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JAK A KDY INDIKOVAT KATETRIZACNI UZAVER OUSKA LEVE SINE?
XXV. sjezd CKS 2017

 Alternativni/schlidné reseni vysoce rizikovych pacientll nevhodnych k
(N)OAK
e Krvacivé komplikace v minulosti
* Vysoke CHA,DS,-VASc skore
* Unosnost procedury (CA, TEE, cévni pFistup)
* Perspektivné nemocni s vysokym HAS-BLED skoére (nad 4)
* Learning curve



Uvod

* Fibrilace sini je spojena s
vysokym rizikem
tromboembolie

 Dominantnim zdrojem trombu
je ousko levé siné

* K prevenci TE u FIS je
indikovana antikoagulacni [éCba




Antikoaqulacni lécba ...
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e U nékterych pacientl musi v urcité fazi byt antikoagulaéni |é¢ba prerusena



Antikoaqulacni lecba u fibrilace sini
Evidence pro NOAC: ucinnost
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1. Ruff CT, et al. Lancet 2014;383:955-62.



Antikoaqulacni lécba u fibrilace sini

Evidence pro NOAC: bezpecnost
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These are not head-to-head comparisons between the NOACs and should therefore be interpreted with caution

Data are n/N, unless otherwise indicated. Heterogeneity: 12=83%; p=0.001.
Dabigatran 150 mg BD; Rivaroxaban 20 mg OD; Apixaban 5 mg BD; Edoxaban 60 mg OD.
Dose reduced in selected patients with rivaroxaban, edoxaban and apixaban.

1. Ruff CT, et al. Lancet 2014;383:955-62.



Randomizované studie

PROTECT AF & PREVAIL — LAAO vs VKA after 5 yrs
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Efficacy —o
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LAAO non-inferior for stroke/SE with lower mortality and bleeding
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Prague 1/- extenze F-U

CENTRAL ILLUSTRATION: A Summary Slide of Primary and Secondary
Endpoints

PRAGUE-17 Trial: Long-Term (4-Year) Follow-Up

* 402 High-risk AF pts =» Randomized

< > - CHA,DS,-VASC = 4.7 £1.5
-HAS-BLED =31 0.9

* Median Follow-up: 3.5 years (IQR 2.6-4.3), 1,354 pt-year
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Osmancik, P. et al. J Am Coll Cardiol. 2022;79(1):1-14.




Souhrn Doporuéenych postupu ESC pro Ié€bu
fibrilace sini, 2016

Doporudceni pro okluzi nebo exkluzi ouska levé siné

Doporudeni Tiida* | Urovei®

Po chirurgické okluzi nebo exkluzi LAA

se doporucuje pokracovat u rizikovych
pacientd s FS za Udelem zajisténl prevence
ischemické CMP v antikoagulaci.

Okluze LAA muZe byt zvaZena jako preven-
ce ischemické CMP u pacient( s FS a kon-
traindikacemi dlouhodobé antikoagulacni lib
lécby (napf. u pacientd, ktefl prodélali zivot
ohrozujicl krvacenl bez feditelné pFiciny).

Chirurgickou okluzi nebo exkluzi LAA
jako prevenci ischemické CMP lze zvazit

u pacientd s FS podstupuijicich kardiochi- b
rurgickou operaci.

Chirurgickou okluzi nebo exkluzi LAA

jako prevendi ischemické CMP |ze b

Zvazit u pacientd s FS podstupujicich
thorakoskopickou operaci pro Fs.

CMP — cévni mozkova pflhoda; FS - fibrilace sinf; LAA - ousko levé
siné (left atrial appendage).



Dnesni portfolio....

Lobe: Inside the LAA neck and designed
to conform to LAA anatomy

Disc:
Completely
seal ,
at the orifice

Stabilizing Wires:
Engage with LAA
wall and help hold
the device in place

: T, .
Waist: Maintains tension between lobe
and disc and allows device to self-orient

Watchman flex Amulet LAmbre



Dnesni portfolio ...

A. Amplatzer AMULET B. Lambre device

C. Occlutech

D. Lariat

D. WATCHMAN E. WATCHMAN FLX

G. UltraSeal

A

A




RCTs LAAO vs. NOAK

l CATALYST and CHAMPION AF — LAAO vs DOAC

CATALYST — Amplatzer Amulet
* RCT,n=2650
*  AF patients, CHADSVASC >3 .

B FU up to 5 years
*  Primary endpoints

* Ischemic stroke, systemic embolism, or CV
mortality through 2 years (non-inferiority)

*  Major bleeding or clinically relevant non-
major bleeding events, excluding procedure
related events through 2 years (superiority)

* Ischemic stroke or systemic embolism
through 3 years (non-inferiority)

CHAMPION AF — Watchman FLX
RCT, n = 3000
AF patients, CHADSVASC ¢F22/ =3
FU up to 5 years
Primary endpoints

= Stroke (ischemic and/or hemorrhagic),

cardiovascular (CV) death and systemic
embolism at 3 years (non-inferiority)
Major bleeding or clinically relevant non-major
bleeding events, excluding procedure related
events at 3 years (superiority)
*Ischemic stroke and systemic embolism at 5
years (inferiority)

e Both trials are currently enrolling patients

ESC CONGRESS 2022
Barcelona & Online * Results expected 2026




Pruzkum EHRA v 33 evropskych centrech:
Indikace k LAAQO

WESC wvmiiii EP WIRE
European Socely doi10.109Y/europace/eux254
of Cardiology

Left atrial appendage occluder implantation
in Europe: indications and anticoagulation
post-implantation. Results of the European
Heart Rhythm Association Survey 33 European centres

Roland Richard Tilz'*, Tatjana Potpara®”, J DIMQobreanu’, N * 61% university hOSpitB'S
Torben Bjerregaard Larsen’, Kristina Hgfman Haugaa™’, an ikolaos Dagres & 2 1% private hos pita IS

° 19% “other”

LAAO indication in Europe

Absolute History of Relative Poor Refusal Recurrent None of Other
Cl to OAC bleeding bleedfng Cl to OAC patients to OAC falls these

on risk (¢/g. low compliance

ESC CONGRESS 20z
Barcelona & Online



Uzaver LAA: pro koho a kym?

Randomizované studie a velké registry ukazuiji, ze LAAO je bezpecna procedura

Prevence CMP/SE je ekvivalentni k Warfarinu, LAAO ma méné krvacivych komplikaci
* nejvhodnéjsimi kandidaty LAAO jsou pt. s FiS s vysokym rizikem krvaceni
* Pfi kontraindikaci OAK je soucasné doporuceni ve tridé Ilb, LoE B
* Probihaji RCT proti NOAK, to ur¢i vhodnost LAAO pro vSechny FiS s rizikovym profilem

Obavy z trombU na okludérech a jejich netésnosti vyzaduji dalsi studium (RCT nejlépe)

Kombinované procedury jsou stale popularnéjsi pro moznost ukonceni OAK u vysokého rizika CMP/SE:
* EP budou kombinovat LAAO s ablaci FiS (el. isolované ousko, absence Fis dlouhodobé neni nikdy jista)
* IK budou kombinovat LAAO s TAVI, MiClip, PCI pokud bude nutna i OAK
* Chirurgové budou pridavat LAAO k CABG/chlopenni chirurgii



Konsenzus expertu —r. 2022

A. Pacienti nevhodni k dlouhodobé OAK (s absolutni nebo relativni KI)
1.Vysokeé riziko krvaceni:
anamnéza krvaceni s nebo bez OAK:
intrakranidlni
GIT
symptomatické krvaceni do kritického organu (oko, perikard, micha..)
rekurentni epistaxe vyzaduijici Iékarské osetreni
zvysené riziko krvaceni pro fyzicky stav nebo komorbidity:
opakované pady s poranénim hlavy a skeletu
nutnost DAPT u ICHS s provedenou PCI
difdzni intrakranialni amyloidova angiopatie
angiodysplazie strev
tézka rendlni insuficience/hemodialyza
krevni dyskrazie
2. Neschopnost uzivat OAK z jinych ddvodu:
intolerance, malcompliance k |é¢bé
vyznamna variabilita INR
povolani s vysokym rizikem araz(
pacientova volba

B. Dokumentovana TE prihoda nebo pritomnost trombu v LAA i pfri adekvatni OAT

Tzikas et al: Eurolnterv 2016 — ESC Barcelona 2022



Kdy tedy indikovat LAAC u nemocnych s fibrilaci
sini?

* Pokud existuji kontraindikace podavani antikoagulacni terapie, ktera je jinak
indikovana jako prevence systémovych embolizaci

* U nemocnych po prodélaném zavazném krvaceni (mozkové krvaceni,
nekorigovatelna pficina jinych vyznamnych krvaceni, pficina opakovanych
anemizaci nezjisténa)

* U nemocnych po kardioembolizacni prihodé na ucinné antikoagulacni terapii

* Indikace muze byt zvaZena u vysoce rizikovych nemocnych k systémové embolizaci
a krvaceni (CHA,DS,-VASc 23 & HAS-BLED 2 2)

» Dalsi specialni indikace (napt. elektricka izolace ouska LS po RFA, cekatel Tx ledviny
v chronickém dialyzacnim programu, stp. TAVI, TEER, pacientova preference ...)






