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Data Mining of Adverse Drug Events for Lacosamide Based on FAERS
LIANG Dong' ,LUO Li’,YANG Yang'
(1. The First Affiliated Hospital of University of Science and Technology of China + Anhui Provincial Hospital ,Hefei,Anhui,China 230036 ;
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Abstract: Objective To promote the safe clinical use of lachoxamide. Methods The clinical use data of lacosamide from the first

quarter of 2008 to the third quarter of 2023 in the Food and Drug Administration Adverse Event Reporting System (FAERS) were
extracted through the Openvigil 2.1 data platform. The reporting odds ratio (ROR) method and the Medicines and Healthcare
products Regulatory Agency (MHRA) comprehensive standard method in the proportional imbalance method were used for signal
mining. The medical dictionary for regulatory activities (MedDRA) was used to standardize the preferred language (PT) of positive
signals of adverse drug events (ADE),and the system organ classification (SOC) of PT was performed,and according to PT signal
frequency and intensity were sorted and analyzed,respectively. Results A total of 29 989 cases of ADE reports with lacosamide as
the primary suspected drug were obtained, of which 13 888 cases were severe ADE. From 2017 to 2022, the number of reported
ADE showed a fluctuating upward trend. The proportion of females in ADE patients was higher than that of males. The majority of
patients were aged 18 — 45 years old; the most common serious ADE were hospitalization or prolonged hospitalization; and the
majority of reports originated from the United States. A total of 369 positive ADE signals were detected. The top five PTs by
frequency were off — label use (890 cases) , dizziness (469 cases) , drug overdose (399 cases), falls (296 cases),and somnolence
(266 cases). Among these, 11 signals were not included in the drug instructions. The top five PTs by intensity were hepatic
arteriovenous malformation (ROR = 577.46,PRR = 577.16),congenital hypoplasia of depressor anguli oris muscle (ROR = 266. 47,
PRR = 266.38) , post — stroke depression (ROR = 256.62, PRR = 256.52) , changes in epilepsy presentation types (ROR =
109. 73, PRR = 109. 40) , mitochondrial DNA mutation (ROR = 88.83,PRR = 88.79),0f which 16 signals were not included in
the drug instructions. A total of 26 SOCs were involved, mainly in the nervous system,heart and organ diseases,mental illness and
various musculoskeletal and connective tissue diseases. Conclusion Lacosamide - associated ADE predominantly occurred in
females and young adults. The highest frequency of PT is off — label use,and the strongest signal of PT is hepatic arteriovenous
malformation. When administering lacosamide, clinicians should not only monitor for ADE listed in the drug instructions but also
remain vigilant for unlisted risk signals. This study can further provide a reference for the safe use of the drug in clinical practice.
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Tab.1 Fourfold table of proportional imbalance method
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Tab.2 Calculation formulas and signal generation conditions of

the two methods
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Fig.1 Annual distribution of ADE reports of lacosamide
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Tab.3 Basic characteristics of ADE reports of lacosamide
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Tab.4 Distribution of ADE signal involving SOC
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Tab.5 Top 20 risk signals (according to case)
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Tab.6 Top 20 risk signals (according to tensity)
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