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Background: Despite advancement in catheter ablation for treatment of atrial fibrillation (AF), women
experiencing AF may have poorer outcomes, as compared to men with AF.

Objective: To examine the proportion of women enrolled in AF randomized controlled trials (RCTs) and
outcomes of AF ablation when subgroup analysis of women was available.

Methods: We systematically searched PubMed and EMBASE for AF ablation RCTs published between
01/01/2015 to 05/31/2022. Of 148 eligible RCTs, 147 trials-reported the proportion of women and were
included in this study. Characteristics of participants were examined and compared among the trials with
higher woman enrollment and those with less. Results categorized by gender were reviewed.

Results: Of 147 AF RCTs with 30,055 participants, only 10 trials (6.80%) enrolled women >more-than-or
eguatto half of the total study; 42 (28.57%) trials excluded women based on pregnant or breastfeeding
status and additional 6 (4.08%) trials excluded reproductive age women without an adequate birth-
controlled method. Overall, woman representation in AF trials varied from 9.00%-71.00% (median
31.50%, interquartile 24.65-39.00%) with stable trends over the study period (Figure). Trials with greater
woman representation were likely to enroll older participants and higher CHADSVAS score, but less
prevalence of persistent AF with smaller LA (P<0.05 for all). Gender was evaluated as ene-ofa potential
risks in 19 (12.9%) RCTs and in pre-specified-subgroup analysis in 10 (6.8%) RCTs; 10.71% of these
found women as an independent risk of the trial outcomes.

Conclusion: Women were underrepresented and unanalyzed in contemporary AF ablation RCTs, limiting
applicability of the results to women with AF. Additionally, women who were enrolled in the trials were
likely to have higher comorbidities, but less advanced AF as compared to men.
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Figure: Proportion of women participants in atrial fibrillation catheter ablation randomized
controlled trials based on publication year (P=0.593)
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