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The short—term and long—term safety clinical trial of pulse field ablation to treat atrial fibrillation
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Abstract Objective: To evaluate the short—term and long—term safety of pulsed field ablation for catheter ablation in patients with atrial
fibrillation (AF ). Methods: This was a prospective, one—arm clinical study. Ten patients aged 18-75 years who were clinically diagnosed
with symptomatic atrial fibrillation were enrolled in a pulsed ablation system(Tianjin Ying Tai Li An Kang Medical Technology Co., LTD.)
to assess the incidence of complications from immediate surgery to 6 months after surgery. Vital signs, the incidence of adverse and serious
adverse events were measured, as well as the incidence of instrument—related or surgery—related adverse events after surgery. Results:
Among the 10 patients with AF in this study, 3 cases were persistent AF and 7 cases were paroxysmal AF. The mean total operation time was
(220.1+47.2 )min. The average perspective time was (35.1210.6 )min. The average residence time of pulsed field ablation catheter in vivo
was (69.1+8.3 )min. None of the complications related to catheter ablation occurred. ECG showed no atrial or ventricular tachycardia, and
no significant repolarization abnormalities. None of the patients had significant thoracic or upper extremity muscle discomfort or neuromotor
or sensory symptoms. All patients had stable vital signs 2 days after surgery, no instrument-related or surgery—related major adverse events
or complications, and no serious adverse events or related complications during the 6-month follow—up. Conclusion: PFA (pulse field
ablation )has short—term and long—term safety for AF during the observation for 6 months after pulse field ablation therapy,and PFA can
achieve tissue selectivity.
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Fig1 Pulse field ablation therapy apparatus
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Tab 2 Operation situation[x+s]
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