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Abstract

Background and Objective: A post-marketing surveillance study was conducted to evaluate the
safety and effectiveness of intravenous (IV) Lacosamide (LCM) in patients aged 4 years and older who
temporarily could not take oral LCM.

Methods: The subjects were patients aged 4 years and older with a confirmed diagnosis of epilepsy
with focal onset seizures (including focal to bilateral tonic-clonic seizures). The enrollment period was
from October 2019 to May 2022, and the investigation period was from October 2019 to March 2023.
The observation period for each patient was from the start of IV LCM administration until two weeks
after the termination of administration (switching to oral LCM or other antiepileptic drugs, or
cessation of treatment). Regarding safety, adverse drug events (ADRs) were evaluated. For efficacy,
the effectiveness rate was calculated based on the physicians' assessments of "effective" or
"ineffective."

Results: The safety analysis population included 114 patients: 2 patients (1.8%) aged 4 to 16 years, 46
patients (40.4%) aged 17 to 64 years, and 66 patients (57.9%) aged 65 years and older. From the
safety analysis population, 9 patients who were unable to be evaluated for effectiveness were
excluded, resulting in an effectiveness analysis population of 105 patients. IV LCM was used as
monotherapy in 75 patients (65.8%) and as adjunctive therapy in 39 patients (34.2%), with a mean (=
SD) administration period of 3.8 days (= 13.1). The reasons for the use of IV LCM (reasons for being
unable to take oral formulations) were surgery in 52 patients (45.6%), gastrointestinal disorders in 1
patient (0.9%), and other reasons (mainly impaired consciousness) in 62 patients (54.4%). ADRs were
observed in 6 patients (5.3%). No ADRs were observed that met the aggregation definition of
electrocardiogram PR interval prolongation-related events (including atrioventricular block,
bradycardia, and syncope). Serious ADRs were observed in 3 patients (2.6%), with one case each of
atrial fibrillation, ventricular tachycardia, and increased blood creatine phosphokinase. Among the
reported adverse events, ventricular tachycardia occurred the day after switching to the oral
formulation of LCM following two days of IV administration. In the effectiveness analysis, 102 out of
105 patients (97.1%) experienced no seizures during the IV LCM treatment period.

Conclusion: Based on the results of this surveillance study, the safety findings following IV LCM
administration in patients with focal onset seizures were consistent with the known safety profile of
oral LCM. Additionally, no concerns regarding the effectiveness of IV LCM were observed in real-
world clinical practice.

Key words: antiseizure medication, post-marketing surveillance, focal onset seizure, intravenous
administration, Lacosamide




