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Uvod

Optimalni efekt ablace perzistentni fibrilace sini = opakovana
nebo extenzivni ablace v levé sini.

Cilenda nebo nahodna elektricka izolace ouska levé siné

Zvysené riziko trombembolickych komplikaci navzdory
antikoagulacni terapii

Katetrizacni uzavér ouska levé siné - dalsi redukce rizika TE
komplikaci

INSTITUTE FOR CLINICAI
AND EXPERIMENTAL MEDICINI
DEPARTMENT OF CARDIOLOGY




KUMC RFCA registry
+ Between 1998.06 - 2016.05
+ 2,352 first-time RFCA procedures
» 2,997 total procedures including repeat procedures
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39 patients had LAA isolation during RFCA

+ 11 LAAsolation events during first-time RFCA

+ 28 LAAisolation events during repeat procedures
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(86 ischemic stroke or TIA events occurred
« 9 events occurred in patients with LAA isolation
+ 57 events occurred in patients without LAA isolation

A Raw comparison B Propensity score-matched
100 100
Ischemic stroke or Ischemic stroke or
TIA free survival (%) TIA free survival (%)
80 80}
60 60
Log-rank p < 0.001 Log-rank p = 0.001
40} \ HR=23.6, p <0.00 sk
wl — LAAisolation() » — LAAisolation (-
— LAAisolation (+) — LAA isolation (+)
0 ul 1 1 1 1 0 ul 1 1 1 1 1
0 1 2 4 5 1 2 3 4 5
Years Years
Number at risk Number at risk
LAA isolation (- LAA isolation (-)
2310 1931 1561 1263 1008 775 36 29 19 12 8 6
LAA isolation (+) LAA isolation (+)
39 33 14 1 0 36 30 14 6 1 0

Table 2 Presenting symptoms and clinical course of each patient

\
-
Comparison of stroke or TIA risk between patients with and
without LAA isolation
\

Kim et al., Heart Rhythm. 2018 Dec.

LAA isolation Time interval between Antithrombotic

Patient Type of Date of Date of during the repeat LAA isolation and the Imaging study Infarction lesion Neurologist CHA;DS,-VASc therapy before
no. the event the event  LAA isolation procedure clinical event (d) (CT or MRI)  in the imaging study  confirmation score the clinical event
1 Ischemic stroke 2016/8/11 2014/10/20 Repeat RFCA 661 Performed Documented infarction Yes 3 Clopidogrel
2 Ischemic stroke 2017/7/11 2015/6/1  Repeat RFCA 771 Performed Documented infarction Yes 0 Clopidogrel
3 Ischemic stroke 2013/8/2  2012/3/29  First-time RFCA 491 Performed Documented infarction Yes 1 Aspirin + clopidogrel
4 Ischemic stroke 2016/5/7  2014/11/13 Repeat RFCA 541 Performed Documented infarction Yes 1 Warfarin
5 Ischemic stroke 2017/3/23 2016/2/4  First-time RFCA 413 Performed Documented infarction Yes 1 Edoxaban 60 mg
6 TIA 2017/8/16 2014/10/22 Repeat RFCA 1029 Performed No infarction Yes 0 None
7 TIA 2015/12/11 2013/12/31 Repeat RFCA 710 Performed No infarction Yes 0 Aspirin
8 TIA 2014/12/2 2014/3/20  Repeat RFCA 257 Not performed NA Yes 0 Warfarin
9 TIA 2017/6/15 2014/2/12  First-time RFCA 1219 Performed No infarction Yes 0 Edoxaban 60 mg

CT = computed tomography; LAA = left atrial appendage; MRI = magnetic e il NA = not available; RFCA = radiofrequency catheter ablation; TIA = transient ischemic attack.
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Table 1. Baseline Characteristics of the Overall Group (n=100) and of Patients With LAAI (n=50) and Without LAAI (n=50)

Unexpectedly High Incidence of Stroke N =TT =TT T T

and Left Atrial Appendage Thrombus Formation Fon . D 6 2 s
. A . Age, y 70.0 (65.0-73.5) 71.0 (66.0-74.0) 9.0 (64.0-73.0) 0.24
After Electrical Isolation of the Left Atrial Appendage o, 00 1670 a1 2% 20 2% 028
for the Treatment of Atrial Tachyarrhythmias et P B oo =
Strake or TIA before index procedure, n (%) 1 (11%) 7(14%) 4{B%) 0.34
Andreas Rillig, MD*; Roland R. Tilz, MD, FHRS*; Tina Lin, MBBS, BMedSci, FRACP; s s TRE Joe0an 02040 202090 o
Thomas Fink, MD; Christian-H. Heeger, MD; Anita Arya, PhD, MBBS; Andreas Metzner, MD; | LA diametes, mm 450 (43.0-48.) 46.0 (43.0-48.0) 455 (43.0-50.0) 058
Shibu Mathew, MD; Erik Wissner, MD, FHRS; Hisaki Makimoto, MD, PhD; LV function, %" 5.0 (55.0-65.0) 5.0 (65.0-65.0) 5.0 (65.0-65.0) 013
Peter Wohlmuth, PhD; Karl-Heinz Kuck, MD, FESC, FHRS; Feifan Ouyang, MD PFO, 1 (%) 5 (%) 3 (6%) 2 (4%) 066
NOAC, n (%) 48 (48%) 21 (42 27 (54%) 0.23
Phenprocouman, n (%) AT (47%) 24 (4B%) 23 |46%) 0.84
ASA therapy, n (%) 3(3%) 3 5%) 0{0) 0.08
| Clogidogrel therapy, n () 2(2%) 2 {4 04 015
LAA thrambus or embolic event (combined), n (%) 13 (13%) 13 (26%) 040 <0.01
Smoke in LAA before atlation, n (%) 17 (17%) 9 (18%) B (16%) 0.75
LAAI group Control Degree of smoke in LAA before ablation (median) 1.0 (1.0-2.0) 2.0 (1.0-2.0) 1.0 (1.0-2.0) 0.66
(n - 50) group P value | Smoke in LA after ablatlon, n (%) 2B (29%) 19 [41%) 9 (18%) 0.012
(n = 50) Degre of smoke In LAS after adlation {median) 20(1.0-3.0) 20{1.0-3.0) 1.0(1.0-2.10) 0.041
LAA flow welocity after ablation, mis 0.4 (0.2-0.5) 0.2 {0.15-0.40) 0.5 [0.44-0.64) <0.01
Stroke 2 (4%) 0 <0.001 mxﬂw&nm before Index 102 209 0 0-1) o1
0 L4 Marphalagy
TIA 1 (ZA)) 0 Cacius, n (%) 17(17%) B (16%) 9 (18%) 0.7%
LAA thrombus (TEE) 10/47 = 21% 0 <0.001 Enicken wing, (%} 58 (58%) 28 (E6%) 30 {E0%) o
Windsock, n (%) 18 (19%) 10 (20%) 5 (18%) 0.80
On OAC among thrombus pts 9/10 - Cafosmr. 1 (%) S %) ie%) 24%) 040
| AFtype 0.60
Sinus rhythm at FU 32 (64%) - Paraxysmal AF. n (%) 36 136%) 20 {4) 16 {32%)
Pessistent &F, n (%) 51(51%) 23 [45%) 28 (56%)
— | LS-AF, n (%) 13 (13%) T (14%) B (12%)

TOE 47/50 (94%)
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CENTRAL ILLUSTRATION: Stroke Risk After Left Atrial Appendage
Isolation

Left Atrial Appendage Electrical Isolation

1854
pacientl
Sinus Rhythm at 6 Months
336 1518
pacie ntu Transesophageal Echocardiography pacie ntu

LAA Velocity >40 cm/sec B ‘4 LAA Velocity <40 cm/sec

Normal LAA Function Abnormal LAA Function

0ff-0AC (100%) On-0AC (71.5%) Off-0AC (28.5%)
Stroke/TIA (TE) Event Rates at 2.3 Years of Follow-Up

TE Events TE Events TE Events
(under optimal | (under suboptimal (off-
anticoagulation): B anticoagulation): [l anticoagulation):
0% 1.7% 16.7%

OAC Discontinued in 98%

Di Biase, L. et al. J Am Coll Cardiol. 2019;74(8):1019-28.

LAAEI je spojena s vyznamnym
rizikem CMP, které lze ucinné snizit
optimalni neprerusenou
antikoagulacni lécbou nebo pouzitim
LAAO.
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OPTION trial

#AHA 2024

5% @Sticchi_Alex Source: PCRonline.com

"Q‘.1 600 patients at high risk for stroke undergoing
==\

ablation for atrial fibrillation (AF) randomized to Left Atrial
Appendage Closure (LAAC) vs Oral Anticoagulation (OAC).

embolism at 36 months.

Primary Safety Endpoint: non-procedural bleeding (ISTH major bleeding and clinically
relevant non-major bleeding).

. Primary Efficacy Endpoint: composite of death from any cause, stroke or systemic

. LAAC @
\‘4&’@! j J/ WATCHMANFLX device . \/ O A C

(Boston Scientific)

Effidacy 5.3% Efficacy 5.8%
Safety 8.5% Safety 18.1%

HR 0.91; P<0.001 for noninferiority ; HR 0.44; P<0.001 for superiority

The OPTION trial affirms that LAAC is a strong, safe alternative
to long-term OAC for post-ablation AF patients, particularly
those at high risk of bleeding, providing comparable stroke
prevention with a significantly reduced bleeding risk. Further
studies with longer follow-up are needed to confirm its benefits.

* Nizké procento CMP v obou vétvich
(1.2% and 1.3%)

* Problémy
* ITT analyza vs noinferiority design

» Umrti z jakékoliv pFic¢iny v kompozitnim
endpointu

* Missing data 9%!
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BELIEF Trial

Di Biase et al. JACC 2016

FIGURE 3 Cumulative Freedom From Recurrence Off AADs After First Procedure
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FIGURE 4 Ablation Success After Multiple Procedures
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kat. ablaci

pro FS

(0,4%)
elektricka
izolace ouska
LS

>300 katetriza¢nich uzavér( ouska LS (od roku 2014)

Zakladni charakteristiky

Zeny
Vék (roky)

Perzistentni FS

Trvani FS (mésice)

Predchozi ablace

Arteridlni hypertenze
Diabetes Mellitus

ICHS

CMP nebo TIA

Chronické onemocnéni ledvin
Srdecni selhani

Anamnéza krvaceni

CHA2DS2-VASC

16 (44%)
67 (8)
28 (4)

31 (86%)

121 (66)

32 (89%)

26 (72%)

7 (19%)

5 (14%)

3(8.3%)

1(2.8%)

11 (31%)

2 (5.6%)

3(1)

Echokardiografie

LVEF (%)
LVEDD (mm)
LAD (mm)
LAVi (ml/m2)

E (cm/s)

A (cm/s)

E/A

=

54 (10)
52 (7)
45 (8)
52 (22)
86 (20)
42 (39)

2.4(0.9)
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Number of cases

10

Pulsed Electric Field
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=
29 /35 (83%) RFA RFAil-PFA. PFA Affera
Ablation energy
o
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Trvani vykonu (min)
Celkova anestezie

Délka hospitalizace (dny)

Antitromboticka terapie po vykonu

DAPT + Warfarin
NOAC

Proceduralni charakteristiky N =32 (88%)

52 (33)
3(9,4%)

4(1)

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

17 (55%)

Number of cases

304
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TOE TOE ICE
before procedurally

Periprocedural echoimaging

Number of cases

204

=
a1
1

104

Lambre Amulet

Type of device
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Follow-up:
* primér10 let
* median (IQR) 5 (3, 15)

Bez terapie
SAPT
DAPT+Warfarin
DAPT

NOAC

Antitromboticka terapie ve 3M po ablaci

2 (6.7%)
9 (30%)
1(3.3%)
1(3.3%)
12 (40%)

5 (17%)

Hemoperikard
2/32 (6,3%)

CMP
1/32 (3,2%)

Trombus na

okluderu
0/30 (0%)

Leak (max 4mm)
5/30 (17%)

Recidiva FS/ST
17/35 (49%)
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Katetrizacni uzaver elektricky izolovaného ouska:

» dlouhodobé snizuje riziko TE komplikaci i u pacientl na
antitromboticke terapii,

»ma prijatelné periproceduralni riziko.
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