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Objectives: To assess the effectiveness and safety of RSD1235 in the conversion of atrial fibrillation (AF) to sinus rhythm (SR). Study Protocol: Patients (pts) were randomized in a 2:1 ratio of RSD1235 to placebo and stratified by AF duration: 3 h-7 days and 8-45 days. The proportion of pts with AF of 3h to 7 days who converted to SR within 90 min was the primary enpoint. The first infusion of drug was given for 10 min (placebo or 3 mg/kg RSD1235), and a second infusion was given 15 min later if AF was not terminated (placebo or RSD1235 2 mg/kg). Results: 221 pts received RSD1235 and 115 placebo. Conversion to SR by AF duration was:
  Number of Pts (%) Converted to Sinus RhythmTreatment 3h-7 days   8-45 days   Entire 3h-45 days RSD1235
  75(52%)*    6(8%)
  83(38%)*Placebo
  3(4%)       0(0%)
  3(3%)*p<0.001Median time to conversion was 11 min and only one of the 75 pts who converted relapsed by 24 h. Adverse events occurred in 21 (18%) placebo pts and in 29 (13%) pts in the RSD1235 group, with AF recurrence being most common: 12% in placebo and 6% in the RSD1235 group. There were no drug-related Torsades de Pointes. A transient alteration in taste was the most common non-cardiac side effect: 30% RSD1235, vs. 0.9% placebo. Conclusion: RSD1235 demonstrated a safe, rapid and high rate of conversion of recent onset AF in this large clinical trial.On behalf of the ACT I Investigators

