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Aortalni chlopen - stendza

Evolut Low Risk Trial
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Aortalni chlopen - stendza

e Zpusob intervence

* Vék > 75 let (bez ohledu na operacni riziko): TAVI (|A)

* Vék < 75 let a nizkeé riziko operace: SAVR (|B)

* Jakykoliv vék a vysokeé riziko operace: TAVI (|A)

 VSichni ostatni pacienti (napr. vék < 75 let a stredni riziko operace, anebo
operabilni pacient a technicka neschudnost TF TAVI: TAVI anebo

SAVR (|B) dle rozhodnuti Heart teamu

{European Heart Journal; 2021 — doiz 10,1093 /'eurheart)/ehab395;




Poéty TAVI v USA a CR

Pocet TAVI v USA

Pocet TAVI v CR
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TAVI u pacientu < 65 let

:

P < 0.01 for all
temporal trends

30%
20%
10%

3 SRR

TAVR <65 SAVR <65 TAVR B85-80 SAVRG65-80 TAVR »80 SAVR >80
Years Years Years Years Years Years
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2Sharma T, et al., J Am Coll Cardiol. 2023;80(2):2054-2056. Republished with
permission from Elsevier Inc.




Pacienti s nizkym rizikem

S score:
* Nizké riziko: < 4
e Stredni riziko: 4-8
* Vysoké riziko: > 8

EURO Score ll:

* Nizké riziko: < 4
e Stredni riziko: 4-
* Vysokeé riziko: >

* Nizké riziko # mlady pacient
* Mlady pacient £ 65 let
* Mladsi pacient < 75 let

* Primérny vék ve studiich

Partner 3: 73 let
Evolut Low risk: 74 let
Notion 1: 79 let
Notion 2: 71 let
Dedicate Trial: 74 let



TAVI u nizkorizikovych pacientu -

otazky
Trvanlivost Pristup ke Implantace
implantované koronarnim dalsi chlopné
chlopné tepnam Valve-in-valve




Bioprosthetic Valve Dysfunction

Worse Clinical Outcomes with BVD

HR (95% CI) P value
Pooled Surgery RCT and All CoreValve/Evolut !
TAVI (N=4762) !
All-cause mortality ' 1.49(1.31,1.71)  <0.001
Cardiovascular montality .- 1.68 (1.43, 1.99) <(0.001
Hospitalization for valve disease/worsening HF —m- 1.34 (1.10, 1.63) 0.003
Composite | .- 1.40 (1.23, 1.80) <0.001
Surgery RCT (N=871) i
All-cause mortality | —— 1.598 (1.15, 2.19) 0.005
Cardiovascular mortality | —— 214 (1.44,318) <0.001
Hospitalization for valve disease/worsening HF —-— 1.67(1.11, 2.91) 0.01
Composite | = 1.51(1.12, 2.02) 0.007
All CoraValve/Evolut TAVI (N=3791) |
All-cause mortality P - 1.95 (1.34, 1.80) <(0.001
Cardiovascular mortality =l 1.70 (1.41, 2.04) <(0.001
Hospitalization for valve disease/worsening HF - 1.31(1.05, 1.64) 0.02
Composite | - 1.44 (1.25,1.67)  <0.001
Lower rigk fo paltents with BVD 010 100 = 10,00  Higher nsk fo patients with BVD




Trvanlivost chlopné — NOTION Trial (10 let, 250 pts)

Statistically lower rates of moderate or greater structural valve deterioration
(SVD) out to 10-years versus surgery.*

SVD out to 10 years

100 = SAVR Moderate SVD  Severe SVD
m— CoraValve TAVI
o0 P = 0.0008 SAVR 3&6.0 11.0
B0 <4 HRE 0.46; 5% Cl: 0.28-0.74 CoreValve TAVI 19.4 3.1
70 4 p-value 0.0008 0.014

SWD (%)

0 1 2 3 4 3 & 7 & ? 10
Follow-up (Years)

SAVR 120 107 100 G2 81 72 59 50 34
';_f:_“"’"""-" 130 125 122 113 105 2 % &7 52 a1 3

Statistically lower bioprosthetic
valve dysfunction (BVD)
vs. surgery at 10-years.* l.%"f?;":'“ et




Trvanlivost chlopné — Evolut Low Risk Trial
(4 roky, 1414 pts)

Significantly Less SVD with CoreValve/Evolut TAVR

Significantly Better Hemodynamics with Evolut TAVR vs SAVR

- - [\®] Mo
o &) o o
I L | |

Effective Orifice Area, cm?2
o
on

44 .8
44 2

2.2

2.0 2.0

=— Evolut TAVR TAVR vs SAVR

— SAVR p < 0.001, all timepoints
11.3 11.7 12.1 12.1
- . -
— o= .
9.7 87 9.0 9.1 9.8

o
o

Nn _nf Patients

Baseline Discharge 1 Year 2 Years 3 Years 4 Years

Visit Post Procedure

50.0

40.0

- 30.0

20.0

10.0

0.0

BH ww “ualpels) ueay

SVD Cumulative Incidence

6% -
5% 1
4% 1
3%
2% 1
1% A

0%

—Surgery RCT (N=971) .
—TAVIRCT (N=1128) * 4.38%
P = 0.0047
* CoreValve 88%, Evolut R 12% a
t Fine-Gray P value 2.20%
— . '_r_'_‘
0 1 2 3 4 5

Years Post-procedure

BVD Cumulative Incidence

Significantly Less BVD with CoreValve/Evolut TAVR

20%

o
&

o
&

3
a®

=
a®

o
7 —=CoreValve/Evolut TAVI (N=1128)
o]
HE, 0.50; 95%CI, 0.38-0.66; P<0.001 ¥ 1 42 70
: 7.8%
* CoreValve BB%, Evolut B 12%
I+ Fine-Gray regression interval censoring and treating death as a competing risk
T T T T
0 1 2 3 4 5

Years Post-procedure




Trvanlivost chlopné — PARTNER 3 (5 let)

B Aortic-Valve Area
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Klinické vysledky Evolut Low Risk Trial (1414 pts)

All-Cause Mortality,

Disabling Stroke, or
AV Rehospitalization'
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Klinické vysledky Dedicate Trial (1393 pts)

B Death from Any Cause
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Klinické vysledky Partner 3 Trial (950 pts)

B Death from Any Cause
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Klinické vysledky NOTION 2 Trial (370 pts)

Aims and methods

Death, stroke or rehospitalization Death or disabling stroke

NOTION-2
. . . Patients (%)
370 patients with severe symptomatic 25
aortic stenosis < 75 years 20- MR, 1.4 (95% C1,0.7-29)
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Klinické vysledky meta-analyza 6 RCT (5341 pts)

Meta-analysis of 6 trials enrolling 5,341 lower-risk

patients with sewvere aortic stenosis

v ¥

2,717 patients randomized to TAVR 2.624 patients randomized to SAVR

;

tAll-cause death # All-cause death or disabling stroke <= Stroke
HR: 0.80; HR: 0.81; HR: 0.97;
95% (C1: 0.66-0.97; P = 0.02 5% Cl: 0.68-0.96; P = 0.01 95% Cl: 0.74-1.26; P = 0.80

TAVR vs SAVR



Klinické vysledky meta-analyza 6 RCT (5341 pts)

TAVR vs SAVR

Death 9O et 0O RGOS 0 £
Dew™ fxed effects -el 0850071101 0O i
Death random effecty ——-o%o ON2 R80-1.10) 023 k-
Death or disabling stroke D ol 081 068096 0O g
Death o dsabling syoke foued eflects -0\ 043 071098 00
Dty o madiinng stroke (200m offecTy—e b« OMEOIO 0 §
Stroke PO - 097074126 080
Suoke fved efects --oin 0856 10661.12) 026
Wroke randam effects —=tl 09I MLO1A%) 09 Siarmibier ot Rk Time (Months)
0.s 1 ; SAVR 2604 2205 vV 1073 F 44
Favors TAVR MR Favors SAVR TAVR 2.2 2 A0 LN 1.0 1.15% O

Reddy RK, et al. JACC. 2025;85(9):926-940.




Shrnuti

* U pacientu se zavaznou aortalni stendzou a
nizkym operacnim rizikem

* TAVI se supra/intra-anularni chlopni ma:
* Lepsi/stejné hemodynamické parametry (AVA a Gradienty)
* Méné/stejné dysfunkci bioprotéz (BVD)
* Méné/stejné umrti, CMP a rehospitalizaci nez AVR

* U pacientu s bikuspidnimi chlopnémi musime byt

zdrzenlivi a vyCkat vysledku dalsich studii






Dékuji za pozornost
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