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B . EERIR N CEME LofE M A (EP0167) OfER KV, MmERRRBELHET 5/
WTAPABFIZNT S35 I8 (lacosamide, LCM) Pf FéEE D2 it & A»hit & MGt L
770

HiE  AREORHGIE, 4505 16 A O/NEEE T, MEMASSEEZE L, #H/cIlZ LCM §&
HEWBE NI vy TERGINCEEE Lz, LCM O 5-& & 855151, HcEoiR
WIS Z &L, BIEMkIE 24 B & Uk, FEFHIEH I, OEX PR IEEBESEFRS (F
ET70v 7, Bk, KME) ORIEARBESGE L, BRKRHGE HIL, et R st fighe
(Toxic Epidermal Necrolysis, TEN), FEREIRAEREE (Stevens-Johnson SEMERE), FHAIM: K
FEREMEREd X OMEFERIERE OBIER B HES, oz et eT2ORITFHRHES, 2idcE
Iz <R ([HE) EHEINIBIBI GRS RIS 5o 5EE) & Uz,
FER  ATEIT 20214 A 1 H2 5 2024 -4 A 30 HE TIZHES N, Zaetbird 2 EEIT
51 61, HhEMNT S ERT 4 FICh - 7o LEMEMIT S EMOFIFRIZ 9.7 TH Y,
TADAEBEREDO T, FRE2RCA»ARRDE < 45.1%), N 7ol )74
BB EHIN T (52.9%), LENX PRIERBE#HFS o6 NT, kR ESLEf#
RE, BRI IRAE R, SRR BOERE R, AR ERIE IC D W CEM I D EIEH o 288l /s
Modoe BITEANE, REMEMITILEMD 6 F1 (11.8%) 2@ 6N, I UCREWERIE, 1#8)
Wb E W, TAadh, IR BEE FSUR73IF—CLEA, #E200% 16 2.0%) T
H oz BMTGEEREICHD SHERIT 68.2%TH -7,

fEam . AREOMR, MEMRNRBIEEZET 2N TCANABFITHT S LCM OPFHEEIZ DN
T, FricleZ et EORBSIZEH6NT, I RIFCHHZ ENHERIN, FHEEIKIZE N
T, LCM Df HELIGRIERIICRIEZ BT /0N R CAD» A BEDIGEIZE ) 5 EHE I VRS IR
LG5 Z EAVRBEI NI,

F—T—F mERNREE ICA»AREEER, FREEMNBGEERE, L a9 3IF

HHLEINIBEDODENWTANPAD—FTH

5, IGE TH BN HFIFMIL, KMFEIE, I+

B 3¢t 4 % T A D A (idiopathic generalized 7o = —%(F, MEMMRIEE I+ 27 o= —mEf
epilepsy, IGE) 1, CTA»AREDK 15 — 20%% REEOWTND, HEWEZNEOHAEHET
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bV, 74% E % < O EE I LR RE R EN
BHHENBY, i, IGEE, /NEXRMTA»A
(childhood absence epilepsy, CAE), #4FEXMTA
A A (uvenile absence epilepsy, JAE), #5434
7 a = —"TAMA (juvenile myoclonic epilepsy,
JME), &#sERRBFOLTET L TANAL
WD 4 DORFEWIIEER SRR EN, JAE B &
O JME @ 90% PA_E OREGI 2 2= I8 S 1 2 A
U5, IGE Ofhicd, 72 MEBERY, L/ v
7 A e HAS—REGREY & 5 TR ORERREIC
BWTdH, 2mEBNEEZELL560H5 2
EXHIHEN TS,

SRERRIEIEL, ZOIEROFE, S 2 D) X
7 wfES , EREIR EITHESMED ) X270 DiEd,
AR AIRERE " Ot HEBE, Quality of life (QOL) 72 &
NDOEEY, IBIZETANAICE T HERED
22790 ik EINTWa, 7o, /EREAE
U CIKEBEE O 65 & DO
HbdHb,

REERFEIFIX, BHRTRETLIHELHNIT,
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HENLPCTADLAFRIEREOPIZIE, RMFEIER I
oo B e 2 ) 272 FT 500
b BREET L, ZOXDRERND,
RERIRRIFZ BT 5 CANABREDIEREIZIET v
Ay NAT 4 HIVZ—=ZADGEIEL, Fiiz ihRGEN
ok b T 5,

Z a4 3 K (lacosamide, LCM) 1%, TBALMKIENE
T BT LAF v )V ORR Te NEHEAL 2RI I {2
HS 52T, WEEREIC D D MRE el & 2
bXg2rY &), BEORTANARIFE LT
R HFRAEFZHT 5, AT, 2016 4F00 56
2019 FIZ T C, AL KT 4L ED/NETA
AR DG FECEISHRS 2 OF L I X O BLAIRE
EOBICOINEK AR I NI, 612, mEHERIEIE
wHT 5 4L EOTAD ABZEITRT 20
DOHEBEILFEHBRICENT, IRz diie Li-f
EE K OZLENGEM ENY, 2020 £ 12 A1
ML DI T AP ATETT 5 IR ED BN I T
A BB DBBERIREIEICH T 2 CAN AR E
DO L | ORIFEE 72138 BB IR E X N/,
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Bi) 191z 5] & fiE X FEHE X 37z 5 WAk g 5 5 et B
T, WMEMNEEEZHT HEETOLCM 0% ek
Tu7y AL, BREBFEEET HEETORMD
HEETaT7 s ANV E—THZ ENHERINT-
A, BRANNEEZ TN 22 2WEHRITRS N T
W F72, SEBGERICIE, BralyREeET S
BEICK U TREIC LCM AMEREINS Z &0 5,
BINDLLMEERIEH AL EEE 2 bl FiZ,
TEFBET OFEE b, DIZEANOIEIEH 2 e X
NnNAZEY N6, ERNIZCEITAHHAERET TOL
EXPREERERER (BE70v 7, #RIk K
%) ORBUEESRBURIZ, SRS 205
NHbHEEZZ, MAT, BRABRTIIHEINT
Wi oo, MHIREIZE W TrhREER L
Al i iE (Toxic Epidermal Necrolysis, TEN) *,
JE KB ARAE R (Stevens-Johnson FEEEE) 2, K
Ve EUEEGERE > B X CEFRERE? &\ 5 7 E
e G & OBIHAEE T X IRWERID S X T
WBZEND, N6 ORBMEE B X ORIRIIC
DNTHILIBIZE D D LT D 5H &I LTz,
DlEziE z, mEBRRREFE2ET H/NETAD
AMBEIZBE TS, LCM I ABEOHHEE T TO
LB X OCHEEERHGT 2 Z & x BN E UK
T I B A A 2 2 L 7=

i, TANAFIFICBIET 5 FHREIE 2017 422
CRIE IS X, 2025 2 12 S ENM T
2, LCM OFASCEE, 1981 D TAD AFRIED
22| S TR N TW 5, ARTIE, #Eibic
BEJ Hal# 2 fR & 2025 FF DO BIC HE & 24 L C
Rl %,

&R EHE

1) ERDEST

AL TEREE ORERTER OH A L U
DFEFEDOHFAE (Good Post-marketing Study Practice,
GPSP) B89 544 CFRC16 4 12 A 20 HAHEAE
FEESE 171 %5) ] Z#sF L CEMB LU,
% 2021 4 A 1 H2H 2024 4 4 30 HETT
36 el 7'20

2) AETHA >

K& IL, LCM O&ZE I nczhie » %R, H
e AERICESSKAFOHEZENICE T 2% 42
M, Bt x R 572D OIEN ABR & L CEE
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WAL, LCM & 5-pitd HIR T 4 %L 1= 16
K OBERNIFEHT H5EHE T, #@EICLCM
DFE RN WEBE E Lz, ki 2k Lz
MEMNRRIEEET 2EEIBRIIL . b,
GPSP A4 T, BEGERMAEII OV TUIEZED
FEEALEE L TN, FEEIIHILAEEE
Lieh -7z,

4) LCM OR% - AE

AR E UBANL, Y ANy NP8 50 mg,
E4/8y h®8E100 mg, Y48y RN T Aoy
T10%TH - 7o, FREERIEIEEZRIEE « R LT
% LCM O/NEO R « AEIZ TRED EFB DI
FITH/E 5 T, EEEIR T CTIEEZ 1T BEETO AN K
DEI NIz, AFXELETE, @, 45 Lo
AINRIZIZLCM & LT 1 H 2 mg/kg &V #5-% ik
L, 2Ok 1AM FoE*H T C1 HHEE
LT 2mg/kg 3§ oML, MEFFHEZAE30kg K
i D/NEIZIE 1 H 6 mg/kg, A 30 kg DA 50 kg
K D/NEIZIE 1T H 4 mg/kg EENTHW 5, W
NL1H2EICFTROKEIND, kk, iE
PRI XV K 30 kg K O/NEITIE 1 H 12 mg/
kg, A 30 kg LA |50 kg RiD/NRIZIZ 1 H S
mg/kg Z X T WEPH CHEEE T 508, HEET 1
B EoMEE s C1 HA®EE L T2 mg/kg
DFFofro s sdnTnwbd, 2720, KES50
kg BLED/NRTIE, MAERUTHS (FltsH=
100 mg/ H, #EFFHE 200 — 400 mg/ H £ T 1 #R
LA EoRIBE%E &1 T 100 mg/ Hd D42, 1 H
2z CROFEXN5),

5) EREHAR

LCM #5491 H & 24 #KF £ 7213 LCM #& 5+ 1k
HETEL, TANLABEDTDDNEFOXRE
PR o 1 7 & A AT L7241, HEfTRTH £ T
E L7,

6) FF{fiEHE

FHRHliE HIE, OEX PR EREEES (BFE
Tuvy 7, @ik KE) ORIEHAREBLEIGE L
7o BIKEHEEE B 1%, iR EIEIERAFIE (Toxic
Epidermal Necrolysis, TEN), 5§ #l 5 I fiE fi5
(Stevens-Johnson AEMEFE), 3 8 BOIE FE (E AF &5
K OEIRERAE ORITE BB G, LRl &dice
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BLORWFRBHE G, IH6ICefdEEREICES<
FHoRE Uz, ZTOMORHIEEE & LT, fEamibifE
AMORITEHREE S, RIEHEEAE, 48RO
FEEE B A K2 3 U Tz,

7) T—YINEEE & L UFH
BEERRTELUC W, T, SE, (KH,
Aﬁr TUNWF—KERE, TADOADEREL
T, CADAFIEFH, RIFR, TArARR, <
ADATEERED D3, CADNADKIEREZIE L
Too Flz, IBEOFME LT, LCM &5 0FR, 1
HizG &, 1 H&G50¥, G0HE, #5a2EH
H, 5K 248%), 5PIEROIER (Fik
LG aEDR), CTAADRTHAERIES X O0FH 3K
A, EHFILSOTA» AIERE (LCM #& 5-FiaE)

BT A Hma I LT,

TEFHAEE Ch L 0OEX PR ICEE#HES, Fl
REHIEIE H T do 5 e K B IE R ARAE, BRI
ARAEMERE, A BOEE R 3 K O RER BRIE %
BUHEEMNIE, LCM & ORREFRIGE TE
BEEREZ EIER) 10X > TEHIi Lz, #iEIhi-
HEHELIX, Medical Dictionary for Regulatory
Activities (MedDRA) HAGERR version 27.0 D#H
WKL XOHEAREE (PT) 28> T LT,
o, BeWICEBYEZHEEZ BN ENER
AT A, BEERRATFIORIEHERIZONT
&R L 72

HRMELL, emdhEEICE O AREK, FIENE
K, 4ME DIV ORIFREFIAFIZ X - TR L
Too EMRCGERL, LCM 5.5tk 24 #1%, kK
(LCM D’ 8> - 7235 5 MR bA G & 72134+
BEFART 0 2K ZE S RE R THORE L S8 0 A T S N7 B a2
DHTHIZ, YRS T ORERIERTE D 5
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S NI G MR R SR I b 5 EI& & L
TR Uz, RBIFHARIE, HEAEETCHEHINT
W5 [TANAHGE] IE%H &L %ﬁ%iﬁf’aﬁ*@%
5P LHRMEOF MR L, WIRIHIZFIEHNE
W7D - T GIEON R 5 B[ _529’)%’.)%' &)
ELTHEM U, 48ROV OFIERIBURAD K
1, LCM O # 5Bl 4 FE &K OV Gl 2
(LCM #5-hiltf 24 A& £ 7213 1L DEHT 4 38
BIZHBL L7 b LRIFOREEZ YV ML, H
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= HH ([T J
ALRIAES] 8OO | o vt G I 38
FRob IR (EHEE)
« LCM HiA# 5 36
o W)L DARE R 7 L 161
o Fe 5 AR ASBE 161
2 4 e AT X R S 511
R S R A 70
Bk (D
« HE R O A 0 R iffi 7 L 5
AR Y 4401 AR 361
(AR 5 1 T HEE 1)
| {%@@ﬁﬁ»$ﬁmx%ﬁm 70
D T o 2 37 0
(R F I B 5 B TR 1) 4y b BT & S TS
WD R FEIEIR S 2R S T B R
LCM: ZaH% 3K

X1

BIVERT A R M 0 S BB O 7 — ¥ DAFTE
TBETRZIZ, TROXZHWTER L,

FEAERIEIRAH (%) = ([#F5-BlaHT O FFIH
— I RERHMRE SR D ZEERIE] / e G-BHAGHT O ZE (R0l
0 %100

Ik, FEEREERT 4 BE ORI E L Th Y v
FENTWaeh > 72561, 48R B2 OFRIER
BICHRE U725 2 CRIE U, 7o, At E
w525 EEZONLHERNEWETT 570, BEE
AT ZEDEMEEEIZEDSSHHRIZONTSH
L7,

8) HmEtEEIT

ERBFEET HDRAREFE TG & LB IHES
Kl (HAAZEO2EEN) 20 CURESE
Bl DRITEARRE AR 221% TH - 722 Lok
O%, MEREFEEET H/NIEHFIIE O THIE
R 3%) OEIGTHRETLEMREL, %B5%DHK
HD)CHESRATRE 7% & L C, 100 % JHE 24
O E UTEHRE LT,

LRV R LM, FAEZIEEF DS B
VTR R ICE M4 DER 2 R E & L
= (B1). BRMEMITR SR, 2t
GHMD SR FHIEAGE, BLE R O R 72
L, BT 547V ZARR I E OBMHMRHRIZ

SE Bk

Wy DRERMEBRWEE E L,

MatFEE LT, sl s & RN it
HIRRE 24T > Too RRIRAYHT ClE, ERMGTE S L
T, W&, ViOE, FiEREZE, mH95% 13 B,
&/AME, 25 /85—t ¥ A VB, Rl 75/8—+
VY AIVE, AREFZE U, 242t Aotk
B8 58 7 7)) — TR TR 1 I RUE &
Tolce RORHT TN T—=7DHH, 2X2EKD
%5601 Fisher OEEZMERT, 2X2 XD KE< kb
HEZEYT Vv afEE TR U, K oIEF
RIET —4% D413, Cochran-Armitage 1% CH
L7, MEDEEKEIHM 5% E Lz, ZDfb
DR EE H ORI EH IR EE I A W9, 95%1(E
Xz EE L, i asi iz T -7z, KRIET—
FIIMTEE T, EOHHIIERE L 2 >z, 7T
DFRFTIE, SAS version 9.4 LABE (SAS Institute £,
KE /) —2HhaF A4 FM) ZHNTEBL,

# R

1) BHEDOAR

202144 H 1 H» H 2024 4E4 A 30 HE T,
37 DEEFEE D 5 89 Bl D B E D AT A I B X
n, &froREE MEINE (’1), 4tk
AT R GRS EHEIC K 0 R kg & SN EBE (38
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F1 T39I NEGHARFICEH T2 BET RS X ORI
T VEMRNT R 4 R P MR 5 5
A B R T ES AN (N=51) (N=44)
B (%) B (%)
% 25 ( 49.0) 21 ( 47.7)
FEA % % ( 51.0) 23 ( 52.3)
SEHfE + SD (FRRE), AR 9.7+ 3.6 ( 10.0) 9.5+3.8 ( 9.0)
" 4 %L F 8 R 16 ( 31.4) 16 ( 36.4)
8 i LA F 12 skt 18 ( 35.3) 12 ( 27.3)
12 LA L 16 f A i 17 ( 33.3) 16 ( 36.4)
ke SFHIfiE = SD (), kg® 32.7+17.9 ( 29.3) 31.9+17.8 ( 27.4)
KW 1( 2.0 0C 0.0
SFYIfiE = SD (i), R 55+4.8 ( 4.5) 52+4.9 ( 4.0
NBAS
TAD AT ] 1 2.0 1 23)
EH9(E £ SD (FRUfE), £ 4.3+3.6 ( 4.0) 4.4+3.7( 45)
R ARH 1( 2.0 1( 2.3
SRIE RS IE 51 (100.0) 44 (100.0)
FESERRIRIR R 9 (17.7) 9 (20.5)
FE RS f (5 B RS T 2( 3.9 2 ( 4.6)
FEEAL RS 3( 5.9 2 ( 4.6
I A7 o= —fE 11 ( 21.6) 8 ( 18.2)
RIE FEIE 6 (11.8) 4 ( 9.1)
ZDfth 6 (11.8) 5 ( 11.4)
SFHIfiE = SD (i), (0] /48 19.4+42.4 ( 2.0) 15.1+32.5 ( 2.0)
1[Ik /4 3 3( 5.9 2 ( 4.6)
BeG-BllA R EIl £ 1 [E LA F /4 #8—4 8K /4 8 30 ( 58.8) 27 ( 61.4)
4 18]l | /4 8—28 (8l /4 38 10 ( 19.6) 9 ( 20.5)
28 [ LA |- /4 18 8 ( 15.7) 6 ( 13.6)
WIEMER R 5( 9.8 4 ( 9.1
SRk 5( 9.8) 5 (11.4)
- JH R4 40 7.8 4(C 9.1
CAD AT Jobpit 10 2.0 1( 23)
Z Db 3( 5.9 3( 6.8
N 33 ( 64.7) 27 ( 61.4)
FrRMEEBTAT A 23 (1 45.1) 20 ( 45.5)
EHEI A 70 —TADA™ 4 (17.4) 3 (15.0)
SRR E IR E DA A R T AL A 3 (13.0) 2 (10.0)
EREDA DR 2 T A, AT 16 ( 69.6) 15 ( 75.0)
) BRMED B OITEREE 4( 7.8 4 ( 9.1
N RS
TADAERR O . 2 ( 50.0) 2 ( 50.0)
Ly 7 A e I A —IERERE 2 ( 50.0) 2 ( 50.0)
fEPEM:  FERF RN 11 ( 21.6) 9 ( 20.5)
FEMENE  RRELE 1(C 2.0 1( 2.3
Z Dt 13 ( 25.5) 11 ( 25.0)
LCM : T a4+ 3 K, SD : {H#(F=
X1 BEE

2 T IEARME 2 R < N =50
X3 BB E R E L CRIGE R
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1 7393 FERGMRICE T2 EEE RS X OERIER (Do)

VLT R B R PSR 4 5
oA T X AN (N=51) (N =44)
Bk (%) B (%)
I 15 ( 29.4) 12 ( 27.3)
H 36 ( 70.6) 32 (72.7)
e L8 1( 2.0 1( 23
AR B 1( 2.0 1( 23
R 1 i 29 ( 56.9) 25 ( 56.8)
ZDfth 19 ( 37.3) 18 ( 40.9)
i 44 ( 86.3) 38 ( 86.4)
T UIVE— KB H 3( 5.9 3( 6.8
AH 40 7.8 3( 6.8
1 7 30 ( 58.8) 27 ( 61.4)
PEHPLTCADARIEEREDOE | 2 #l 9 (17.7) 8 (18.2)
3FILL L 12 ( 23.5) 9 ( 20.5)
SN Falgr s L 27 ( 52.9) 23 ( 52.3)
LRFFEy L 18 ( 35.3) 15 ( 34.1)
. ZAPAL/ N 10 ( 19.6) 8 (18.2)
f;g;z(/m AR NG ISR IVKFY 9 (17.7) 7 (15.9)
~ SERYF Y 6 (11.8) 4( 9.1)
VB3I R 5( 9.8) 5(11.4)
Z DAt 16 ( 31.4) 12 ( 27.3)
PHfE £ SD (FR{E), mg/kg™ 3.4+1.7( 3.2) 3.2+1.7( 2.9
. 2 mg/kg it 10 ( 19.6) 10 ( 22.7)
ﬁi@;‘;L?ELCM ? 2 mg/kg LAk 4 mg/kg Al 25 ( 49.0) 22 ( 50.0)
e T 4 mg/kg DL |- 8 mg/kg il 14 ( 27.5) 11 ( 25.0)
(FAA A )
8 mg/kg b | 10 2.0 1( 23)
g 1( 2.0 0C 0.0
LCM : S a#%#3 K, SD : k(R
X1 mEE

X2 AP RIE ZER < N =50

%) BRI HE, LM LA 51 6l &
tolze BB E L TRB L ABNIZH DI,
LCM D HAFIE L. (36 fl) Th -7z, ARhMEMHT*
SEEMIL, HERHOG MM L G6), %
FHEARRE Q) b (EHEEH & LT76
MRS, 48E7e -7, 612, 7THITRIE
(OB R OB N E e T — 7 DVRIB L T,
2) BEER

LA VE TR 2 R M 3 & OV Dt Rt 2 S M O
BEEREZRVIORL, MM EIERIZD
WCOREEZ DL IR 5, B & otEI3I3IE R
T, LCM & G-pillalke DRy (P18 = R, D
TR 139736 Th -7z FMHITIE, 4
L b 8 A % 16 1 (31.4%), 8 kLA |- 12 %

KA 18 B (35.3%), 12 % LA _E 16 jf A difi 2 17
B (33.3%) ThHV, FFHEFEHML T, T
Ao AFEIE DL 5.5 + 4.8 1%, TAD A TR
4.3 £3.6 FFTh > 7oo FEIFAIT 2B 008 E ]
REEEHL, KNTI A7 o=—%E (21.6%,
1B Th i, FGHEETORIEREIL 19.4
+42.4HTHY, F6HFDOEH (58.8%, 30 fl)
&, LCM 581 4 B H7-0 1 -3 BlDREL
L2 LW, TADNAREEROS T, Fxk
EMTADPADRE %L (45.1%, 2361), KN T
JER IR RN DIERYEC A0 A (21.6%, 1161) T
Holze GOHEEHT HEEIL36 6] (70.6%) T
Btz PERPUCAD ARIEREDOBII L HOE L 1 7
Th?h (58.8%, 301 THH, /N)V7 gt k
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K2 GIFMOFEIRI (22t 4 M)

I 4 MR S E BB 51
BIVE S 0 S8 BUE BB 6
BITER S OB E & 11.8%
BIVERSE O FIVEHE OB B BUEGIE (%)
PhE AR 3 (5.9
IFEIMED F 1 1 (2.0)
TADA 1 (2.0)
fEAR 1 (2.0)
—fi% « REFEER X OG- OIRE 1 (2.0)
PR 1 (2.0)
i R A A 1 (2.0)
VAT IF—¥ ERH 1 (2.0)
piagi3i 1 (2.0)
Bl-x0 1 (2.0)

MedDRA/] version 27.0

D A0 b %< (52.9%, 2761, RWTLXF
x4 4 (35.3%, 18fl) Th -7z, WIS
DIREHI-V D LCM O 1 H 55813 3.4 £1.7
mg/kg THh - 7=,

3) REMDBITER

FHGHlEE CTh 5. 0FEX PR LR #HES 2D
W, #4 7T 5EIER ORI e 57, Fz, El
WEHIE H T b 5 R MR B IERRRE, B2 e RIS
AREmERE, A ABOEERRE, MEREKIEC DN
TH, #4T HEITFHOREBULeh > T,

BITEANE, ZRMMird 2 EMD 11.8% (6 6i)
ol (FR2), U LUCEWERIE, FErE
HEL, TArA, HIR BEEK P72 T3
F—Y LA, BlEDO& 14 (2.0%) Th-i.
FEELAERIZ I (2.0%) CRELETA»A
Th-lco TNHOEIER OG- OFRBLE &
&, BEBGE 2 BREIRMIC 5.9% (TArA, M
K& X OEERD), 4BMELLE 8 BHEARmNIC 2.2%
(FZ 27+ —¥EA), 8HEMLLE 16 HEK
M2 2.2% (FEEDHFEV) Thotzo BloZD
(2.0%) FZFBIRFHHILTHTH > 7=,

BIVEH DR BUC B % KIZT BN OMGE % 1T - /-
MR, REH-VD 1 H PR SETHEENeE
BANRH BN, 2 mg/kg KD 7 v —7 OEIEH
RBLEI G &, -7 (p=10.003), Z DMIZHE L
72T NTOERIZONT, Ml FR B BRI GED

®3 HOMT CHVEMRT SR
PMRUCEERE TS SHDHE (N =44)

i #E 30
EMUEERE, n =~ % 13
ok 1
HRIE, % (95% X ) 68.2 (52.4-81.4)

FEIEH AR (N =44)

SIE A OHEI, n HRHD | 12

FEEHRE, % (95% (5 FIX[H) 27.3 (15.0-42.8)

4 B 72 DOFE(ERIBIRAH (N = 37)

F¥fiE = SD, %
HRfE (R/IMiE - iAME), %

SD : fHEfR7E

41.9£158.1
100.0 (— 835.0-100.0)

SGN-HEBE 2 5 T,

4) HHHEORITER

I T 2R TR IITRT, efdEE
WD ARHKRILZ68.2% (95% 15 HEIX [H : 52.4-
81.4) THYV, EHN 30 Hl, TEH 1341, FALH
1BITH Tz BALBNE, HEIAZ7a=—TAD
AD1BITH -7z, FIEHARRIL, 27.3% (95%1E
HEIX[H 15.0-42.8) THV, WHERDHV 1241, HE
I UM 32 61 Td > Tzo FETFIRIBIRA FR AV H AT fE
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7 37 BIDH B, 48 B0 ORIEEBIRDFR (OF
Y+ R ZE) 13, 41.9+£158.1%ChH YV, FR(E
13100.0% (/M : —835.0, i AfHE : 100.0) T
35')7’30

BRI B Z RIFZ T ER OG22 AT - 7/ R
AT PR BB RO GNIHB I b - 1,

% =

KFEL, TANADRERREFEZHT 5N
BEIBIL2AFOMHEHERE T COL2MLIOE
EIZOW TR T A2 &2 BE L CERL -,
HESE G Z 100 B & 5% U Chth L 72dy, &K
() 7 SR AT SR B AT 89 BIlIC R & > 7= SEBIE £
PEF e - 2B & LT, YRR 513,
TREMNRREIEEZHET 2/NEEEIVD 0D, —
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Abstract

Objective: To evaluate the safety and effectiveness of adjunctive therapy with lacosamide (LCM) in children
and adolescents with tonic-clonic seizures, based on the results of a post-marketing surveillance study
(EP0167) conducted in a real-world clinical setting.

Methods: This study included patients aged 4 to under 16 years who had tonic-clonic seizures and were
newly treated with LCM tablets or dry syrup. LCM dosing and administration followed the prescribing
information, and the observation period lasted 24 weeks. The primary endpoint was the incidence of adverse
drug reactions (ADRs) associated with electrocardiogram PR interval prolongation (e.g., atrioventricular
block, bradycardia, syncope) . Secondary endpoints included incidence rates of ADRs such as toxic epidermal
necrolysis (TEN), Stevens-Johnson syndrome (S]JS), drug reaction with eosinophilia and systemic
symptoms (DRESS), and agranulocytosis. Additionally, the overall incidence of all adverse drug reactions
and the effectiveness rate based on global improvement (the proportion of cases rated as “improved” among
those included in the efficacy analysis set) were assessed.

Results: The study was conducted from April 1, 2021, to April 30, 2024. The safety analysis included 51
patients, and the efficacy analysis included 44 patients. The mean age of the safety analysis set was 9.7
years. Among epilepsy syndromes, idiopathic generalized epilepsy was the most common (45.1%), and
sodium valproate was the most frequently co-administered antiseizure medication (52.9%). No cases of
ADRs associated with PR interval prolongation, TEN, SJS, DRESS, or agranulocytosis were reported. ADRs
were observed in six patients (11.8%) in the safety analysis set, each accounting for one case (2.0%):
dizziness, seizure, somnolence, fatigue, transaminases increased, and bedridden. The serious ADR was
epilepsy in one case (2.0%) . The effectiveness rate based on global improvement was 68.2%.

Conclusion: The results suggest that adjunctive therapy with LCM for children and adolescents with
generalized tonic-clonic seizures raises no new safety concerns and shows good effectiveness. In clinical
practice, LCM may represent a valuable therapeutic option for this population.

Key words: adjunctive therapy, antiseizure medication, generalized tonic-clonic seizures, lacosamide, post-
marketing surveillance




