Core Lab’ NYHA Class KCCQ Score
100

p<0.001? p<0.0012 A=17.9
100% EET®P™  mTorrential 100 p<0.001
90% 20.8% mMassive
80 Severe a0 1 20
* __ "Moderate
70% mMid o
26.4% mNone/Trace 8
~60% ~60 @ 60
R g z
“p 50% @ g
- c
S 0% 240 - 86.0% i
= ~ 73.6% e b
a o =
30% -
2
20% 34.0% 20 O 20
10%
0% 3.8% NN 0 - o4
Baseline 30 days Baseline 30 days Baseline 30 days
N=53 N=64 N=6:

83.0% improved by 2 1 TR grade, 62.3% by 2 2 grades, and 73.6% reached < moderate TR at 30 days
Lim et al. Catheter Cardiovasc Interv. 2021 Oct;98(4):E637-46.

75

CLASP Il TR trial — Roll in Cohort
Major adverse events

30d
CEC-adjudicated MAEs, N=69* ays
% (n)

Cardiovascular mortality

Myocardial infarction

New need for renal replacement therapy

Major cardiac structural complications

Non-elective tricuspid valve re-intervention, percutaneous or surgical

Severe bleeding 29(2)
Major access site and vascular complications

SLDAt 5.8 (4)
Composite MAE rate 8.7 (6)

Other events
All-cause mortality
Heart failure hospitalization

o

|

Lim et al. Catheter Cardiovasc Interv. 2021 Oct;98(4):E637-46.
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Orthotopic Replacement

77

Nitinol self-expanding frame ¥ f
A
) N 1=
Bovine per tissue

Intra-annular sealing skirt

9 ventricular anchors

EVOQUE Tricuspid Valve Replacement System

EVOQUE Valve

Available in three sizes

. e

44mm  48mm  52mm

EVOQUE Delivery System

Transfemoral 28 Fr outer diameter

3 planes of movement

SRS T T

o

Unique valve design engages leaflets, chords, and annulus to achieve secure placement
Atraumatic anchors compatible with pre-existing leads and respect the native anatomy
Conforming frame designed to achieve optimal retention force
Multiple sizes offer treatment for a broad range of tricuspid pathologies and anatomies (44, 48 and 52 mm)
28F transfemoral delivery system with multiple planes of flexion and depth control

78
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TRISCEND Il Trial Design

Screening and
Enroliment

Eligibility Confirmed by
Independent Review
Comnmittee

EVOQUE + OMT

Pre-procedure OMT continued 2 3 months post-implant
Concomitant procedures not permitted

OMT Alone?

Pre-study OMT continued (primarily oral diuretics)

“©: TRISCEND |

PIVOTAL TRIAL

Annual
Follow-up
Through
5 Years

Month 6

Primary
Effectiveness

Year 1

Hierarchical
Outcomes

Kodali S. TCT 2023

79

TRISCEND II: Two-Part Study Design Based

on the Breakthrough Designation

‘First 150’

First 150 patients
randomized and treated

Total Cohort

N =400
All-randomized
patients

Enrolled, follow-up ongoing

Primary Endpoints

Safety (30 Days)

Composite MAE rate

“©: TRISCEND I

PIVOTAL TRIAL

First 150  Total Cohort

o o

Effectiveness (6 Months)

TR grade reduction

Hierarchical composite of
KCCQ, NYHA and 6MWD

Hierarchical Composite (1 Year)

1.

o e

All-cause mortality

RVAD implant or heart transplant

TV surgery or intervention

Annualized heart failure hospitalization
KCCQ, NYHA, 6MWD

@ Prespecified analysis
Kodali S. TCT 2023

80
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“©: TRISCEND I

PIVOTAL TRIAL

TRISCEND Il 30-Day Results

EVOQUE + OMT
CEC-Adjudicated Major Adverse Events N=95
Cardiovascular mortality 3.2(3)
Myocardial infarction 1.1(1)
Stroke 0.0 (0)
New need for renal replacement therapy 1.1(1)
Severe bleeding? 10.5(10)
Non-elective TV re-intervention 0.0 (0)
Maijor access site and vascular complication 3.2(3)
Major cardiac structural complication 2.1(2)
Device-related pulmonary embolism 1.1 (1)
Arrhythmia and conduction disorder requiring permanent pacing 14.7 (14)
Composite MAE Rate® 27.4 (26)

Kodali S. TCT 2023

81
e % e THE
:@: TRISCEND II
-4 PIVOTAL TRIAL
A=771%
1.2 p<0.0012
100 *
s - . Torrential
%0 98.8%
8% Vsel
< moderate ) M Massive
601 29.7 Severe
Patients 22.2 . o
(%) 93.8%
40 - < mild B i
B NonefTrace
20
21.6%
< moderate
0
EVOQUE + OMT  OMT Alone EVOQUE + OMT  OMT Alone
n=81 n=37 n=81 =37
Baseline 6 Months
Kodali S. TCT 2023
82
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40

‘@: TRISC

Changes in KCCQ at 30 days and 6 months

A=178

M EVOQUE + OMT
I OMT Alone

END I

PIVOTAL TRIAL

30 A
Mean Change 5 | Large
in KCCQ Improvement
Summary
Score 10 A
MCID
0 -
30 Days 6 Months
-10
Baseline Mean KCCQ Score 50.6 48.0 50.7 47
n=82 n=45 n=79 n=42
Kodali S. TCT 2023
83
o % e THE
@: TRISCEND II
.. PIVOTAL TRIAL
Change in NYHA and 6 MWT
100 | p— m— 24 — A=309
12.2 felconic
@ @ EVOQUE + OMT
80 A=98
M Classv 40 ’—| 10.6 [ OMT Alene
Class Il Cganglg frTm 20
Patients per 80 aseline in
NYHA Class — M Glassii ;,;WD
4 w0 NYHA Ul W clss! fatars) -
20 34.2% “0 3
HyHa I 0 30 Days 6Months
o EVOQUE + OMT OMT Alone EVOQUE + OMT  OMT Alone
n=80 n=41 n=80 n=41
Baseline 6 Months
Kodali S. TCT 2023
84
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FDA Approves First
Transcatheter Tricuspid Valve
Replacement Device

(UPDATED) Edwards Lifesciences says there are “favorable
trends” in hard outcomes among patients who have completed 1-
year follow-up.

by L.A. McKeown

Breaking News |

FDA Update: Agency Approves EVOQUE System For TR

Feb 02, 2024
ACC News Story

EEAMEE B¥swveolbay & Frint Font Size AAA
The U.S. Food and Drug Administration (FDA) has approved the EVOQUE tricuspid valve replacement system
for the treatment of tricuspid regurgitation (TR). According to an Edwards press release B, “itis the first
transcatheter therapy to receive [FDA] approval for the treatment of [TR]" and is “indicated for the
improvement of health status in patients with symptomatic severe TR despite optimal medical therapy, for
whom tricuspid valve replacement is deemed appropriate by a heart team.”

Edwards’ EVOQUE Valve Replacement System First Transcatheter
Therapy to Earn FDA Approval for Tricuspid Valve

IRVINE, Calif.--(BUSINESS WIRE)- - Edwards Lifesciences (NYSE:EW) pany's EVOQUE tricuspid valve
tem is the fir therapy to receive U.S. Food and Drug ion (FDA) for the treatment of tricuspid
regurgitation (TR). The EVOQUE system is indicated for thei of inp iic severe TR despite opti

medical therapy (OMT), for whom tricuspid valve replacement is deemed appropriate by a heart team

85
Intrepid - Tricuspid Valve
ouses a 29 mm tri-leaflet
lve
livery system - 29Fr system in
:ent anchors without leaflet
otational alignment
w25 (43, 46, 50 mm)
-he presence of pacing leads
) stent frames may allow for
\plantation
1sibility trial
86
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VDYNE Valve

Side-delivery technology — vertical folding

28Fr Transfermoral Delivery catheter

Delivery Catheter

Double-frame nitinol prosthesis that houses a
30mm porcine trileaflet valve

Five valve sizes to treat a broader range of patient
anatomies (perimeter up to 180mm)

Securement mechanisms at RVOT, ventricular free
wall and posterior septum - (<10% oversizing)

Flexible -repositionable and retrievable

No ventricular exclusions - indifferent to
ventricular size or shape

87

VDYNE Early Feasibility Study

15t Vdyne EFS case
April 1%, 2024

88
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Heterotopic Valve Implantation

Indications

¢ Patients unsuitable for
TEER/TTVR

* Large gaps, RV dysfunction, Pacer
induced TR, large annulus size

¢ Advanced TV disease

TricValve NVT TriCento Trillium

Challenges:
* Ventricularization of RA

* Large & variable SVC/IVC size may
require custom-made devices

* Impact of severe RV failure on LV
* Worsening Cardiac Output

* Valve/Device Thrombosis

* Long-term anticoagulation

* Treatment effect durability Latib A. TVT 2022

89

Pacer wire manipulation

GAPS O
ANATOMY O
LEADS ® — O
IMAGING O
OTHER ®

90
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After 2"d Clip Deployment

91

IntraCardiac Echocardiogram

ICE
VeriSight Pro
66H2

1em

iy
W%

92
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Wire release

93

Key Points

* Valvular heart is frequent in aging population — increased complexity
* Surgery “not an option” — age, co-morbities, anatomical factors

* Transcatheter therapies have potential to provide options

* TMVR, TTVR are not TAVR (yet!)

* Improved imaging - ECHO, CT and MRI

* Improved devices respecting anatomy and minimizing interaction

* Multiple dedicated devices at various stages

* Many patients referred for clinical trials are currently excluded

94
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Thank youl!

Konstantinos.voudris@allina.com

@kvoudris

95
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