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Abstract

To evaluate the safety and efficacy of oral lacosamide (LCM) as monotherapy in
clinical practice, we conducted post-marketing surveillance in Japan. Patients were eli-
gible for the surveillance if they were =16 years of age with focal-onset seizures (with
or without focal to bilateral tonic-clonic seizures) and if they had started receiving
monotherapy with oral LCM (Vimpat® 50mg or 100 mg film-coated tablets, or Vimpat"
dry syrup 10%). LCM was administered according to the dosage specified on the
package insert. Between January 2018 and March 2020, 392 patients were enrolled into
the surveillance, and 343 were included in the safety analysis. Adverse drug reactions
(ADRs) were reported in 40 patients (11.66%). The most common ADRs were som-
nolence (2.92%) and dizziness (2.62%). Five patients (1.46%) had serious ADRs :
2 patients with epilepsy and 1 patient each with status epilepticus, sinus node dysfunc-
tion and septic shock. A total of 298 patients were included in the efficacy analysis. Of
these, 250 patients (83.89%) improved their symptoms on the physician-rated global
improvement scale. In conclusion, no new safety concerns were found in oral LCM

monotherapy. The efficacy analysis also showed favorable results.

Key words : anti-seizure medication, post-marketing surveillance, focal-onset seizures,
monotherapy, lacosamide
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