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Cardioneuroablation for Reflex Syncope (ROMAN trial)

CENTRAL ILLUSTRATION: The First Randomized Study Documenting
Efficacy of Cardioneuroablation in Patients With Cardioinhibitory Vasovagal

Syncope
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Design ®
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Svyncope Outcome
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Considerations for Future

e Cox proportional hazards

e 2-sided equality

e Overall event rate: 31%
 Hazard ratio: 0.11

* Alpha: 0.05

* Power: 90%

 Sample size: 14 + 14 patients

P =0.0004
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Limitace

 Maly pocet pacientu

* Nezaslepeni pacienti ani investigatori
* Monocentricka studie

* Absence externiho auditu

 Komparator — jen nefarmakologicka neintervencni lécba
(neni srovnani s farmakoterapii nebo kardiostimulaci)
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Souhrn

e Studie ROMAN je prvni randomizovana studie u pacientu s
recidivujicimi kardioinhibic¢ni vasovagalnimi synkopami,
ktera prokazala superioritu kardioneuroablace nad
rezimovou lécbou.

* Klinicka ucCinnost kardioneuroablace je bezprecedentné
vysoka, ale musi byt overena ve véetsi, multicentricke,
randomizované, potencialné zaslepené a nezavisle
monitorované studii.
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