AIQAAEIA KAl ANOTEAEZIMATIKOTHTA THE QAEKAINIAHE ENANTI THEZ AMIQAAPONHE
FA THN KAPAIOANATAZH THZ NAPOZYIMIKHEZ KOANIKHE MAPMAPYTHZ £TO TMHMA
ENEITONTON NEPIZTATIKQN, ZE AZOENEIZ ME ITEQANIAIA NOZIO XQPIZ YNOAEINOMENH
IZXAIMIA KAl KAAZIMA EZQOHZHE > 35% (FLECA - ED)
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NepiAnyn

Ou tpéxouoeg kateuBuvtnpLleg 0dnyieg yia tnv kapdloavartadn tne mapofUaUKN G KOATUKAG
pappapuyng oto TEN de divouv MpoTepatdTNTa HeTall Twv avTlappUBIIKWV MOpaydvVTwY
ko &g Aapfdvouv urt’ Oy To Xpovikd LdaTnpa ou anatteitat yia tnv kapdioavatadn.
ErumAgov, n xopriynon ¢pAekaividng — evog avtiappubuikot dpapupakou taéng 1C-
avtevdeikvutal yia Tnv kapdloavatagn aoBevwv pe enavayyelwpévn otedpaviaio vooso
kaBwg kat aoBevwv pe woyatpikn puokapbiondbeta kat Statnpnuévo kKAdopa e{wbnonc, ue
TI§ CUOTAOELG va MPOEPXOVTAL KUplwE amo Ta AT dedopéva tng peAetng CAST.

H napoloa peAETn Elval pLa TIPOOMTIKY, TIOAUKEVTPLKT, TuXLomotpevn kKAwkr dokur. Ot
MPWIEVOVIEG OTOXOL TNG apoLoag KALVLKAG HEAETNG elval va anobeyxBel n urtepoxn Tng
PAekaividng evavii Tng apwdapovng otnv enttuyn avatagn e napofuapikic KOATUKIC
pappapuyng o dAepokopPikd pubuod oto TEM, kot mapdAAnAa, va anodeyBel dt1uLn
acpdAela TnG dAekaivibng dev eival katwtepn g apwdapovng, oe acbeveic pe
otedaviain vooo xwpig UMOAEUOMEVN Wo)aLpia kat kKAaopa eEwbnonc > 35%. OL
Seutepeviovteg otoO)oL Eivarl va armodeyBel n unepoyn tng PpAekoividne évavtt Tne
apwdapdvng otn pelwaon NG avaykng yla eloaywyeg ano to TEM Adyw KOATLKAG
HOPHAPUYAG, OTO XpOVO TOU QALTELTAL YL TNV ETULTUXT anoKatdataon Tou dpAsBfokoppikou
puBpoU Kot oTn HElWON TNG AVAYKNG Yl NAEKTPLKN Kapdloavartagn.

0 mAnBuopodg tng napovoag pehétng Ba eivat Ohot ot Stadoyikol aobeveic nou
nipoogpxovtal oto TEN pe kupta Stayvwon napofucitkig KoAmkic Mappapuync Kat
LoTopLKO aTedaviaiog vOoou Xwpig CUPMTWHATA 0TNBAYXNG, XWELC UTTOAEINOMEVN LoXaLia
kol Pe kKAaopa e§wbnong > 35%. To péyeBog deiypatoc Ba sivat 200 acBeveic, ot onoiot Ba
napakolouBnBouv yia 30 nuépeg. Ito TEM, dAot oL aoBeveic Ba Bplokovtar und ouvexn
HKI bk napakoioubnon, evw Ba tonoBeteitan kaw cuokeut] 24wpn HKTdikrc
napakohouBnong (Holter). Ot cuppetéxovieg Ba katavepnBouv pe tuxaio Tpdmo otnv
opada Bepaneiag (dhekaivibn) i otnv opdda ehéyxou (apiwdapovn).

Ot aoBeveig kat otig SUo opadeg Ba napapeivouv ato TEM yia GUVOALKA 6 WPEC HETA TRV
évapén tng Bepaneiag. Edv dev mapouvoilactouv averBupunta cupfavia o autd To Xpovikd
Sidotnua, o acBevig Ba Aappaver e§itnplo. Ze Stapopetikn nepintwon, o acBevic Ba
ELOAYETAL OTO VOOOKOUE(LD. ZTIC 24 wpeg, 6ot oL aoBeveic Ba npoogéhBouv aTo KEVTIPO TNC
HeA€Tng, onou Ba dievepyeital puoikn e§€taon, nhektpokapdloypadnua,
nxwkapdioypadia kabwg kot adaipean Twy cuokeuvwv 24wpng HKMpikic napakololBnaonc
(holter} mpokewévou va a§lohoynBoulv oL kataypadéc kat Ta averBupunta ouppdavta. ITic
30 nuépeg, Ba diefaxBouv tnAedwvikég aflohoynoelg mapakoholBnong, HE GKOTO THV
afloAoynon Twv ekPAcewv TNG HEAETNC Kat TwV avermtBluntwy oupfdviwy.



SAFETY AND EFFICACY OF FLECAINIDE OVER AMIODARONE IN THE CARDIOVERSION OF
PAROXYSMAL ATRIAL FIBRILLATION AT THE EMERGENCY DEPARTMENT, IN PATIENTS
WITH CORONARY ARTERY DISEASE WITHOUT RESIDUAL ISCHEMIA AND EJECTION
FRACTION > 35% (FLECA — ED)
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SUMMARY
Current guidelines for the cardioversion of paroxysmal Atrial Fibrillation at the Emergency
Department do not prioritize between antiarrhythmic agents and do not consider the time
taken for successful cardioversion. Furthermore, the use of flecainide -a class 1C
antiarrhythmic agent- is contraindicated for the cardioversion of patients with
revascularized coronary artery disease, as well as patients with ischemic cardiomyopathy
and preserved ejection fraction. These recommendations stem from insufficient data, mainly
from the CAST study.
This is a prospective, multicentre, randomized clinical trial. The primary goals of this clinical
trial are to prove the superiority of flecainide over amiodarone in the successful
cardioversion of paroxysmal atrial fibrillation at the Emergency Department, and to prove
that the safety of flecainide is non-superior to amiodarone, in patients with coronary artery
disease without residual ischemia and ejection fraction over 35%. The secondary goals of the
study are to prove the superiority of flecainide over amiodarone in the reduction of
hospitalizations from the Emergency Department due to atrial fibrillation, in the time taken
to achieve cardioversion, and to the reduction of the need to conduct electrical
cardioversion.
The study population will be all consecutive new-comers to the Emergency Department with
primary diagnosis of paroxysmal atrial fibrillation and history of coronary artery disease
without angina, without residual ischemia and with ejection fraction > 35%. The sample size
will be 200 patients, who will be monitored for 30 days. At the Emergency Department, all
patients will be under continuous ECG monitoring, and a 24-hour ECG device will also be
placed (Holter). The patients will be randomized to the treatment group (flecainide) and the
control group (amiodarone).
Patients in both arms will stay at the ED for a total of 6 hours after therapy initiation. If no
adverse events occur in this time, the patient will be discharged from the ED. Otherwise, the
patient will be admitted to the hospital. At 24 hours, the patients will visit the study centre
for physical examination, ECG, cardiac ultrasound, 24-hour ECG removal and adverse events
evaluation. At 30 days, follow-up via phone calls will be conducted for the evaluation of the
study outcomes and adverse events.



