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I, JEPET Y b O — b DEALPTSE Y X 7 DI

1) 22—y —FE =Yy NUBREH Ay —F v aF T r—cay 4 VTR
2) =3V —E =Yy NS AT A INT T2 T — AR CADPARAT A HIVT 7 = T — A



2 2
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REN, 2020 FITIX (b CTANAFET o7
BRDFRD BN T AL A BEORERICIEIEIC
KNI HIHTCANATEEDBARE] & L TOREE -
DB E 7=,
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1 [ /1 A A 1 ( 8.3)
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60 kLA I 70 A2 3 1 (25.0%), 70 i LA F 80
AN 5 B (41.7%), 80 kLA 2% 161 (8.3%)
ThHV, 2FH 40K ETH 7=, 72, 65 kLA
FiZ 76 (58.3%) Th-iz, Fio, RIFAUI2H]
NREFNRFEIEE A L, BAEakIiERIED 4 6
(33.3%) IZAH BNz, TADAIKKIZ 6 B
Th-7=D, WRPHESNTH - TAEGI TIEMMIME
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3) REMORITHER
OEMPRIEEMEESRS (FE70vy 7, #Ik
KAEE) ZED, LRV LIER 12 H1IZ&8I7F
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Abstract

Objective: This survey (EP0168) aimed to evaluate the safety and effectiveness of intravenous lacosamide
(LCM) in people with generalized tonic-clonic seizures, based on findings from a post-marketing surveillance
study conducted in real-world clinical settings.

Methods: Eligible participants were aged 4 years or older with epilepsy accompanied by generalized tonic-
clonic seizures who were temporarily unable to take oral medication and received intravenous lacosamide
(LCM) as an alternative to oral LCM. The dosage and administration method followed the instructions in the
package insert. The observation period spanned from the initiation of intravenous LCM administration to two
weeks after its discontinuation. The primary endpoint was the incidence rate of adverse drug reactions
(ADRs) associated with electrocardiogram PR interval prolongation (e.g., atrioventricular block,
bradycardia, syncope). Secondary endpoints included the overall incidence of ADRs and the effectiveness
rate based on physician assessment.

Results: The survey was conducted from April 1, 2021, to April 30, 2024, and included 12 patients in the
analysis set. The mean age was 66.3 = 13.2 years, with all patients aged 40 years or older (range 47-85
year). The most common reason for intravenous administration was impaired consciousness. Comorbidities
were present in 9 patients (75.0%), including cardiac disorders in 2 cases (16.7%). No cases of ADRs
associated with PR interval prolongation were observed. The effectiveness rate was 100.0%.

Conclusion: This survey found no major concerns regarding the safety or effectiveness of intravenous LCM
in treating generalized tonic-clonic seizures. Intravenous LCM may serve as a useful therapeutic option
when oral administration is temporarily not feasible.

Key words: antiseizure medication, generalized tonic-clonic seizures, intravenous injection, lacosamide,
post-marketing surveillance study




