Lékatska W
@ fakulta

FAKULTNT NEMOCNICE” KOMPLEXN]
oLomMmouc Uréirerzita Palackého KARDIOVASKULARNI CENTRUM

FAKULTNI NEMOCHN| ¢

M Sluka



Evidence - fibrilace sini
FIS je nejcastejsi srdecni arytmii (incidence - 1-2% populace s
tendenci ke vzestupu)
Pacienti s FIS maji x5 vyssi riziko CMP
87% CMP je trombembolické etiologie
Trombus/embolus vznika > 90% v LAA

vV eV 7/

trombu!

CMP je nejcastejsi pricinou invalidizace a 3. nejcastéjsi pricinou
umrti pacientd s FIS
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Indikace okluze LAA (NICE Guidelines)

* Selekce pacientl ma byt provadéna na zakladé diskuze v ramci
multidisciplinarniho tymu zahrnujici kardiologa a dalsi
specializace se zkusenosti v péci o pacienty s fibrilaci sini a
rizikem trombembolickych prihod, zejm. CMP

* Alternativni management ma byt zvazen za ucelem redukce
rizika trombembolické prihody spojené s FIS. Pacient by mél byt
o této alternativé plné informovan.
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Klinické situace

iCMP u pacienta s anamnézou ICH

Hemoragicka CMP na ter. DOAC

Intolerance/alergie na DOAC/VKA

Gl krvaceni na ter. DOAC/VKA

iCMP na adekvatni davce DOAC

CHRI - dialyzacni terapie

Tézka trombocytopenie

Stp. PCl u pacientu s FIS a vysokym krvacivym rizikem
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Evidence - guidelines

2020 Class® 2016 Class®
Placing patients in a central role in decision making should be con-

To optimize shared decision making about specific AF treatment
option(s) in consideration, it is recommended that: sidered in order to tailor management to patient preferences and
e Physicians inform the patient about advantages/limitations and

benefit/risks associated with considered treatment option(s);

improve adherence to long-term therapy

and
e Discuss the potential burden of the treatment with the patient
and include the patient’s perception of treatment burden in

the treatment decision.




Evidence - guidelines

LAA occlusion may be considered for stroke prevention in patients with AF and contraindications for long-term anticoagulant

treatment (e.g. intracranial bleeding without a reversible cause), 8449481482

Surgical occlusion or exclusion of the LAA may be considered for stroke prevention in patients with AF undergoing cardiac

surgery. 159463 c

Ekvivalentni formulace v ramci doporuceni AHA, Asian Pacific Heart Rhythm Society, Cardiac Society of
Australia and New Zealand.......




Absolutni/relativni Kl oralni antikoagulace
 VVysokeé riziko krvaceni (ICH nebo GI krvaceni)

* Historie krvaceni s/bez OAC (krvaceni do kritickych
organu - intraokuldrni, perikardialni, misni..), event.
epistaxe s nutnou lékarskou intervenci

e ZvysSené riziko krvaceni z divodu jinych komorbidit
(riziko padu, angiodysplazie GIT, CHRI/hemodialyza,
nutnost DAPT po PCI)

* Nemoznost medikace OAC (intolerance, non-
compliance, osobni preference pacienta?)

A J Camm, Europace, May 2023 q\?
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Dalsi indikace okluze LAA

* Embolizacni CMP nebo systémova embolizace pri
adekvatni OAC (prukaz trombu pochazejiciho z LAA)

 Dokumentovana trombdza LAA pri adekvatni OAC

A J Camm, Europace, May 2023 q\?
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Protect AF/Prevail 5y metaanalyza
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Okluze LAA vs. DOAC — PRAGUE 17

402 High-risk AF pts =» Randomized

-CHA,DS,-VASC=4.7+15
-HAS-BLED =31+ 0.9

« Median Follow-up: 3.5 years (IQR 2.6-4.3), 1,354 pt-year

Stroke or TIA
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Osmancik, P. et al. J Am Coll Cardiol. 2022;79(1):1-14.
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Okluze LAA vs. DOAC registry

Amulet Observational Study All incident AF patients in DK

N = 1,088 (2015-2016) N = 26,725 (2013-2015) Primary Outcome
(IS, Major Bleeding, Mortality)

-~
- — 20
Amulet Observational Study Al |ncu;!je;t AR patllents in DK lwho
n =1,078 implanted started direct oral anticoagulant 30
! n = 18,570 (2013-2015) B
-'.;. 20
£
& 10
Propensity score matching 1:2 E
Greedy 5:1 with replacement 3 01, r . . r
CHAZDSfVASC score, HAS-BLED score 0 200 400 600 800
Days Since LAAO or DOAC Initiation
No. at risk:
Left atrial appendage Direct oral DOAC 1,184 956 874 779 0
occlusion cohort anticoagulation cohort LAAO 1,071 927 862 816 0

n =1,071 n=1184

— DOAC -~ 95%Cl
— LAAO -~ 95%ClI

Clinical Outcomes Hazard Ratio (95% CI)

Nielsen-Kudsk, J.E. et al. J Am Coll Cardiol Intv. 2021;14(1):69-78.




Adherence k DOAC

72,00%
70,00%
68,00%
66,00%
64,00%
62,00%
60,00%
58,00%
56,00%

54,00%
Apixaban Dabigatran Rivaroxaban

Metaanalyza studii zahrnujici 594784 pacient( s FIS




Krvaceni na OAC

* Incidence ICH na OAC je x7-x10 vyssi ve srovnani s
populaci bez OAC

* Progndza téchto stavu je ovlivnéna vysokou 3mésicni
mortalitou:
- 52% pri terapii Warfarinem
- 25% pri jiné antikoagulaci
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Katetrizaéni okluze LAA v CR
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pts with FU, no
TEE, 118, 12%

pts without
FU, 52, 5%

Ewolution registry (Watchman®)

Implant of WATCHMAN:
N = 1020

7

Study population

Patients with successful
Watchman implant: N = 1005

<

End of study < 2 yrs: N = 221

* Decegsed: N =161
* Withdrawn: N = 18
*losttoFU: N=42

U

Pts with completed 2 yrs FU:
N =784/1005 (78%)

Total #CT/TEEs:
N = 1145 (avg 1.4/pt)

~
N

\

-
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2y f-up prokazal, Zze okluze LAA pomoci
okluderu Watchman je bezpecnou a
efektivni alternativou OAC u populace
s FIS a vysokym soucasnym rizikem
krvacenia CMP

Pozitivni efekt byl sledovan zejména v
subpopulaci pacientl s predchozi
ischemickou, hemoragickou CMP nebo
zavaznym krvacenim, kteri byli
kontraindikovani k (D)OAC — 73%
studijni populace



Watchman FLX® registry

Objective: to evaluate the next-generation WATCHMAN FLX left atrial
appendage (LAA) closure device in everyday clinical practice

WATCHMAN FLX eeee 300 unselected » Excellent procedural
Left atrial appendage e patients with AF success (99%)
closure device Prospectively » High LAA complete seal
implanted with FLX rate (88%). No patients
.ﬁ at 17 EU centres with leak >5mm.
P ' per local standard | | 5 | ow rate of stroke or
NN Dol J s of care systemic embolism at
Intended to prevent Independent 1 year (2%, all nonfatal)
thromboembolic events & adjudication of » First large report of 1-
in patients with atrial & imaging & adverse year outcomes in
fibrillation (AF) events unselected patients

TR Betts, Europace, Mar 2023
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Amulet IDE trial

Okluder Amulet byl noinferiorni v bezpecnosti a

efektivité prevence CMP u nonvalvularni FIS ve

srovnani s okluderem Watchman
Byl superiorni v samotné okluzi LAA
Periproceduralni komplikace byly vyssi, s

nardstajici zkusenosti implantujicich jejich vyskyt

klesal

D Lakkireddy, Circulation, Nov 2021
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100% | 12-month difference, -0.14 (95% Cl, -3.42-3.13)
90% - P<0.001 for noninferiority

Procedure-Related Complications,

..........

100% - 18-month difference, 0.00 (95% C, -1.55-1.55)
90% P<0.001 for nonin f rrrrrr ity

Stroke or Systemic Embolism (%)

llllllllll

Cc Residual Jet at 45 Days

70%  63% = Amulet

60% Watchman

50% 46%
®
g 40%
%30% 27% 29%

@a
9%
1% 3%

20%
0to3mm 3to5mm >5 mm

10%
0%
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Lambre LAA closure system

e Efektivni a bezpecny okluzivni sytém u populace
pacientl se soucasnym vysokym rizikem CMP a
krvaceni

* Srovnatelna proceduralni a technicka uspésnost
implantace vcetné komplexnich anatomii

* Nejvetsi velikostni portfolio
* Mensi zavadéci instrumentarium (8-10F)
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Okluze LAA v CR 2019-2023
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LAA okluze — kontroverze 1

Vysledky vsech 3 randomizovanych studii vé.metaanalyz
prokazujici prevenci CMP pomoci okluze LAA
srovnhatelnou s OAC, ale cca 10% trombU/embol(
nevznika v LAA

A J Camm, Europace, May 2023 q\?
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LAA okluze — kontroverze 2

Pouze 35% pacientu v kontrolnich skupinach na DOAC,
které jsou nyni preferovanou terapii,

proto

jsou ocekavany vysledky studii The CATALYST Trial
(Amulet vs. DOAC) a Champion AF (Watchman FLX vs.
DOAC)

A J Camm, Europace, May 2023 q\? @ v
KARD!
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LAA okluze — kontroverze 3

Pro soucasnou indikaci okluze LAA (nemoznost
medikovat OAC) neni k dispozici randomizovana studie,
data pouze registru

A J Camm, Europace, May 2023 c7
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LAA okluze — noveé indikace

Po TAVI, zejména s vysokym HASBLED
Po TMVR/TEER
Dialyzovani pacienti

Rutinni uzavér LAA u selektovanych pacientl po izolaci
plicnich zil a LAA

e UG
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LAA okluze - noveé technologie

* Nové typy okluderu cilené na zlepSeni bezpecnosti a
eliminaci rezidualnich leaku

M

* Obliterace/eliminace ouska ‘zevnitr

Leka:ska fakulta
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Okluze LAA v 2024

Pokracujici technologicky vyvoj a zvysujici se zkusenost intervenujicich dale
zlepsuje periproceduralni vysledky a bezpecnost

Dlouhodoba data podporuji pouziti uzavéru LAA proti terapii Warfarinem

Data z velkych registri prokazuji bezpeénost a ucinnost této metody v
pripadé kontraindikace/vylouceni OAC

Indikace k vykonu na zakladé diskuze multidisciplinarniho tymu
(,Heart/Brain Team®) a soucasné komunikace s pacientem

| pfes postupny narlst poctu vykond v CR je zatim indikace poduZivana
Ocekavané vysledky velkych studii (2026-27)

Kontrola kvality prioritni, zejména z pohledu bezpecénosti vykonu a spravné
indikace
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