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Uroven
Dokazov

Odporucania

KA sa odporu€a u pac. so symptomatickou paroxyzmalnou Afib napriek
AA lieCbe

KA typického flutteru by sa mala zvazit ak bol dokumentovany

KA by sa mala zvazit u symptomatickych pacientov v prvej linii ako
alternativa AA liecby

antikoagulacéna lie€ba minimalne 8 tyzdnov po katétrovej alebo chirurgickej
ablacii

antikoagulaéna lieCba by mala pokracovat neurcito v zavislosti na
uspesnosti ablacie a rizikového profilu pacienta

ak sa planuje KA, mala by sa zvazit kontinualna antikoag

{ RF bodova alebo baldnikova
NOAK) pocCas vykonu kry

oablacia s rovnakymi vysledkami

KA by mala obsiahnut izolaciu PV (RF alebo kryobalén) .~— lla
KA by sa mala zvazit u symptomatickych pacientov s HFrEF ak sa lla
predpoklada tachy-KMP

KA by sa mala zvazit u Afib s pomalym prevodom na komory s cielom predist lla
implantacii TKS

ESC odporucania, 2016



762 pamentov s paroxyzmalnou Aflb “ |
-16 centier . .

.y Cryoballoon or Radiofrequency Ablation
-8 kraj N for Paroxysmal Atrial Fibrillation
- min. jedno AA neucinne nress tznu WD, Fin Gupor, V. KA oo Chun 15,
- len izolacia PV S
- rovnake skupiny (vek, pohlavie, BMI, ECHOKG, trvanie Afib...)

FIRE ICE
384 pacientov 378 pacientov

PVI 97,9% PVI 98,9%

Left Atrium Access Rouie

Lt i e rots |
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Kuck K-H, Brugada J, Furnkranz A et al., N Engl J Med, April, 2016
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Number at Risk Days Since Procedure

Cryoballoon 374 338 242 194 165 132 107 70 57 34 12
RFC 376 350 243 191 149 118 93 58 44 9. 28

priemerny Cas sledovania 1,5 roka

Kuck K-H, Brugada J, Furnkranz A et al., N Engl J Med, April, 2016

VP 109t45 (9231 )  0,0001
proceduralny 141455 @ 0,0001
fluoroskopicky 22+14 0,0001

Modified ITT analysis
= HR[95% CI] = 0.96 [0.76-1.22];

Non-inferiority hypothesis met
Superiority test: p = 0.74




Cumulative Procedures
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vel'a studii a metaanalyz porovnavajucich RF vs kryo ale:

- typ Afib paroxyzmalna vs perzistujuca (nie vzdy jasne definované)
- Strukturalne ochorenie (rozmer L'P)

- ktora generacia kryobalona

- typ RF katétra (cool tip, CF)

- doba a kvalita sledovania

- antiarytmicka lieCba

- skusenost’ centra s jednotlivymi metédami

\ - dosiahnutie PVI

- dlhodoba uspesnost
- proceduralny Cas

- fluorokospicky Cas

- komplikacie



Inklazne kritéria:

- pacienti s paroxyzmalnou AFib

-CBvs RF

- jasne identifikovany sp6sob sledovania vyskytu Afib
- > 6-mesacne sledovanie

Exkluzne kritéria:

- retrospektivna analyza

- < 100 pacientov

- iny ako chladeny katéter

- antiarytmicka lieCba po 3 mesiacoch

Pocet pacientov:
- 6473 (kryo 2232, RF 4241)
-priemerny vek 60 rokov, 65% muZi

Uspesnost a bezpe&nost hodnotena: 2527 pacientov (CB 1233, RF 1294)
- priem. doba sledovania: 16 mesiacov

Buiatti A, von Olshausen G, Barthel P et a., Europace 2017, 19, 378-384
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CB RF Risk ratio Risk ratio
Study or subgroup Events Total Events Total Weight M-H, random, 96% Cl M=H, random, 6% ClI
Jourda et al, 2015 11 75 9 7 21% 1.22[0.54, 2.78] e
Khoueiry et al, 2016 53 311 53 376 11.3% 1.21[0.85,1.72) i
Knecht et al, 2014 37 M 31 7M1 11.6% 1.19[0.84, 1.69] j )
Kuck et al, 2016 138 374 143 376 40.5% 0.97 [0.81,1.17] i
Kuehne etal, 2010 3 X 2 25 05% 1.50[0.27,8.22) .
Luik etal, 2015 38 144 43 147 10.1% 0.90 [0.62, 1.31] e i
Perez-Castellano et al, 2014 13 25 8 26 30% 1.63[0.82, 3.22 T
Straube et al, 2015 31 107 39 9 94% 0.74 [0.50, 1.08] =y
Wasserlauf et al, 2015 40 101 39 100 11.7% 1.02[0.72,1.43] B 8
Total (96% Cl) 1233 1294 100.0% 1.01 [0.80, 1.14] b
Total events 364 367
Heterogeneity: 72=0.00; x2=7.34, df =8 (P= 0.50); /2= 0% % = %
Test for overall effect Z=0.21 (P=0.83) o L CB better1 RF better L L

recidiva 731 CB 29% vs RF 28%
fluoroskopicky ¢as a proceduralny ¢as — bez rozdielu

Buiatti A, von Olshausen G, Barthel P et a., Europace 2017, 19, 378-384



RF

Risk ratio

Risk ratio

CB
Study or subgroup Events Total Events Total Weight M-H, random, 96% CI M=H, random, 6% ClI
Jourda et al, 2015 1T 75 0 75 11% 3.00[0.12, 72.49] :
Khoueiry et al, 2016 13 311 24 376 17.4% 0.65 [0.34, 1.26] - ai
Knecht et al, 2014 1 7 2 M 19% 0.50[0.05, 5.39] g
Kuck et al, 2016 40 374 51 376 31.2% 0.79[0.53, 1.16] —&r
Kuehne etal, 2010 1 25 1T 26 15% 1.00 [0.07, 15.12]
Luik etal, 2015 11 156 3 159 6.2% 3.74[1.06, 13.14] ’
Perez-Castellano et al, 2014 1 25 1 26 1.5% 1.00[0.07, 15.12]
Schmidt et al, 2014 3% 905 93 2870 31.6% 1.19[0.82, 1.79] =
Straube et al, 2015 3 189 6 164 54% 0.43[0.11,1.71] T
Wasserlauf et al, 2015 1 101 4 100 2.3% 0.25[0.03, 2.18] :
Total (96% Cl) 2232 4241 100.0% 0.92 [0.66, 1.28] &
Total events 107 185
Heterogeneity: 72=0.05; 22=11.53, df =9 (P=0.24): /2= 22% 0 o 0= 1 1 1=0 o

Test for overall effect: Z=0.51 (P= 0.61)

CB - paréza n. phrenicus

RF - tamponada

1,7% vs 0,01%
0,5% vs 0,02%

Buiatti A, von Olshausen G, Barthel P et a., Europace 2017, 19, 378-384

CB better RF better



prospektivny register

- 6 francuzkych centier 100
A, B <100
C, D 100-150
E > 200 7
F 500 z
. I 6o
- 860 pacientov, paroxyz. AFIb -;
- 467 RF cool tip, len 100 pac CF, <
- 393 CB (prva generacia) ‘.
i
uspesna procedura: 0

RF vs CB: 97,6% vs 99%

Adjusted HR = 0.47
(0.35-0.65, P<0.001)

komplikacie:
- RF: perikardialny vypotok

- CB: paréza n. phrenicus
— I RF

1 Cryoballoon

Providencia R, Defaye P, Lambiase PD et al, Europace (2017) 19, 48-57
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Providencia R, Defaye P, Lambiase PD et al, Europace (2017) 19, 48-57

Freedom from AF/AT (%)

mTm o oo m®E

100 -

80 -

40 A

20 A

0
25
100
72

0
26
170

6 12 18
Follow-up duration (months)

6 12 18
20 17 15
a5 88 67
LY 43 15

0 0 0
21 19 4
153 132 89

24

24
13
62

53

Freedom from AF/AT (%)

100
80
40 |
20
D -
T T T T T
0 B 12 18 24
Follow-up duration (months)
0 B 12 18 24
7 6 ) 5 4
0 0 0 0 0
34 29 21 10 4
107 33 21 13 8
100 64 47 16 8
219 198 139 a7 32




- prospektivna randomizovana Studia
- 2 vysoko objemové centra
- druha generacia CB vs RF katéter s meranim sily pritlaku

- 92 pacientov (@) 1005 (b)  1o0%

- sledovanie 12 + 5 mesiacov _‘—%EE=|: 4='=‘:I:==t
80% 80%

Vysledky: T oo E

- uspesSnost’ 5 F

- proceduralny éas NS | g

- komplikacie 20% 20%

CB n%o 3 6 9 12 l]%0 3 6 9 12

v s . P Follow-up (months) Follow-up (months)

- dthI fluorOSkOPICky Cas Patients at risk RF 46 46 42 37 30 Patients at risk RF 45 46 42 37 30

Cryo 46 46 41 38 30 Cryo 46 46 41 33 30

- trend Kk niZSej uspesnosti
v pravej dolnej PV
atypicka anatémia (spolo¢né ustie, prava intermedialna PV)
bez vplyvu
na dosiahnutie IPV a uspeSnosti ablacie

Mattaa M, Anselminoa M, Ferrarisa F et al. Journal of Cardiovascular Medicine 2018, Vol 19 No 4, 142-147

N RF [ Cryo



- 8 privadzacich hubic ( p6évodne 4)
- zrychlenie prietoku chladiaceho média 0 16%
- nizSie terapeutickeé teploty

- zOna chladenia v celej distalnej polovici

- skratil sa ¢as na dosiahnutie izolacie

typ baldna 1.gen. 2.gen.
proced. ¢as (min) 171 103
fluoroskop. ¢as (min) 27 17

Luik A, Kunzmann K, Hérmann P et al. BMC Cardiovascular Disorders (2017) 17:135
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- prospektivna studia o
-173 pacientov s perzistujucou Afib
- CB - 2 generacia

-157 pacientov follow-up

-12 mesiacov

80

60

- bez recidivy 82%
-17% AA

Freedom from AF/AT or related symptoms (%)

CB
-velka cirkumferencialna lézia
- zasahuje az 73% zadnej steny LP

Cim sa dosahuje substratova modifikacia
(ganglia, CFAE)

Atrisk 157

Straube F, Hartl S, Dorwarth U et al. J Cardiol 2016 Dec;68(6):492-497. \ /3% zadnej steny LP
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- learning curve — podstatne dlhSia

- proceduralny Cas - dlhsi

- fluoroskopicky Cas - kratSi

- zavislost na skusenostiach lekara
vyznamna

- komplikacie suvisia s dizkou ablacie
a 2XTSP (perikardialny vypotok, lokalne)

\-rekonekcie - Castejsie

(

horné PV, viac vlavo)

/

menej ablacii
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- learning curve — podstatne kratSia

- proceduralny Cas - kratsi

- fluoroskopicky Cas - porovnatelny
(druha generacia, zobrazovacie metody)

- porovnatelné vysledky v centrach s
malym aj velkym objemom ablacii

- komplikacie — kratSia ablacia, 1x TSP

(spolocné ustie a PD)

(paréza n. phrenicus)

Krekonekcie — menej Casté

viac ablacii

zamerat' sa na vCasnejSie Stadia Afib a umoznit katétrovu ablaciu
Co najvacsSiemu poctu pacientov



Vyhody kryoablacie
- vynikajuca stabilita katétra

- dosiahnutie dlhodobej elektrickej izolacie jednou aplikaciou energie
- Siroka kontinualna lézia, homogénna, dobre ohranicena, trvaca

- nizSie riziko trombogenicity

- nizky vyskyt makroreentry AT

- jednoduchsia a kratSia learning curve

- len IPV*
- druha generacia - lepsie chladenie
tym vacsia obvodova lézia
(zahfha vyznamnu Cast’ zadnej steny a ganglia)
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zakladom ablacie Afib - trvala izolacia PV

- sucasné data neumoznuju odporucit ktora energia by mala

byt jednoznacCne preferovanou pri prvej katétrovej ablacii

- volba typu energie zavisi od zvyklosti a skusenosti

pracoviska a lekara

vyhody preferuju baléonikovu kryoablaciu



