Ablace FIS a uzaver ouska v jednom
vykonu
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Poéty katetrizaénich uzavéra ousek v CR
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2024 ESC AF Guidelines

Recommendation Table 10 — Recommendations for

percutaneous left atrial appendage occlusion (see also
Evidence Table 10)

Recommendation Class® Level®

Percutaneous LAA occlusion may be considered in

patients with AF and contraindications for long-term b C

anticoagulant treatment to prevent ischaemic stroke
372,376,386,387

© ESC 2024

and thromboembolism.
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OPTION trial

e Multicentricka randomizovana studie
srovnavajici u pacientu podstupujici ablaci FiS
— NOAK

— Uzavér ouska (Watchman FLX)
« Konkomitantni 41%, sekvencné 59%

* 1,600 pts randomizovano 1:1

« Uspé&sny uzavér u 98.8% pts

* Noninferiorita v kompozitnim primarnim
endpointu

« Superiota v bezpecCnostnim endpointu
— krvaceni mimo vilastni vykon

Wazni O NEJM 2024

Primary Efficacy: Stroke, Mortality, Systemic Embolism

- 10 | Proninferiority<0.0001
- HR 0.91[95% C1 0.59, 1.39]
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Primary Safety: Non-procedural Bleeding
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No. at Risk Days Since Randomization

Ablation + 803 749 728 681
WATCHMAN FLX

Ablation + OAC 797 701 657 598




CHAMPION AF

A Death from Cardio e, Stroke, or Systemic Embolism (primary efficacy end point)
100+ 10 Hazard ratio,120 (95% C1, 0.87-1.66)

3.000pts vhodnych pro antikoagulacni »
leCbu (vék 71x8let, 32% zen) o ]

« CHADS2VASc 3.5+1.3

+ 1:1 randomizace k LAAO vs NOAK, k —— ;

40
30

Percentage of Patients

Y Randomizati
24 L No. at Risk
S e Ova n I ro Anticoagulation 1501 1394 1344 1254
Device 1499 1430 1395 1326

Q

B Non-Procedure-Related Bleeding (primary s Fty end point)

e PrOkéZéna n0n|nfer|0r|ta V primérn I’m 100 257 Hazardra 055(95/CI 0.45-0.67)

90+ P<0.001 f
207 uperienty Anticoagulation 19.0

endopointu (umrti z CV pricin, CMP fa -
nebo embolizace) — 5.7% vs 4.9% EL

« Superiorita u nonproceduralniho ol

krvaceni 10.9% vs 19% (P<0.001) o |
S 1352 1545 1252
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A Primary End Point
100+

CLOSURE AF : -

704 P=0.44 for noninferiority

60+ Left atrial appendage closure
50 R
40 L — —r

30 s

* 912pts at 42 sites
_ 78+7years, CHADS2Vasc 5.2+1.5
_ HAS-BLED 3.00.9 °
_ CKD stage IV 24% e e @ m m B B @

) 4_" Physician-directed best medical care

Cumulative Incidence (%)

2 3 4

—
w
(<))

. . Left atrial appendage closure 446 304 202 117 71 33 9
— History of bleeding 43% 5

Noncardiovascular Death
100 20+

[ J 1:1 randomisation - zg: 15 Physician-directedFest‘rr\edicalcare"
— Medical care vs LAAOC g T sl sopendage s
— Follow up 3years (1.7-4.7) g gl
: : e e
* Primary endpoint
el e =
— composite of stroke, systemic embolism, R : ; ; ; ;
major bleeding, or cardiovascular or o e rndemster
unexplained death havalppondage domre 446 o4 w2 w9
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Kdo je vhodny kandidat?




llustrativni kazuistika
Konkomitantni uzaver u pacienta s indikaci krvaceni

* 65-lety pacient
» Fibrilace sini, po opak. EKV 5x, CHADS2Vasc 2

» Recidivujici hematurie bez zjevného origa pri
antikoagulacni lecbe

 Indikovany k ablaci FIS a uzaveru ouska
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KLINIK/\ K /\RDI()L()(JIF

Komplexni ablace FiS — IPZ, zadni stény INSTITUT KLINICKE A EXPERIMENTALNI MED! n IKE

Délka vykonu 60 minut



Uzaver ouska - nastrik

RAQO cran

X1 Distance: 22.61 mm
X2 Distance: 8.81 mm
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Uzaver ouska - CT

Min @:
Max @:
Avg @:

Ostium (red):
25,9 mm

30,4 mm

34,9 mm

Min @:
Max @:
Avg @:

Ostium (green):
20,4 mm

25,8 mm

31,3 mm
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Uzaver ouska - Amulet 28mm
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Uzaver ouska - Amulet 28mm
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Souhrn vykonu

* PVI + izolace zadni steny

—Délka — 60min, skia 5.7min, 106puGym?
» Okluze ouska

—Délka — 25min, skia 4.9min, 346uGym?
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Otok tkané po ablaci muze ovlivnit
sizing okluderu

- .-
-

TEE 6-WEEK

= FOLLOW-UP
TEE POST IMPLANT —— I
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Gaggiotti et al EHJ Case reports 2025



Peridevice leaks (PDL)

Study data

LAAO patients from 48 studies with
61 666 available imaging and clinical follow-up data

LAA thrombus causes
embolic stroke

* Pritomnost PDL
asociovana s Vyssi:
— Rizikem TE (pOR 2.04)

Incidence of residual leaks after LAAO

Thrombus escapes into

PDL>0mm = PDL>1mm = PDL>3mm = PDL>5mm PDL>0mm | Patency the systemic circulation

26.5% 15.0% 9.6% 0.9% 57.3% 54.9%
Clinical impact of residual leaks after LAAO B Krvacen Im (po R 1 ' 12)
— Mortalitou (pOR1.16)
OR 1.82 OR 2.13 OR 4.14 OR 4.44
(1.35-2.47) (1,044 35) (2.07-827)  (2.09-9.43)
31 studies 12 studies 19 studies 21 studies Thrombus originating

 Velikost rezidualniho leaku
okolo okludéru zvysuje
riziko tromboembolismu

cut-off=0mm cut-off=1Tmm cut-off=3mm cut-off=5mm from patent LAA

NoPDL i PDLO-Imm | PDL1-3mm | PDL3-5mm i PDL>5mm
s o o ’
- =

.......... F e W A A v s A4
* TEE lepsinezCT v
Coaxial placement d - k - = " k
: : Larger device sizing p re I CI rl Z I a,
Rl adan Patency Cath lab with >1 device types ‘1
OR 1.04 OR 1.45 CT for planning/TEE for surveillance /
(0.52-2.07) (0.84-2.50) Longer post-LAAO OAC/DAPT use
4 studies 9 studies

Lower thresholds for PDL closure / Amplatzer

INSTITUT KLINICKE A EXPERIMENTALNI MEDICINY +
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Device related
trombosis

* Objevuje se u 3-4% pacientt po implantaci
okluderu

* Analyza 771 pts

« DRT asociovana byla s vySsSim vyskytem CMP,
systémové embolizace Ci umrti (OR 2.37)

— Sklonem k hyperkoagulaci

— Perikardialnim vypotkem

— Renalni insuficienci

— Distalni implantaci (>10mm hranu plicnich zil)
— Perzistujici FIS

. Z&dna asociace s typem OAK/APT pfi dimisi

Simard T JACC 2021

Pri multivariantni analyze byla DRT asociovana s:

Left atrial
appendage

Major Risk Factors

« latrogenic pericardial effusion
» Hypercoagulable state

Minor Risk Factors

» Deep LAAO implant
(>10mm from pulmonary ridge)

» Renal insufficiency
» Non-paroxysmal AF

Timing of DRT Diagnosis Post LAAO

70%

60% 64%
50%
40%
30% 36%
20%
10%
0%

<180 Days >180 Days

Simard, T. et al. J Am Coll Cardiol. 2021;78(4):297-313.

LAAO device

1 major risk factor

OR

2 minor risk factors
Risk of Device

Related Thrombus
(DRT)

Outcomes of LAAO

MACE (%)

257

/_;/—/_r

—
]

5+ f/J m DRT
Ff m Control
o
1 1 1 1
0 6 12 18 24
Months Since Procedure



A co uzaver ouska v pripade jeho
elektrické izolace?




Izolace ouska LS v ramci ablace FIS zlepSuje
dlouhodobou Uuspésnost vykonu

Ablace u pacientu s LPAF
Dve skupiny

— Empiricka izolace ouSka 85pts
— Extenzivni ablace 88pts

1 roCni follow prvni vykon bez rekurenci
— 56% ve skupiné s izolaci ouska
— 28% ve skupiné s izolaci ouska

RE 4 Ablation Success After Multiple Procedures

2 lety follow up s reablacemi (1.3
vykonu/pt)
— 76% ve skupiné 1
— 56% ve skupiné 2

== == = Group 1: Empirical LAA Isolation+Standard Ablation
Group 2: Standard Ablation Alone

’ ’ ’ TimetgoRecur:eznce(Mlith) " 8 “ ISELI”;% n IKE
DiBiase JACC 2016 -




Elektricka izolace ouska pri ablaci rezidualni ST u
pacientky po opakovanych ablamch FIS

W

1\, N

= &
= &

V6

LA9.10 @ "' wh
-

are d u-
LABG.7
LAS56
LA 45

LA3.4

LA 2.3

Sinova tachykardie v ousku LS
ABL 1.2 M
ABL3A  Hmm ~ - - —~ ~ AP et

Obnoveni SR
. AN




Normal contraction of LAA Absence of any contraction
despite absence of arrhythmia!




Appendage isolation and TE risk

2352pts with AF ablation - 39pts Kot
(1.7%) with isolated LAA

HR of 23.6 for stroke/TIA for pts
with isolated LAA

* LAA flow velocity post LAA-
Isolation were not different for
those who did or did not have
stroke/TIA

— 30+£18 cm/s vs 34+18cm/s

INSTITUT KLINICKE A EXPERIMENTALNI MEDICINY -
KLINIKA KARDIOLOGIE n II§/F

Kim YG Heart Rhythm 2018



Pacienti s elektricky izolovanym ouskem
Casovy vyvoj poétu izolovanych ousek LS IKEM
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Proceduralni charakteristiky
(kat. uzaver ouska LS pro izolaci)

Proceduralni charakteristiky

Trvani vykonu (min)
Celkova anestezie

Délka hospitalizace (dny)

Number of cases

Antitromboticka terapie po vykonu

DAPT + Warfarin

Warfarin

NOAC

N = 32 (88%)

52 (33)
3 (9,4%)

4(1)

8 (26%)
1 (3.2%)
5 (16%)

17 (55%)
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Domain

Concomitant LAAO + AF
Ablation

Sequential LAAO (before or
after ablation)

Procedural efficiency

Single procedure — reduced total
hospital visits

Two separate procedures —
increased cumulative resource
use

Periprocedural risk

Longer procedure time may
Increase acute complications
(e.g., tamponade, anesthesia
risk)

Each procedure shorter, but
cumulative risk from two
Interventions

Imaging and anatomy
considerations

Edema from ablation may affect
LAA anatomy and device sizing if
done immediately

Allows reassessment of LAA
anatomy in a stable state

Stroke prevention timing

Immediate LAA closure benefit if
successful

Delayed stroke protection if
LAAO is postponed

Operator/logistical complexity

Technically demanding—requires
expertise in both procedures in
one session

More flexible—can be performed
by different teams or at different
centers

Cost considerations

Potentially lower overall cost due
to single hospitalization

Higher cumulative cost (two
procedures, repeated imaging,
admissions)




Zaver
* Provedeni ablace a okluze ouska (v jedné dobe Ci

sekvencné) je schudny a v (jedné) randomizovaném
srovnani vedl k snizeni rizika krvaceni

» Je ke zvazeni u pacientu s dlouhodobou
kontraindikaci/intoleranci antikoagulacni leCcby

 Je indikovan u pacientu s elektrickou izolaci ouska LS,
ktera je jinak spojena s vysokym rizikem tromboembolie i
navzdory plné antikoagulacni IéCbée
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