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Safety and Efficacy of Oral Lacosamide as Adjunctive Therapy
in Clinical Practice:

Interim Analysis of the Post-marketing Surveillance in Adults with Focal-onset Seizures
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Abstract

A post-marketing surveillance study aimed to evaluate the safety and efficacy of oral lacosamide
(LCM) as adjunctive therapy to other antiepileptic drugs (AEDs) in clinical practice. Results of
the interim analysis are reported. It was planned to enroll 3000 patients for the prospective
surveillance study from clinical sites across Japan. Patients were eligible if they were >16 years
of age with uncontrolled focal-onset seizures (with or without focal to bilateral tonic-clonic
seizures) , despite receiving treatment with AED (s), and if they had also started to receive oral
LCM (Vimpat® 50 mg and 100 mg film-coated tablets or Vimpat® dry syrup 10%). LCM was
administered according to the dosage specified in the package insert. The interim analysis was
conducted on data collated until the cutoff date of February 28, 2019. 2345 patients were
enrolled into the study between April 2017 and February 2019. Of these, 1161 patients were
included in the safety analysis. LCM-related adverse drug reactions (ADRs) were reported in
178 patients (15.33%). The most common ADRs were dizziness (4.05%) and somnolence
(3.19%) . Serious ADRs were reported in 29 patients (2.50%) . 85 patients (7.32%) discontinued
LCM treatment because of ADRs. One patient reported bradycardia as an ADR related to PR
interval prolongation by electrocardiography. 1068 patients were included in the efficacy
analyses, 700 patients (65.54%) of whom had symptoms that were shown to have improved on
the physician-rated global improvement scale. In conclusion, the safety profile of oral LCM when
combined with other AEDs in clinical practice was similar to that filed in the new drug
application. The efficacy analysis also demonstrated acceptable results without any concerns.

Key words: antiepileptic drug, post-marketing surveillance, focal-onset seizures, adjunctive
therapy, lacosamide




