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Mining and analysis of adverse drug event signals of lacosamide
YIN Yuegin, ZHOU Zhujun, LI Chengmin, XU Ni, LOU Yuefen (Dept. of Pharmacy, Shanghai Fourth People’s
Hospital, Shanghai 200434, China)

ABSTRACT OBJECTIVE To mine adverse drug event (ADE) signals of lacosamide, and to provide references for clinically
safe drug use. METHODS ADE data for lacosamide reported to the United States FDA adverse event reporting system from
January 1, 2009, to December 31, 2022, were collected. Data mining was conducted using the reporting odds ratio method and
Bayesian confidence propagation neural network method. Classification statistics were performed using the system organ class
(SOC) and preferred terms (PT) from ADE terminology set of Medical Dictionary for Regulatory Activities (Version 25.0).
RESULTS A total of 21 360 lacosamide ADE reports were received, identifying 203 ADE signals across 24 SOCs, with 19 signals
not included in the drug’s instruction. The top five PTs ranked by occurrence frequency were medication overdose, technical errors
during device use, product use issues, intentional product misuse, and therapy discontinuation. The top five PTs ranked by signal
strength were changes in seizure presentation type, congenital hypoplasia of depressor anguli oris muscle, multidrug resistance,
brain surgery, and vagus nerve stimulator implantation. ADEs not recorded in the drug instruction included congenital hypoplasia of
depressor anguli oris muscle, multidrug resistance, mitochondrial DNA mutation, dissociative identity disorder, and congenital
auricular anomaly. CONCLUSIONS For lacosamide-induced ADEs that occur frequently and are already listed in the drug’s
instructions, such as bradycardia and atrioventricular block, the clinical application should be careful and attentive, adjusting the
dosage timely according to the patient’s condition to avoid severe ADEs. Newly discovered suspect ADEs, such as congenital
hypoplasia of depressor anguli oris muscle, mitochondrial DNA mutation, overmature infant, dissociative identity disorder,
pigmenturia, behavioral disorders, and dissociative disorders, should be vigilantly recognized to ensure the safety of drug use.
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