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Fibrilace sini je nejvyznamneéjsi rizikovy faktor CMP

Riziko4
(vs. osoby bez onemocneéni)

Fibrilace sini 4,8
SrdecCni selhani 4,3
Hypertenze 3,4
ICHS 2,4

- Fibrilace sini zptUsobuje min. 15 - 20 % ikta!-3

1. GO AS et al. JAMA. 2001;285(18):2370-2375; 2. Wolf PA et al. Stroke. 1991;22(8):983-988;
2. 3. Singer et al. Chest. 2008;133(6):5465-5925; 4. Hart et al. Neurology. 1998;51(3): 674-681.
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Riziko kardioembolizace u FS zavisi na komorbiditach
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Riziko CMP/SE (%/rok)

Porrjér_ri_ziko ICH / CMP pro VKA 1,7%

CHA,DS,VASc
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Pocty vykonu ablaci v pribéhu 10 let

Zdroj dat: NRHZS 2010-2024, N = 83 000;

Vykony:

17610 KATETRIZACNI ABLACE ATRIOVENTRIKULARNI JUNKCE NESELEKTIVNI

17308 SELEKTIVNI KATETRIZACNI ABLACE KONVENCNICH SUPRAVENTRIKULARNICH PRIPADNE KOMOROVYCH ARYTMI|
17312 SELEKTIVNI KATETRIZACN| ABLACE KOMPLEXNICH FOREM SINOVYCH A KOMOROVYCH ARYTMI|
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Uspésnost katetrizaénich ablaci
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Percentage of Patients Free from Event
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Hazard ratio for composite treatment failure,
0.46 (95% Cl, 0.33-0.65)
P<0.001
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AVANT-Guard trial

Reddy VY. NEJM 2023. Wazni O. NEJM 2026.



Tromboembolismus po uspeée

Median age (years) (IQR)
Aged 65-74
Aged =75
Female
AF duration (years) (IQR)
Mean number of prior AADs (SD)
CHA,DS;-VASc score, n (%)
0 (low risk)
1 (intermediate risk)
=2 (high risk)

HAS-BLED score, n (%)
=1 (low risk)
2 (intermediate risk)
= 3 (high risk)
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595 (52.9-65.2)
922 (22.8%)

114 (2.8%)

1074 (26.5%)

3.0 (1.2-6.5)
1.25 (1.0)

1275 (31.5)
1268 (31.3)
1507 (37.2)

2530 (62.5)
1015 (25.1)
505 (12.5)

A4 y

ne

katetrizacni ablaci

> 4000 pacient

» 1500 CHA,DS,VASc 2 2

» 30% prerusena AK béhem 1
roku

Karasoy D, et al. OAC after CA in Denmark. EHJ 2015.



né katetrizacni ablaci
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Time intervals after first-time RFA Time intervals after first-time RFA

o
o

Incidence rates 129 2.30 1.25 0.43 0.60 0.65 0.60 Incidence rates 3.24 3.44 2.03 0.97 1.10 0.93 0.48
95% lower CI 8.35 0.86 063 0.16 0.34 0.42 0.43 95% lower ClI 1.35 1.55 1.18 0.50 0.71 0.65 0.33
95% upper Cl 20.0 6.1 2.50 1.16 1.10 1.00 0.83 95% upper Cl T.77 7.66 3.50 1.86 1.7 1.35 0.70

Number of events 20 4 8 4 11 20 36 Number of events 5 6 13 o 20 29 29
Person-years 154 174 639 926 1809 3092 5905 Person-years 154 174 639 926 1809 3092 5995

P oo e e ), |
NEMOCNICE VPRAZE gy (nieritaKarlow [ COU Karasoy D, et al. OAC after CA in Denmark. EHJ 2015.




A4 y

Tromboembolismus po uspésné katetrizacni ablaci

Tromboembolismus Krvaceni
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SOUCASNA DOPORUCENI

+ VSEOBECNA FAKULTNI

1. LEKARSKA QI
FAKULTA ./ VASKULARNI
NEMOCNICE V PRAZE ot

Univerzita Karlova |
"\ VFN Praha



Katetrizacni ablace a antikoagulacni lécba

Recommendations Class® Level®

Initiation of oral anticoagulation is recommended at
least 3 weeks prior to catheter-based ablation in AF
patients at elevated thromboembolic risk, to prevent
peri-procedural ischaemic stroke and

. 554647
thromboembolism.””™

Uninterrupted oral anticoagulation is recommended
in patients undergoing AF catheter ablation to
prevent peri-procedural ischaemic stroke and

. 664,665
thromboembolism.”™ ™

Continuation of oral anticoagulation is
recommended for at least 2 months after AF ablation
in all patients, irrespective of rhythm outcome or

CHA,DS,-VA score, to reduce the risk of

peri-procedural ischaemic stroke and
554,663

thromboembolism.
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@Z ESC guidelines for AFIB 2024. EHJ 2024. 00:1-101
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Katetrizacni ablace a antikoagulacni lécba

Recommendations Class?® Level®

Continuation of oral anticoagulation is
recommended after AF ablation according to the
patient’s CHA,DS,-VA score, and not the perceived

success of the ablation procedure, to prevent
54

ischaemic stroke and thromboembolism.”

Cardiac imaging should be considered prior to

catheter ablation of AF in patients at high risk of

ischaemic stroke and thromboembolism despite lla
taking oral anticoagulation to exclude

thrombus 4260
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@Z ESC guidelines for AFIB 2024. EHJ 2024. 00:1-101




NOVA EVIDENCE
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OCEAN

Pacienti po uspésné katetrizacni ablaci pro fibrilaci sini >1 rok
- Minimalné 1x 24 hod Holter EKG >6 mésicu od vykonu

- 48hodinové monitorace <2 mesice pred zarazenim

- CHA,DS,-VASc >1 (muzi) a >2 (zeny)

Randomizace 1:1 Rivaroxaban 15 mg vs ASA 70-100 mg denné

Primarni outcome — CMP / SE / skryta léze na MRI za 3 roky
Primarni bezpe¢nostni outcome — kompozit velké krvaceni

Rivaroxaban Aspirin
(N=641) (N=643)
Rivaroxaban Aspirin
CHA DS -VA
(N=641) (N =643) ,DS -VASc scorer:
Mean 2.2+1.1 2.2+1.1
Age —yr 66.3+7.1 66.3+7.6 Distribution — no. (%)
Paroxysmal 431 (67.2) 421 (65.5) 1 194 (30.3) 196 (30.5)
Persistent 204 (31.3) 212 (33.0) 2 241 (37.6) 243 (37.8)
Long-standing persistent 6 (0.9) 0 (1.6) 3 138 (21.5) 127 (19.8)
>4 68 (10.6) 7 (12.0)
: + VSEOBECNA FAKULTNI s }.'\l,'\ll;“.,‘rl‘{sn\\ @?ﬁ?&'ﬁm
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OCEAN

CMP / SE Bezpecnostni outcome
100+ Rivaroxaban Aspirin Hazard Ratio
50 Outcome (N=641) (N=643) (95% Cl)
_ 4
. tients (%
—~ 80+ Relative risk, 0.72 (95% Cl, 0.23-2.25) no. of patients (%)
S 3] Primary composite safety outcome: fatal bleeding 10 (1.6) 4 (0.6) 2.51 (0.79-7.95)
Y 70 or major bleeding
<
§ 60 5 Secondary safety outcomes
§ 50— Fatal bleeding 0 0 —
._% 40- ! Aspirin Major bleeding 10 (1.6) 4 (0.6) 2.51 (0.79-7.95)
= Intracranial bleeding 5 (0.8) 1(0.2) 5.02 (0.59-42.81)
g 301 I_I_I_I Rivaroxaban _ _ :
6 0 0 Gastrointestinal bleeding 3 (0.5) 2 (0.3) 1.50 (0.25-8.97)
204 T T T T T 1
0 6 12 18 24 30 36 Other major bleeding 2 (0.3) 1(0.2) 2.01 (0.18-22.07)
104 Minor bleeding 74 (11.5) 20 (3.1) 3.71 (2.29-6.01)
0 T T 1 I I 1 Clinically relevant nonmajor bleeding 35 (5.5) 10 (1.6) 3.51 (1.75-7.03)
0 6 12 18 24 30 36 _ , . _ _
Composite of major bleeding or minor bleeding 83 (12.9) 23 (3.6) 3.62 (2.31-5.67)
Follow-up (mo) Death from any cause 10 (1.6) 7 (L1) 1.43 (0.55-3.74)

Rivaroxabanova vétev

— ZvySeni malych krvaceni (HR 3,71; 95% CI 2,29-6,01)

— ZvySeni klinicky relevantnich nerozsahlych krvaceni (HR 3.51; 95% CI 1.75-7.03)
— PFi nizkém celkovém tromboembolickém riziku =1% v obou vétvich
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ALONE-AF

Pacienti po uspésné katetrizacni ablaci pro fibrilaci sini >1 rok
- Minimalne 2x 24-72 hod Holter EKG

- 48hodinové monitorace <2 mesice pred zarazenim

- CHA,DS,-VASc >1 (muzi) a >2 (zeny)

Randomizace 1:1 Pokracovani OAC (plna davka) vs STOP OAC

Primarni outcome — CMP / SE / vyznamné krvaceni 2 roky

Pravidelné EKG monitorovani Oral anticoagulant therapy status
Discontinued (n = 417) Continued (n = 423)
Age, mean (SD), y 63 (8) 65 (8)
Type of atrial fibrillation, No. (%)?
Paroxysmal 276 (66.2) 292 (69.0)
Persistent 141 (33.8) 131 (31.0)
Time from catheter ablation for atrial fibrillation 2.5(1.4-5.2) 2.3(1.2-4.5)
to randomization, median (IQR), y
CHA,DS,-VASc® 2 (1-3) 2 (1-3)
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ALONE-AF

Cumulative incidence for composite

of stroke, systemic embolism, and Cutmlflatlve mt(:lde_nce og |flcheng/|c Cumul_atng—:[ m:j:!deng/e of
major bleeding, 9% STtroke or systemic embotism, major bleeding,

44 4- 4-

Absolute difference at 24 mo, -1.9 percentage points Absolute difference at 24 mo, -0.5 percentage points Absolute difference at 24 mo, -1.4 percentage points

(95%Cl, -3.5to -0.3); P=.02 by log-rank test (95%Cl, -1.6 t0 0.6); P=.34 by log-rank test? (95%Cl, -2.6 to -0.2); P=.03 by log-rank test?
3 34 34
2 24 24

Oral anticoagulant Oral anticoagulant
14 1+ 1
Oral anticoagulant [
No oral anticoagulant |
0 |—| 04 | No oral anticoagulant 0. [ No oral anticoagulant
0 6 12 18 24 0 6 12 18 24 0 6 12 18 24
Time since randomization, mo Time since randomization, mo Time since randomization, mo

Primarni endopoint (composite iCMP/SE/major bleeding) ve dvouletém sledovani

- 1 (0,3%) nemocny ve skupiné s prerusenou lécbou

- 8(2,2 %) pacientu pokracujici v 1écbé OAC
Pfi nizkém celkovém tromboembolickém riziku 0,3 a 0,8 % pferusené a neprerusené skupiné
Rozdil v PE dan krvacenim (p = 0,02)

Sz - KOMPLEXNI
Y 1 LEKARSKA @Kmmo, ,
J Uikt SERRSEAR Kim D. et al. JAMA 2025
[ s VFN Praha ) ) )

+ VSEOBECNA FAKULTNI
[

7 NEMOCNICE V PRAZE




OPTION

Pacienti po katetriza€ni ablaci pro fibrilaci sini
- CHA,DS,-VASc >2 (muzi) a >3 (zeny)

Randomizace 1:1 Uzavér LAA (Watchman FLX) vs OAC
Uzavér ,Concomitant” nebo ,Sequential

Primarni outcome — CMP (ischemicka i hemorhagicka) / SE / umrti za 36M

36-month Follow-up Visit or Event

Concomitant Cohort | Bl VEI 11N e) 6] Concomitant Cohort Sequential Cohort
WM FLX WM FLX OAC OAC
N=311 N= 447 N=308 N=429

- Primarni bezpeénostni endpoint (krvaceni)
- 8.5% LAAO vs 18.1% OAC (superior; P <0,001)

- Komplikace spojené s procedurou / zavedenim okluderu do LAA= 3%

- Primarni efficacy endpoint (umrti, CMP, SE)
- 5.3% LAAO vs 5.8% OAC (noninferior; P < 0,001)
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OPTION

Primary Efficacy Endpoint Primary Safety Endpoint
") P=0.91 P=0.02
< 20 1.04 [0.57, 1.88] 20 0.56 [0.34, 0.92]
© = g 13.3%
4 IR g 15 [ |
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0 0
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Primary Efficacy Endpoint Primary Safety Endpoint
E 25 | P=0.45 25  P<0.0001 21.5%
W _ 0.79 [0.43, 1.45] _ 0.38 [0.27, 0.56] Ablation +
X & _ OAC
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Co je to uspésna ablace fibrilace sini a jak ji rozpoznat?

Rekurence se vyskytuji i po roce. Jeden rok bez arytmie neznamena vyléceni.
Jaka je incidence a prevalence CMP po katetrizacni ablaci fibrilace sini?
Dvouleta / tfileta data — neni to malo?

Ruzné populace nemocnych. Data na nizce rizikovou populaci.

Zvolené antikoagulans a jeho davka (rivaroxaban 15mg)

Neni ASA horsi nez apixaban?
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VeEk (roky)

Doba od ablace
CHA,DS,VA(Sc)
Paroxysmalni FS
Perzistentni FS
Testovana strategie

Dominantni populace
Follow-up
Poznamka
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Jaka data vlastne mame?

— OCEAN ALONE-AF OPTION

1284
66 £ 7
> 1 rok

22111

66 %

34%

Rivaroxaban 15mg vs.

ASA 70-100mg
CHA,DS,VASc <3
3 roky

64 + 8
> 1 rok
21+10
68%
32%

OAC (DOAC)
vs. no OAC

CHA,DS,VASc <3
2 roky
Populace Jizni Korey

1600
69 + 7
<10dni, 90-180dni
35+1,3
60%
40%

LAAO (Watchman FLX)
vs. DOAC

CHA,DS,VASc 3-4
3 roky
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Co tedy délat s antikoagulaci u pacientu se SR po ablaci?

\ 4

CHA,DS,VA(Sc) 0 STOP OAC

STOP OAC £ ASA

\ 4

CHA,DS,VA(Sc) 2-3
Anamnéza CMP

\ 4

zvazit nadale OAC

CHA,DS,VA(Sc) 4 nadale OAC

\ 4

CHA,DS,VA(Sc) 24
Absolutni Ki
antikoagulace

uzaver ouska
levé siné

\ 4

Jak zvolit vhodné EKG monitorovani?
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Dekuji za pozornost



