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Introduction Lecanemab is an anti-amyloid β protofibril monoclonal antibody approved for the treatment of early Alzheimer's disease. The FDA-approved prescribing information notes a potential increased risk of hemorrhage with concomitant antithrombotic use. Although a recent disproportionality analysis examined lecanemab-associated adverse events through 2024, updated signal analyses incorporating the latest post-marketing data on the risk of concomitant antithrombotic use remain limited.
Aims Using the U.S. Food and Drug Administration Adverse Event Reporting System (FAERS), this study aimed to evaluate whether lecanemab is associated with increased reporting of adverse events among reports with concomitant antithrombotic use, compared with antithrombotic use without lecanemab, and to characterize the temporal onset patterns of key safety events.
Methods FAERS reports from 2023Q1 to 2025Q4 were analyzed. Reports listing antithrombotics were identified and stratified by the presence or absence of concomitant lecanemab as a primary suspect drug. Disproportionality analyses were performed comparing antithrombotic reports with lecanemab versus those without lecanemab, using the reporting odds ratio (ROR) and proportional reporting ratio (PRR). A positive signal was defined when the lower bound of the 95% CI of ROR exceeded 1, and PRR ≥ 2 with χ² ≥ 4. Weibull shape parameter (β) analysis was conducted for infusion-related reaction and cerebral hemorrhage to characterize temporal onset patterns.
Results Ten preferred terms met signal detection criteria. Cerebral hemorrhage showed the strongest clinically relevant signal (N = 14; ROR 10.59, 95% CI 6.15–18.27; PRR 9.93, 95% CI 5.98–16.50), followed by cerebral infarction (N = 6; ROR 9.81, 95% CI 4.34–22.16; PRR 9.55, 95% CI 4.33–21.06). Weibull analysis revealed that cerebral hemorrhage showed a random failure pattern (β = 1.06, 95% CI 0.84–1.34; median onset 112 days), suggesting a constant risk throughout the treatment period.
Discussion Concomitant use of lecanemab with antithrombotics was associated with disproportionality signals for cerebrovascular events, including cerebral hemorrhage and cerebral infarction. The random failure pattern for cerebral hemorrhage suggests a constant risk throughout treatment, supporting sustained monitoring. These findings should be interpreted cautiously, as disproportionality analyses reflect reporting behavior rather than true incidence.
