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Data mining of adverse event signals for lanadelumab based on FAERS database

SHEN Li
Department of Pharmacy, the Affiliated Suzhou Hospital of Nanjing University Medical School, Suzhou 215153, China

Abstract: Objective To evaluate the real-world safety profile of lanadelumab by mining adverse drug event signals from the FAERS
database, providing evidence for clinical risk management and rational drug use. Methods Lanadelumab-associated adverse drug
event reports submitted to FAERS from Q1 2018 to Q4 2025 were retrieved and screened. Signal detection was performed using four
disproportionality methods, including ROR and MGPS. Demographic characteristics and time-to-onset were analyzed, and a Weibull
model was fitted to evaluate time-dependent patterns. Results A total of 2 857 reports were included, with females accounting for
70.0%, patients aged 18 to 64 years for 46.6%, and reports originating from the United States for 87.8%. The Weibull distribution
fitting revealed a scale parameter (o) of 272.02 and a shape parameter (B) of 1.16 (95% CI: 1.09 — 1.24), indicating a “wear-out
failure” time profile. A total of 142 consistent positive PTs were identified across the four algorithms, involving 27 SOCs. The top 30
positive signals ranked by frequency were primarily associated with injection site reactions, weight changes, and infections.
Furthermore, signal strength analysis based on ICo2s demonstrated that “poor venous access” had an ICo2s of 3.66, presenting as a
strong signal. Conclusion The real-world safety profile of lanadelumab is generally consistent with known risks. However, potential
novel signals requiring further confirmation (such as weight changes, nephrolithiasis, and autoimmune-related events). Long-term
follow-up should include monitoring of body weight and metabolic parameters, with attention to urinary tract related symptoms.
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Table 2 Formulas and threshold criteria for adverse event signal detection
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Table 3 Baseline characteristics of patients with

lanadelumab-related adverse events
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Fig.1 Time distribution of adverse events for lanadelumab
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Fig. 2 Distribution of lanadelumab-related adverse events by System Organ Class
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Table 4 Top 30 adverse event PTs reported for lanadelumab
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