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Aortic Valve Interventions Per Age Group and Year,%
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CACI24 7.9 Temporal Trends in Transcatheter Aortic Valve Replacement for Isolated
Fioos et e 2024 Severe Aortic Stenosis

N =6.728 Northem New England Cardiovascular Disease Group Consortium (Maine, New Hampshire and Vermont)
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VARC 3 CRITERIA

Structural Valve Deterioration

Intrinsic permanent changes to the prosthetic valve, including wear and tear,
leaflet disruption, flail leaflet, leaflet fibrosis and/or calcification, strut fracture

Are there hemodynamic —

—

Parameters:

1.

2.

Aortic Valve
Morphology
Mean
gradients
Effective
Orifice Area
Doppler
Velocity Index

o .

NO changes? YES
v v v
Stage 1 Stage 2 Stage 3
Morphological Valve Moderate hemodynamic Severe HVD:
Deterioration: valve deterioration (HVD): Increase in mean transvalvular
Intrinsic permanent changes Increase in mean transvalvular gradient 220 mmHg resulting
to the prosthetic valve, gradient 210 mmHg resulting in in mean gradient 230 mmHgt
including leaflet tear, mean gradient 220 mmHgt with concomitant decrease in
disruption, flail leaflet, leaflet with concomitant decrease in EOA 20.6 cm? or 250% and/or
fibrosis and/or calcification, EOA 20.3 cm? or 225% and/or decrease in Doppler velocity
strut fracture decrease in Doppler velocity index 20.2 or 240%
without significant index 20.1 or 220% compared to echocardiographic

hemodynamic changes. to echocardiographic
assessment performed 1to 3

months post-procedure,
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Follow-up:

1.

2.

Change in
parameters
Absolute
measurements

VARC Writing Committee. J Am Coll Cardiol 2021;77:2717=2746
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Current data from randomised trials TAVI vs. Surgery
5-yrs 8-yrs 10-yrs

i | — Structural Deterioration of Transcatheter
PARTNER2 ! | 5 . : Expected 2025-6
P Versus Surgical Aortic Valve P
-‘ - - -
g Bioprostheses in the PARTNER-2 Trial
Q. JACC 2020
o AANA Cardicdogy | Ongunel vesligeon
-t e : .
SURTAVI B | s Expected 2026-7
> S-¥ear Outcomes of the SURTAVI Randomized Clinical Trial
=~ B e T Pl G At Dl MO,
“JAMA 2022
1
Ao Transcatheter Aortic-Valve Replacement
rhoas
PARTNER 3 | h in Low-Risk Patients at Five Years
Mack M) ot al DO 10,1056 /NEIMoa2 307447
] _
EVOLUT Low Risk = 4-Year Outcomes of Patients With Aortic Stenosis in the Evolut Low Risk Trial & s v
L Transcatheter or surgical aortic valve m
implantation: 10-year outcomes of the &
NOTION trial g
ans Gustav Horste rugod @ '+ Troels Hojsgaard Jorgensen®’, N
NOTION 3 e e S e T T R
- and Lars Sonderganrd’
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cacrac PARTNER 2 INTERMEDIATE RISK
TRIAL AND REGISRY
Partner 2 Trial N = 1.438 Partner 2 Sapien 3 Registry N =891

TAVR |- = TAVR

SAVR |™ -

SAPIEN XT | Randomized Propensity Score | SAPIEN 3

Matched
(IPTW-Adjusted)

R e Pibarot P. J Am Coll Cardiol 2020;76:1830-1843
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VARC 3 Definition

PARTNER 2 TRIAL AND REGISTRY

* SVD (Structural Valve Deterioration) = Stage 2
BVF (Bioprosthetic Valve Failure)

20 -

20 4
SAPIEN XT vs. SAVR (5 years) X
HR: 2.61 [95% Cl: 1.45-4.69] s
2 p <0.001 2
@ 101 SAPIEN 3 vs. SAVR (5 years) 9.5% [7.0%-12.7%] g
a HR: 1.16 [95% Cl: 0.60-2.24] =
p=065 3.9% [2.5%-6.0%] Y
—‘E{’_J_,_a:': 3.5% [21%-5.8%) 3
0 — T T T 1 0
0 1 2 3 4 5
, Years Since Implant
No. at risk: No. at risk:
— SAVR 664 625 538 449 346 265 —— SAVR
— SAPIENXT 774 733 622 505 368 297 —— SAPIEN XT
—— SAPIEN3 891 827 705 581 412 283 —— SAPIEN3 1
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SAPIEN XT vs, SAVR (5 years)
HR: 3.00 [95% Cl: 1.35-6.66]
p=0.004

SAPIEN 3 vs. SAVR (5 years)
HR: 2.04 [95% ClI: 0.90-4.67]

p=0.083 4.7% [31%-71%)]
p—— 2.6% [1.7%-4.2%)
e e—— ' 11.3% [0.6%-2.7%]
0 1 2 3 4 5
Years Since Implant
936 762 643 536 423 321
974 813 689 556 406 326
069 909 764 628 451 312

Pibarot P. ] Am Coll Cardiol 2020;76:1830-1843
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e PARTNER 2 TRIAL AND REGISTRY
Causes of BVF

SAVR(n=8)

n=1

SAPIEN XT TAVR v SAPIEN 3 TAVR
s (n=19)

n=1n=1

'\"“

1 svD B valve Migration
B Paravalvular AR~ Thrombosis
B endocarditis

T o ANNURL COMORERS OF LATINANSFICAN SOCI TY OF INTERVEINTIONAL CARCILOGY
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| Low Risk Trial

( Valve Hemodynamics
| Aortic Valve Area

Sapien 3 173
N =1.000 > : TAVR vs Surgery @ 5 years P = 0.90
/71 Centers
12 24 36 48 60
No-of Echos: Months from Procedure
TAVR 458 482 450 416 347 334 320
Surgery 424 415 371 342 289 295 275
CACT o ™ om AL COMMERS OF LATI NIV O ARG Y »
1 el o Mack M.J. N Engl J Med 2023;389:1949-1960
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07A Valve Hemodynamics
Mean Gradient

(o))
o

TAVR vs Surgery @ 5 years P < 0.001

Mean Gradient (mmHg)

24 36
Months from Procedure

No. of Echos:
TAVR 483 492 437 372
Surgery 442 432 360 304
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PARTNER 3
Low Risk Trial

30 Surgery

= TAVR
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5-yr HR [95% Cl] =
1.09 [0.55, 2.14]
P=0.81

Number at risk:

TAVR 496 490
Surgery 454 426
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Months from Procedure

476 454 428
407 385 366

Mack M.J. N Engl J Med 2023;389:1949-1960
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| Low Risk Trial

Bioprosthetic-Valve Failure and Components at 5 Yr
W TAVR M Surgery

100}
//
30 | Surgery 10
= TAVR 9
5-yr HR [95% CI] = 3 3
0.86 [0.42, 1.77) 3
P=0.69 &
© 6
Q
g
§ 4
A 0.1% A 0.0% A 0.9% A 0.5% v 2.6
5 S , 22
0.8% b 1% 3.8%
0.7% 0.2
0
24 36 48 Bioprosthetic- Irreversible Aortic-Valve Valve-
Valve Failure Stage3  Reintervention  Related
NiRbar SErak: Months from Procedure from Any Hemodynamic Death
TAVR 496 475 454 430 Cause Valve
Surgery 454 407 390 369 Deterioration
CAC]l e mmweﬂ.—. KTV P CARAALGY »
S Bz =~ R e Mack M.J. N Engl J Med 2023;389:1949-1960
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el Ten year follow-up of high-risk patients treated during the
early experience with transcatheter aortic valve replacement

N =235 St Paul’s Hospital Vancouver - Canada Mean age —82.3+7.9yo 10 years follow-up
Cribier-Edwards — 20.9% Edwards Sapien —77.4% CoreValve —1.7%

S
S
|

&
S
|

6.5%

Cumulative incidence

=
E

\

0% —

T T
0 2 4 8 8 10

Time 10 SVD (years)

Subjects: 235 180 158 127 106 B4 64 47 0 21 13
SVD rate 0.4% 1.3% 1.7% 34% 47% 51% 65%

EAPCI Definition - SVD/BVF

CACT 00 ™ o AL COMIRERS OF LATINANERSCS Tver ROALOGY

E.-...?; TR - Sathananthan J. Cathet Cardiovasc Interv 2021:97:E431-E437
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Ten year follow-up of high-risk patients treated during the
early experience with transcatheter aortic valve replacement

30%
70 | 26%
60
20%
10%
5%
0% 0% B
0%
N\ <
Q(@' QO‘: N A
Mean Gradient (mmHg) > moderate intra-prosthetic regurgitation
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Tailored height
i Qutflow height reduced

cal Aortic Valve Replacement in Inter-
mediate-Risk Patients
5-Year Outcomes of the SURTAVI Ran- A EE
domized Clinical Trial 4 N

] - i
XX X
V‘ ¥ '
) )8( Extended skirt
/ 1 Provides seal against
\ ] paravalvular leak

2.5+ -60
o0
Ng sl -50 >
o = = =
N = 1.660 & Lag 2
= ] &
87 Centers g 13 &
CoreValve (84%) 2 ® TAVR 08
= 1.0- W Surgery o
Evolut R (16%) 3 Log &
vy P<0.001 all time points g
=X
0.5 -~ -l B 9
s - -~ -10
0 . ; . . ] 0
Baseline Discharge ly 2y S5y
Time since procedure
CACT om0 om ANNUAL COMIMERS OF LATIANSSS YO INTER RO . -
B B e o e Van Nieeghem N.M. JAMA 2022;72:1000-1008
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Evolut Low Risk
4 Years results

waowos unes, e 2024

n=1468 Meanage—74yo STS—1.9% 0.7

CoreValve —3.6% EvolutR—-74.1% Evolut Pro—2.3%

26% Relative Reduction in Hazard for Death or Disabling Stroke (p = 0.05) with Significantly Better Hemodynamics with Evolut TAVR vs SAVR
Evolut TAVR vs SAVR and the Curves Continue to Separate Over Time
o 25 4 448 - 50.0
. 2% 1 hR=074 ©5% oI 0.54-1.00) = 4 _ 2.2 2.2 2.2 5 1 -
9 Log-rank p = 0.05 4 Years ) — ®
o
2 2 20% - A-3.4% & 20 1 . —— — [ 400 O
S8 e R 3 Years , © : 2.0 2.0 2.0 2.0 o
ow 15% - A-2.9% 14.1% < 3
= o 2 Years o 1.5 - — Evolut TAVR TAVR vs SAVR -300 9
b S < 1 Year A-2.0% 10.3% “L—_) — SAVR p < 0.001, all timepoints o
4 e = =
§ 3 10% A-1.8% 6.3 10.7% O 1.0 - - 200
7 D . (o]

=" 5o 4.3% 7 4% 2 09 13 17 121 12.1 E:
2.3% S o5, 08 —~_ 100 T
- —25% | | | | | & 97 87 9.0 9.1 9.8 @

0 6 12 18 24 30 36 42 48 0.0 . : : . - . 0.0

Months Since Procedure Baseline Discharge 1 Year 2Years 3 Years 4 Years
CACT o ™ om ANNUAL COMIRERS OF LATIANSTSCS TYer ROALOGY '
SO0EN NATIGMNAL ANNLIAL CONSEESES OF THE or F .

|9 g R Mark M.J. J Am Coll Cardiol 2023;82:2163-2165
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el NOTION TRIAL - 10 years

BUENDS MRES, ARGENTINA

Randomized Trial 3 centers (Dinamarca e Suécia) n =280

Self- Expandable Corevalve Mean age- 79 yo STS score —3.0%

65 - 2.4
4 PABE-TAAA | Structural Valve Deterioration
55 o L 2.0
~ . 01 lp=00012 p=0014 p=0.0012
L 18 2
s bl oL b i ® TAV) = %11 46.6% | 71.8% | 23.1%
;; ” : a = o .* a L 1.6 m SAVR § 40 -
E 0 < - -] ﬁ
£ o 14 |
:': 35 -~ ——8—g_ _ g—4—a E % 35
g & . a2 < g 30 - Surgery
- 10 @ 2 2 B CoreValve TAVI
§ ‘ L 0.8 g 20 4 19.4 19.9
20 A i I
15 - s—h a4 fos S 15 -
SAVR h—a—h—h— AR A& * 1o 5 10
10 4 L 0. [~ |
TAVI A' " " A A A A,. ‘, . |® (7] 5
5 o B * ol - 0.2 5 4
0
0 T T T T T T T T T T T T 0.0 0 - -
Baseline 3m 1 2 3 4 5 6 7 8 9 10 Moderate SVD Severe SVD Modified Moderate Modified Severe
SVD SVD
Follow-up (years)
TES TS e ANNUAL COMORERS OF LATIN ANSRSCS wor RO
SO RATIGNAL AL orms or L0
e Thyregot H.G.H. Eur Heart J 2024;45:1116-1124
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HEAOS RS ACEATHA bioprosthesis: Clinical and durability data up to 12 years

N =882 Inoperable or High-Risk Patients Mean age —83.3t6 yo CoreValve 8 Italian Centers

Kaplan Meier for 12-year all-cause Death 125 |

= 100 |
i
E
: E 75
; §
: :
g ¢ .,
i. s
3
=
25 |
IREIXEEEXXXELE:
b4 > E
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L

s s M bioprosthesis: Clinical and durability data up to 12 years

Cumulative Incidence Function
Cumulative Incidence Function
95% Confidence Limits Wilh 95% Confidence Limits

1.0 e
08 0.8
@
@ <
§ oo & 08
~ (%]
3 :
£
: 3
g 04 E 04
>
O o
02 0.2
3.63% 2.61%
0.0 ¥ - Y " 0.0 . - - 2 . il
0 2 R 6 8 10 12 0 2 4 6 8 10 12
Years from implant Years from implant

SVD BVF

T o ANNUAL COMORERS OF LATIN ANSRS YOF INTEW

wwwsolacicongress.org Testa L. Cardiovasc Revasc Med 2024;ahead of print
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Trial design « SMART Trial

2%

Prospective, randomized controlled, post-market trial
conducted at 83 international sites

All-comer trial with all surgical risk categories Co-Primary Endpoints
including bicuspid patients at 1 year with planned
5-year follow-up

Key eligibility
» Symptomatic severe ASt Co-Primary Endpoint 1:
- Small aortic annulus (< 430 mm2 by MDCT) Composite of mortality,

disabling stroke, or heart failure
rehospitalization through 12 months
Randomization
1:1 stratified by site & sex Co-Primary Endpoint 2:
Bioprosthetic valve dysfunction
through 12 months

Medtronic (N=355) 7 1 6 Edwards (N=361)

Evolut PRO/PRO+/FX SAPIEN 3/SAPIEN 3 Ultra

patients treated

CACT 00 ™ om AL COMIRERS OF LATINANERS ver ROaLLaY
|| S wwwsoimticongress.og Herrmann H.C. New Engl J Med 2024;390:1959=1971
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4,

Co-primary endpoint 1: % SMART Trial

Clinical outcome composite through 12 months powered for noninferiority

4,
"
W

Mortality, Disabling Stroke, or HF Rehospitalization

20% - p<0.001 for noninferiority
» Difference at 12 months, -1.2% (90% CI| -4.9%, 2.5%) 12 Months Evolut SAPIEN HR
* HR 0.90 (95% Cl1 0.56, 1.43) (N=355) (N=361) (95% Cl)
15% - "
10.6% All-cause 519 599 0.88
SAPIEN mortality S e (0.47,1.65)
10% —
9.4% Disabling stroke 3.1% 2.6% 0 512'2:?03)
5% A Evolut o
O, o, 11 1
0% - 8% 3% (0.51,2.44)
0 3 6 9 12
No. at Risk Months since procedure
CACT 00 ™ om AL COMIRERS OF LATINANERS Tver ROBALGY

t | e = Herrmann H.C. New Engl ) Med 2024;390:1959=1971

Emm—=s  www.solacicongress.org

- —— s




SOLACI  AiGlSI
CACI24 7.9

FUENDS NRES RILTON
51'.""05 NRES,"I;LEWM 2024

B
el

Co-primary endpoint 2: # SMART Trial
BVD through 12 months powered for superiority
Bioprosthetic Valve Dysfunction through 12 months
Difference, -32.2% (95% Cl -38.7%, -25.6%) Evolut SAPIEN
p<0.001 for superiority (N=350) (N=365) P Value
50 -
41.6% BVD composite 9.4% 41.6% <0.001
40 A
HSVD 3.2% 32.2%
i H NSVD 5.9% 18.2%
20 - . 5
Thrombosis (clinical) 0.3% 0.3%
9.4%
L Endocarditis 0.6% 2.3%
0 = AV Reintervention 0.9% 0.6%
Evolut SAPIEN
HSVD = Mean gradient = 20 mmHg
B T o T iibiost
[i WS www.solacicongress.org Herrmann H.C. New Engl J Med 2024;390:1959=1971
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Hypothesis-tested secondary endpoints

W
"y

4,

v SMART Trial

W,

"
N

[/

Mean gradient at 12 months, mmHg EOA at 12 months, cm?2
50 Difference, -7.9 (95% CI-8.8, -7.0) - _ Difference, 0.48 (95% CI 0.40, 0.56)
40 p<0.001 for superiority . 3 . p<0.001 for superiority
L
30 ! :
» 2 Mean,
20 i Hloan 1.98 + 0.47 Wiean,
10 _I_ Mean, *1 57+6.7 . 1.50 + 0.35
S— 7.7+4.0
O -
Evolut SAPIEN Evolut SAPIEN
n=298 n=301 n=267 n=266
HSVD through 12 months, % BVD in women through 12 months, % Moderate/severe PPM' at 30 days, %
Difference, -29.1% (95% Cl1 -34.6%, -23.5%) Difference, -33.4% (95% CI| -40.4%, -26.4%) Difference, -24.9% (95% CI| -31.4%, -18.4%)
p<0.001 for superiority p<0.001 for superiority p<0.001 for superiority
50% - 50% - 418% 50% -
lo)
40% - 32.2% 40% 40% - 35.1%
30% - 30% - 30% -
20% 20% 20% - 10.3%
8.4% 10%
10% - 3.2% 10% - b -
0% 0% - 0% -
Evolut SAPIEN Evolut SAPIEN Evolut SAPIEN
HiRRaE n=350 n=365 n=307 n=313 n=273 n=296
T ol ANNUAL COMORERS OF LATIN AN YOF INTEW =
SO NATIGNAL. ANNLIAL CONSEEES OF THE AMONTIMG COLLEOR OF INTERVENTIONAL CARDIROANGALOGY
: i SOlREeGrOraRe Cr Herrmann H.C. New Engl J Med 2024;390:1959=1971
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OCEAN-TAVI registry database
0 100%- 94.3% Overall S3UR OCEANSSHD
85.1% v ool o
Latest consecutive data Historical data 80 - mS3
S3UR n=618 S3 n=8750
oy AN A 60 - P<0.001
/ N ' o

PS matched 40 1
¢ | 20 - 12.8%
S 5.2%
S3UR n=618 S3 n=618 0 -
No PPM Moderate PPM\ _Severe PPM
Overall PS matched cohort
% Y % 10070 94.3% PS matched cohort
30 1 P<0.001 S3UR 307 P<0.001 S3UR g S3UR
.
' ' ' ' S3 4 mS3
21.5% »S3 21.7% mn 80
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Propensity-matched OCEANTSHD
cohort

Overall cohort

S3UR S3UR S3
Patient number, n (n=618) (n=8750) Pvalue (n=618) (n=618) Pvalue

1.86+0.47 1.67+0.46 <0.001 1.86*0.47 1.69+0.47 <0.001

IEOA cm?/m? 1.26+0.31 1.14+0.30 <0.001 1.26+0.31 1.14+0.30 <0.001

Peak flow velocity, m/sec 2.05+0.43 2.35+0.44 <0.001 2.05+0.43 2.34+0.43 <0.001

Peak PG, mmHg 176+7.3 228+8.7 <0.001 176*73 226%8.2 <0.001
Mean PG, mmHg - 119+48 <0.001 9.0x40 118148 <0.001

=TT od ANNUAL COMORERS OF LATINANSISCAN SOCISTY OF INTERVENTIONAL CARDISLOGY
|‘ SCCEN RATIGNAL ANNLIAL CONSEEES OF THE AORNTIMG COLLEOR OF INTERVENTIONAL CARDIOANASLOGY

S ww.solacicongress.org Yamamoto M. Eurointervention 2024;20:579-590




SOLACI NS
CACI24 7.9 Real-World Outcomes for the

Fifth-Generation Balloon Expandable (s
Transcatheter Heart Valve in the
United States

TVT Registry S3URn=10.314 S3U/S3n=10.314 Propensity Matched

BUENDS NRES MILTON
BUENDS MNRES, AREENTINA 2024

20 mm 23 mm
80+ 80 5 1 57
20 mm 23 mm
o~ Py 44 a
¥ 60 601
g f s
= = P<0.0001
5 § = ¥ 3
3 S
g 04 Pl r<o o 2 a0d a1 &1 3 §
S PO 3 p0.0001 < <
< e P<O.000L 3 - 5
2 E 1'8
1.5 1.5
20 17l i l 20 1 1.3 l
1 ' 10 1 0.7 0.7 0.7 0.7
° - 0 9 ’ o + o .
Baseline Discharge 30 Days Baseline Discharge 30 Days Baseline Discharge Baseline Discharge
nedil n=3is n=315 n=310 ne2iS n=26% 3271 n=3273 n=3010 n=2958 n=2462 n=2308 ne3sl ne3s2 ne=258 ne243 n=3240 ne=3238 n«2401 n=2326

T o ANNUAL COMORERS OF LATINANSRICAN SOCI TY OF INTERVENTIONAL CARIOLOGY
SCCEN RATIGNAL ANNLIAL CONSEEES OF THE AORNTIMG COLLEOR OF INTERVENTIONAL CARDIOANASLOGY

SSS www.solacicongress.org Stinis C.T. J Am Coll Cardiol Intv 2024;17:1032-1044

:




SOLACI
* CACI'24

Conclusions
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 Data on the durability of TAVR to date are promising. However, we should await the
results of more studies with 10 years of follow-up.
 There seems to be an advantage in terms of durability with supra-annular platforms
mainly in small annulus (Not yet demonstrated with S3UR)
 Long term durability data (>10 years) on contemporary devices is a challenge since

technology is evolving very fast
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