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LAA - Fibrilace sini

 Prevalence 1-2%, nad 75 let 12 % incidence

» 4-5x vyssi riziko kardioembolické prihody

®

e Pricinou >20% ICMP

* CMP u FS ma vysokou morbiditu a mortalitu

 Trombus u FS v ousku levé siné > 90%




™ .. Prevence embolizace u FS
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* Nova antikoaqulancia: * Eliminace LAA
Inhibitory trombinu Chirurgicka
r FaIULTNE -dabigatran (Pradaxa)
BRNO ithi
Inhibitory F Xa Epikardialni (LARIAT)
qun @ -rivaroxaban (Xarelto)
MED -apixaban (Eliquis)

Cévni/endokardialni

-edoxaban(Lixiana)
« VKA - warfarin

- Watchman, W-FLX
- ACP/AMULET




Protect AF — 5 leté sledovani ucinnost

< v , INTERNI B
KARDIOLOGICKA

‘ KLINIKA r\BRNOalLF MU

FAKULTNI [ A] Primary efficacy end point
L R0t Primérni EP :

o . CV lita/ CMP/SE
s HR (95% CI), 0.61 (0.38-0.97) mortalit
4"5‘ P=.04
MUNI @ 5 20
MED e
Z 10- Warfarin LAAO vs. warfarin
£ Device - superiorita
0 .

0 6 12 18 24 30 36 42 48 54 60
Time Since Randomization, mo

No. of patients
Device 463 398 382 370 360 345 337 327 317 285 196
Warfarin 244 230 218 210 200 188 173 159 147 121 87

c a Reddy V. JAMA, 2014;312(19)1988-1998




Protect AF — 5 lete sledovani bezpecnost
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Primary safety end point . . o
Primarni bezpecnostni cil:

1 30 - . T , ,
: FNEMOCNICE zavazné krvaceni +

BRNO 5o HR (95% ClI), 1.21 (0.78-1.94) . — .
> p- 41 periproceduralni komplikace
E 20

MUl I @ =

MED = Device
£ 10
2 Warfarin
&

0 T T

0 6 12 18 24 30 36 42 48 54 60
Time Since Randomization, mo

463 376 364 357 353 341 332 320 310 277 190
244 228 214 207 195 183 169 153 139 117 86

c a Reddy V. JAMA, 2014;312(19)1988-1998




EWOLUTION —registr — uspesnost a komplikace
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: NEMOCNICE Uspech implantace Komplikace
BRNO
MUNI « L 10
MED 1w 044%  951%  048% ' 9%1{  87%
o0% ]  909% =
.
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70% A
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60% -
5%
50%1 . 4.1% 4.2%
40% 1 1
30% 3% 1 2.7%
20% 1 2%
10% 1% 1
00/04 T T T T 00/0 T T T 1
PROTECT-AF  CAP PREVAIL CAP2  EWOLUTION PROTECT-AF  CAP PREVAIL EWOLUTION

BoersmalL, EHJ 2016




Pacienti s fibrilaci sini a indikaci prevence CMP

Neni KI NOAK Vysoke riziko

krvaceni

1. HASBLED=3

2. Jiné zvySené riziko
krvaceni (napf.
tumor, trombocytopenie)

3. Nutnost delSi/opakované
triple-terapie (ICHS +
stent)

4.  CHRI s KI NOAK

l

OAK (NOAK)

Individualni zhodnoceni rizika/benefitu OAK vs. LAAO

\4 / \
LAAO ¥

VySSi individualni  pacient Kl NOAK
a Specifické riziko nechce/nemiize

CMP brat OAK

1. CMP na OAK 1

2. Elektricky izolované

ousdko po RFA ( LAAO ?) Doporuc¢eni NOAK

v

NOAK

(mUze AA 1éCbu
ASA/clopidogrel)

Glikson M. at al. Eurointervention 2019;15
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LAAO — nejcastejsi indikace
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Primarni indikace :

Predchozi intrakranialni krvaceni

Vysoke riziko ICH — mozkova amyloidni angiopatie

Predchozi velké krvaceni do GIT
End-stage selhani ledvin/HD — KI NOAK
Potencionalni indikace :

Hematologické onemocnéeni (MDS, hemofilie...)
Doporuceni dlouhodobe SAPT/DAPT (ICHS)
Recidiva CMP/SE na medikaci

Non-compliantni pacient

Pastormerlo, J. Clin Med 2024
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@ E S C European Heart Journal (2024) 45, 3314-3414

European Society hitps://doi.org/10.1093/eurheartj/ehael76
of Cardiology

ESC GUIDELINES

2024 ESC Guidelines for the management

of atrial fibrillation developed in collaboration

with the European Association

for Cardio-Thoracic Surgery (EACTYS)

Zména zivotniho stylu
Antikoagulace
Kontrola TF
Antiarytmika

oa

Doporuceni Trida Level
Uzavér ouska LS mitiZe byt zvazen

k prevenci CMP u pacientia s FS a IIb C
kontraindikaci dlouhodobé

antikoagulace

Chirurgické odstranéni ouska LS je I B

doporuceno pro prevenci CMP u pacientti s FS
podstupujici otevienou operaci srdce
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Planovani vykonu

Diagnostika
TEE : bez radiace, kontrastu, cena, dostupne
- nevyhody — invazivni, GIT komplikace, nelze provest

CT : vysoke rozliSeni, urCeni optimalni TSP, moznost
planovani vykonu, modelace/simulace vykonu
- nevyhody: cena, zareni, kontrast



Planovani vykonu
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Structural Heart Caudal: 10 ) e 12°
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LAA 3D reconstruction 11 LAA 3D reconstruction

Creation Date: 19.04.2022 Physician: dr. Martin Poloczek
Created By: Valerie Vondalova Hospital: FN Brno

Received Date: 14.4.2022 City:

Reviewed Date: Country:

Patient Information

IVI U I\I I Mame: Otevrelova, Naderda Height: m NYHA:
I\/l E D Gender: Femnale Weight: kg EuroSCORE IL L
Year Of Birth (Age): 1949 (73) BMI: HAS-BLED:
CHADSVASC: LAA Landing Zone
Comments: Méfeno v Série 607, 75%.
LAA
Ostium (red):
Min @: 26,9 mm
Max @: 33,5 mm
Avg @: 30,2 mm
Ostium (green):
Min @: 22,0 mm
Mazx @: 24,9 mm
Avg @: 235 mm

‘ Suspicion of Thrombus
LAA Length

Comments:




Simulace vykonu — 3D tisk
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Dostupneée okludery
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Device Imagine Design Sizes (MM) Sheat (F) Company Status CE
t Boston
Watchman 2.5 Single (lobe) 21, 24,27, 30, 33 14 Scientific CE Mark (2005)
N ) Corporation
Boston
Watchman FLX Single (lobe) 20, 24, 27,31, 35 14 Scientific CE Mark (2015)
Corporation
Amplatzer Double (lobe 16, 18, 20, 22, 24, 26,
cardiac Plug ﬁ and diso) 28,30 9,13 Abbott Vascular  CE Mark (2008)
Amplatzer % Double (lobe 16, 18, 20, 22, 25, 28,
Amulet / and disc) 31,34 12,14 Abbott Vascular  CE Mark (2013)
Double (bull 16, 18, 20, 22, 24, 26, .
Ultraseal B‘é“‘— and sall) 28,30, 32 10,12 Cardia, Inc. CE Mark (2016)
Double
Omega — (lobe/cupand 1% 161820, 22,24, 14 Eclipse Medical ~ CE Mark (2021)
T disc) 26, 28, 30
Double Lifetech
LAmbre — (umbrellaand & 18,20, 22,24, 26, 8,10 Scientific, Co,,  CE Mark (2016)
28, 30,32, 34, 36
cover) Ltd.
Conformal
CLAAS Adaptable form 27,35 17 Medical Non approved

Pastormerlo, J. Clin Med 2024



LAAO — Amplatzer Amulet

19/09/2024 11:48:45




-] -
1L 24cm

LAAO — Watchman flex

17/10/2024 08:46:24




LAAO — Omega

31k 22cm
2 L 21cm
1L 36cm
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Imaging - TEE vs. ICE

Periproceduralné
TEE - standard, zkusenosti s TEE, 3D, dostupne, cena
- nevyhody — invazivni, GIT komplikace, CA/analgosedace

Nove sondy — mini, micro TEE
ICE — bez OTI, lokalni anestezie, lepsi vizualizace z LS,
dela lekar provadegjici vykon

- nevyhody: 2D, vyssi potreba kontrastu, cena, zkusenosti Iékare

Nove sondy — 4D
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Prague 17/

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

» CHA,DS,-VASc=4.7 +1.5

# Hx of Cardioembolic Event = 35%

 MedianFollow-up: 3.5 yrs.(IQR 2.6-4.3), 1,354 pt-yr

e 402 High-risk AF pts = Randomized

Cumulative Incidence

Primary Endpoint

Stroke, TIA, SE, CV Death, Bleeding or Complications

50% -

40% -

30% -

20% A

10% 1

——LAAC
—__NOAC sHR = 0.81(95%C10.56-1-18)
Gray’'stest: p=0.27
P-Value for noninferiority = 0.006
6 12 18 24 W % 42 48

Time Since Randomization (months)

Osmancik P. at all - JACC 2022;79:1-16

/-

{

MNon-Procedural

'H-H\ //"
N

50% -

Time Since Randomization (months)

——LAAC
Q ——NOAC
C 40% -
< o sHR = 1.14 (0.56-2.30)
E £ 30% - Gray's test: p= 0.67
e 2
L = 20% -
o ©
= 3
fh  E 10% |
8 _‘__‘ﬂ_a—_:-:-ﬂ_
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Amulet IDE -5 let FU

CENTRAL ILLUSTRATION Results From the 5-Year Follow-Up of the AMPLATZER Amulet Left Atrial Appendage
— Occluder Investigational Device Exemption Trial

5-Year Results From the Randomized Amulet IDE Trial

AMPLATZER Amulet LAA Occluder IDE Trial for U.S. Approval of the Amulet Occluder

1,878 Patients

Distinguishing Features: Amulet . Watchman
Randomized .
/@ - Dual-seal technology Occluder 2.5 Device
» Disc completely seals the LAA at the orifice ¥ ]
= Lobe conforms to different sizes and shapes of LAA anatomy 934 Randomized 944 Randomized
. SlahLLIZLDQ_aﬂ.Ch.QLS. engage with the wall of the LAA and hold the 917 Implant Attempt 916 Implant Attempt
device in place
- Waist maintains tension between the lobe and disc and allows
595 Completed 545 Completed
5-Year Visit 5-Year Visit

Q device to self-orient
:0:

5-Year Clinical Outcomes

Clinical Factors Through 5 Years

100%

° Amulet Watchman
:.i' 80% Occluder Device
5 ° Patients free from OAC 94% 1%
£ 60% - at 5 years ? °
a g a a
> 311 Annualized ischemic stroke 0 o
;: 40% - 207 0.0 287 rate at 5 years 1.6%/year  1.6%/year
:E 20% - 203 201 143154 Number of fatal or disabling 22 39
c 74 71 l l . strokes through 5 years

0% Number of DRTs or PDL

IS/SE Stroke/SE/CV ~ Major CV Death  All-Cause umber o sort- 31 63

ding stroke or CV death
Death Bleeding Death Pladal e e

W Amulet Watchman

e
*» Low and similar clinical outcomes through 5-years between the Amulet occluder and Watchman device

« Significantly more patients were free from OAC at 5 years with the Amulet occluder compared to Watchman device

» Low annualized ischemic stroke rate of 1.6%/year in both device groups with fewer fatal or disabling strokes with the Amulet occluder
» More device factors preceded stroke or cardiovascular deaths in the Watchman device group

Lakkireddy , JACC 2024




Dalsi otazky k reseni - DRT
Q? DRT — device related trombus
- 2-5%
- 3-5x vySSi riziko ICMP/SE
- casna — do 6M, pozdni po 6M
- rizika: predchozi ICMP, permanentni FS, hluboka implantace
okludéru, sirka ostia LAA, veék ...
- dg. TEE vs. CT
- Medikace po vykonu — mensi davka NOAK, NOAK + SAPT ?
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Dalsi otazky k reseni - PDL

PDL — paradevice leak

- incidence : TEE 26%, CT 57%

- definice dle TEE 3-5 mm ?

- vetsi PDL - vyssi riziko embolizace
- mensi PDL maji riziko embolizace
- dg. TEE vs. CT
- Redeni — uzavér — AVP, coily




Zavery

« Antikoagulacni IéCba (NOAK) u FS je prvni volbou v
prevenci ICMP

« Uzaveér ouska je alternativni IéCbou u pacientu s fibrilaci
sini s kontraindikaci antikoagulacni IéCby

* Nutno zvazit prospéch a riziko uzavéru ouska pacientu s
vysokym rizikem krvaceni a ICMP

 Probihaji studie srovnavajici LAAO a NOAK
 Vyvoj novych typu okludéru

* Planovani a vedeni vykonu k vétSi bezpecnosti a
” ucinnosti (DRT, PVL, krvaceni, embolizace apod.)

2
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Dekuji za pozornost




