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 EKV je bézna lécebna metoda, ktera se vyuziva v ramci akutni nebo elektivni péce
u pacientu s fibrilaci sini.

* | pres jeji Casté vyuziti neexistovala v dobé prubéhu studie jasna doporuceni
tykajici se optimalni strategie a postupu béhem vykonu.

* Guidelines z roku 2024 jiz doporucuji:

e Bifazicky vyboj, vyuziti maximalni energie (studie CHESS), aplikaci manualniho tlaku na
padla, predléceni antiarytmiky
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 Randomizovana, jednoduse
zaslepena, monocentricka studie

e Zarazovani pacientll od 1/2022 do 12/2022
* Elektivni EKV na Jednodenni kardiologii
* Anterolateralni pozice padel

* Inclusion criteria: starsi 18
let, diagnostikovana fibrilace sini, ucinna
antikoagulace/TEE, podepsany IS
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|Pacient kardiopulmonilné kompenzovan, schopen planované EEV, Sp02 ...%.
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Den Lek Davka Aplik.

Po pfedchozil 4 minutové preoxygenaci maskou a podani ...mg Midazolamu a ...ml
Hypnomidate v kratké hluboke analgosedaci provedena EEV. Obnoven sinusovy
rytmus, navrat vedomi.

Hardioverze bez komplikaci, pacient neurologicky orientacné bez lateralizace,
plné& p¥i vidomi, wystupni TK..., TF..., schopen chiize, bez potiZi.
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* Celkem 300 pacientd, randomizace 1:1
e Racionalni algoritmus: 150 - 360 —360J
Maximum fixed algoritmus: 360 — 360 - 360 J

* Primarni endpointy:
— Efficacy endpoint: pritomnost SR minutu po EKV
— Safety endpoint: incidence neurologickych komplikaci

e Sekundarni endpointy:

— Efficacy endpoint: pritomnost SR dvé hodiny po EKV

— Safety endpoint: kozni zmény, bolest hrudniku nasledujici
den

nemocnicetrinecpodlesi.agel.cz

Excluded
n=279)

« Inpatient procedure (n = 202)

« Informed consent not given (n = 28)
« Inadequate anticoagulation (n = 20)
« Non-fasting (n=13)
« Spontaneous version to sinus (n = 11)
« Intracardiac thrombus (n = 5)

Assessed for eligibility
(n=579)

Rational algorithm
(n = 150)
1st shock
150J
Sinus rhythm Atrial fibrillation
(n=109) (n=41)
Hospitalisation
for junctional
escape rhythm
(n=2)
2nd shock
360 J
Sinus rhythm Atrial fibrillation
(n=25) (n=16)
Excluded
(n=3)
3rd shock
360 J
n=13)
Sinus rhythm Atrial fibrillation
@m=3) (n=38)

Ranlomincd (a = 300) }__‘

Maximum fixed

algorithm
(n = 150)
1st shock
360 J
Atrial fibrillation Sinus rhythm
(n=25) (n = 125)
2nd shock
360 J
Atrial fibrillation Sinus rhythm
(n=15) (n = 10)
Excluded
(n=4)
3rd shock
360 J
(m=11)
Atrial fibrillation Sinus rhythm
(n=6) (n=3)
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Table 1. Baseline characteristics of the study participants

Study arm

Rational energy algorithm

Maximum fixed energy algorithm

Total (150, 360, 360 J) (360, 360, 360 J) P-value

Total 300 150 150
Sex

Male 199 (66%) 97 (65%) 102 (68%) 0.541

Female 101 (34%) 53 (35%) 48 (32%)
Age (years) 8 [13] 8 [13] 69 [12] 0.425
BMI (kg/m”) 31.8 [8.0] 31.8 [8.5] 31.9 [7.7] 0.986
CHA,DS,-VASC

0 10 (3.3%) 5 (3.3%) 5 (3.3%) 0.429

1 39 (13.0%) 21 (14.0%) 18 (12.0%)

2 85 (28.3%) 44 (29.3%) 41 (27.3%)

3 90 (30.0%) 45 (30.0%) 45 (30.0%)

4 38 (12.7%) 17 (11.3%) 21 (14.0%)

5 24 (8.0%) 10 (6.7%) 14 (9.3%)

6 7 (2.3%) 7 (4.7%) 0

7 6 (2.0%) 0 6 (4.0%)

8 1 (0.3%) (0.7%) 0
Anticoagulation type

Warfarin 13 (4.3%) 7 (4.7 %) 6 (4.0%) 0.961

NOAC 285 (95.0%) 142 (94.7%) 143 (95.3%)

LMVH 2 (0.7%) 1 (0.7%) 1 (0.7%)
Antiarhythmic drugs

No antiarrhythmics 83 (27.7%) 39 (26.0%) 44 (29.3%) 0.69

Propafenone 67 (22.3%) 36 (24.0%) 31 (20.7%)

Sotalol 32 (10.7%) 18 (12.0%) 14 (9.3%)

Amiodarone 117 (39.0%) 57 (38.0%) 60 (40.0%)

Dronedarone 1 (0.3%) 0 1 (0.7%)
Bera blockers

On beta blockers 222 (74.0%) 114 (76.0%) 108 (72.0%) 0.43
RAAS

No RAAS 88 (29.3%) 47 (31.3%) 41 (27.3%) 0.484

ACEI 139 (46.3%) 72 (48.0%) 67 (44.7%)

Sacubitril/valsartan 8 (2.7%) 4 (2.7%) 4 (2.7%)

Sartan 65 (21.7%) 27 (18.0%) 38 (25.3%)
BP systole (mm Hg) 143 [28] 142 [27] 144 [28] 0.617
BP diastole (mm Hg) 83 [15] 83 [15] 83 [15] 0.847
Heart rate (per minute) 8 [25] 89 [26] 88 [23] 0.88
Left atrial diameter (mm) 47 [7] 47 (7] 48 [7] 0.701
LVEF (%) 54 (8] 54 [8] 55(8] 0.9




Cumulative efficacy of each DCCV protocol - Intention to
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Table 2. Secondary safety endpoints

Study arm

Rational energy algorithm

Maximum fixed energy algorithm

Total (150, 360, 360 J) (360, 360, 360 J) P value

Skin changes 2 hours post- DCCV

No skin changes 217 (72.3%) 121 (80.7%) 96 (64.0%) 0.001

Skin redness 83 (27.7%) 29 (19.3%) 54 (36.0%)

Skin burns 0 0 0
Chest pain (VAS 1-10) 24 hours post

DCCV

0 249 (89.9%) 126 (91.3%) 123 (88.5%) 0.378

1 12 (4.3%) 7 (5.1%) 5 (3.6%)

2 5 (1.8%) 3 (2.2%) 2 (1.4%)

3 3 (1.1%) 1 (0.7%) 2 (1.4%)

4 2 (0.7%) 0 2 (1.4%)

5 4 (1.4%) 0 4 (2.9%)

7 1 (0.4%) 1 (0.7%) 0

8 1 (0.4%) 0 1 (0.7%)

Bold values indicate statistical significance (P < 0.05).
DCCYV, direct current cardioversion; VAS, visual analogue scale.
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Analyza ucéinnosti uvodniho 150 J vyboje

Sensitivity

ROC Curve
Study arm: Rational energy algorithm (150, 360, 360J)
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Monocentricka studie

VysSSi poCet nezarazenych pacientu (hospitalizace, srde¢ni selhani, akutni
EKV atd.)

Absence laboratornich parametrt (NT-proBNP, ionty, renalni parametry)

Absence podrobnéjsich ECHO parametru (LAVi, chlopné, ...)

Neznama délka trvani arytmie
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Oba protokoly byly vysoce ucinné v obnoveni SR a nebyl mezi nimi
statisticky vyznamny rozdil (92,7 % vs 94 %, p = 0,643).

Nevyskytly se zadné neurologické komplikace.

Pacienti ve vetvi Racionalni algoritmus meli méné zarudnuti hrudniku
(19,3 % vs 36 %, p = 0,001).

Mezi vétvemi nebyl statisticky vyznamny rozdil v bolesti hrudniku nasledujici
den po EKV.

Z uvodniho 150 J vyboje mUzou profitovat pacienti s BMI 29-34 kg/m? u
kterych je nejefektivnéjsi; pozitivni trend pozorovan u zenského pohlavi.
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