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B9 : 1 o CADAHE (antiepileptic drug, LLF, AED) THREZZIT TS HARAATAN
AREFEIZHT D, ZaH3I K (lacosamide, LAF, LCM) HAREANDOYIN X & Z D%k DOEM
DBV R O % 5T 5 2 fi ek 35 RIS B2l 3 MR % 920 L /-,

BHiE RN BIETANADTDRIE (CkEE2BILIEE &) 21/ 5 16 K EOHAAT,
AED IZ X B AL A SZ T TV A ICLBb O T RIEN/HA L ChisnEE & Lz, AED OHH
FEEIZNZC, LCM % 100 mg/ A2 H#:0 52 iG L, 400 mg/ H ¥ TH&E L7, AED %
Wbk U (BRRETOHIKHZ &Y LCM #&hIZ AED O#iR s ), % DikiE LCM % HHIT 52
ML E#S U, LCM @ &ld 200 ~ 600 mg/ H O#PHCHHET L 7=,

R AR 201454 A5 2017 F 11 HICH T CHAENTERI N, 11 /iE»5 194
DIBENEEEI NI, 2D 19 AT N TELEOMN % & Uiz, LCM OV 5 (5
) 1£793.7 (458.1) HT, mAEHEGEN 400 mg/ HLLETH->7-BHIZ2ED 84% (16
%) Tholo HEFLZIILBEICRBELEY, BEAEOEERLIIRE VZTEETH -
7oo ERBFEHELIIFEHEDE N (52.6%) KOMEIR (42.1%) Th-7c, HEELDLDHIZK
BraadE L7cBEIE 24T, Wihd LCM HEMBIZES W T AED & OffAFICIFEitED £ 0
MRILL 7z, LCM BAIE S HICEERLIC X VRBREPIE LEER W - 1,

EEm o A O AED THEIN TWSORIFEHT 5 HAARATAD»ABFEIZ LCM O 200
~ 600 mg/ HZ A TEMMEES L& & DPRBEMEKR LT RIFCH - 12,

I EOFEIRFE BT 505, KB OBFICHL
TIEHL T A D A F (antiepileptic drug,

&

i

TAD AR, RO, B2 2R TRH
AET 2R PEDIIRE T, KM= 2 — o v D75
ST RS 2 EYEDFRIE (CADARIE) % E#
E L, TNICEHIESRRISBRERIER S ORRALFT W 2
2 Vo FEIFALAER > I & MR FEIFIT RIS N, B
DIIEDHEDE e CADABFITHT DR
TRICI3AMRHOIGER, HOERRERIBEEE, 7 bk v A

AED) Z#HWIHMRR L E 5, TFTIE,

B UWERET 2 & D HHl D AED 2331612 &
AZN, GEZHFEREICID TADADFEED
Y ha— L EBNRR SN TS Y, —T,

D AED % Of 9 235612 133 WM BERIZ T
BT H0LENRHY, YINEGHEIIHEAEL TG 5
LEbi, DFRESRLEE e BB RIFD T~

1) MSZATERE NENDRBEE RS #R T A A « MFEER 2 v Y —

2) BERREREERE CAN A VY —

3) 22—y —E— v N UMRASHHARAT = 2 — o o ¥ — & B
4) A=y —E—T v NSRRI 7 ) =T av 7 bxx DAV b
5) 22—y —E =V v /NUBRRESHBRATNNA A ) I ZHNA X RY T 4 2T 4 7 R



2 2

PR 56 % HF15 2019F1H)—

Table 1 sk —&
BEHR R SRR TBSRTT (LB AT
e tE bk ASE R AL ZE R AR e SRR Thvrht sy — WA #E
MSTATBGE A ENTRBERERE SR T A A - WRRER 2 v 5 — PR R FH A
PR AR 25 lES A P i A b fisa it LBt AR A —
PRI A R idtiiRst Rt 2 ) = v 2 fisd e R Hd g,
PRk APPRRAEIN 2 IR BR B R AimbE FPEE JITH i,
ALMR B RE A B I g7 o [l et SRt = 5K
WNTATBUE NENRBR RS 4 RERE Y — FE R R A
DEVA -G FE PR HhF ek
DERVACLSE S fisa it B e R
EHREAEA T VA v e a2 VP a BbHWIKZ Y=y 7 | It R Hha =
NTT # HABI 4R b fisd i S+ R L AEL
2018 7F- 2 A 28 HAF GRERE TmITIcIE-S <), B SIE,

N O — )UDVEE L 7z S CHAIREANOY) D B 2 %
Biatd 52 EXEE LN,

Z a4 3 K (lacosamide, LA'F, LCM) X#HH D
e %495 AED C, TEAAKRGEMET R A
F ¥ 2 ORRIRIEANEE L ZRAET 2 Z LI XD,
TADADFB T D = 2 — 0 v OB % )
SHELIEHZHTAHY LCM it 5 Lic & X
DAEWFEIFI R HRIZH 100% T, 1 H 2 B KERE
O#GCMmERREZERET S22 E0ERTH
%7, LCM % fthod AED EOfF Lz & & DFE =K
VEEMEIEB DS v 7 2GR THGEES N T
B0, HaRIEEET HTCADABEICHT S
DER#EEE L TEHANTIESEHI N T 5,
2019 4 2 A BlfE, LCMIZENTIZE 478y FogE
50 mg, 100 mg & L CIGEE T3 (2019 4 1
AIZRZ4 v my THIE TSR ORGSR TE KGR 27 B
o

X512, 1~2K 0 AED THEFOTCANAR
F % LCM O BAIH 51289 0 % 2 - s ik B (DL
T, SP902 idba) 0, HicicCArA Lz
TEEERNSE L LCM & AIVATE Y R
BIF (RARAR) & OHF S —EH G MR
(LAF, SP0993 b)) »3%EfE X, LCM O HAI#K
RO F M « ZeENFHT SN T 5 Y, BHN
Tld, PEHEEE L CTLCM ZHW 5 & & D&GR
D ERA 400 mg/ HEFREIN TS 2Y, ot
DB R R O B IS R & BB G- D i
m AL 600 mg/ HERET HZ EHYITHS
EEZBNEZ EN DB, SP0993 R B Clid LCM

200, 400 1% 600 mg/ H DA @M K O & 2D FF
fli X4, BRI TiE 200 ~ 600 mg/ H O & THEGR
ENTW5H, SP0993 iR IZIZ H AR ADEH & A
ANBNIA, BRIZET S EEZEOMA AN
RoNTW®, FHETREREER RSN,
D=, HARAEEIZ LCM 200 ~ 600 mg/ H %
HHICTRE®R G Lz & 2 0RO Z et T —
YOG HEME EHNE L, BIRICEEL
AHii 5 Z Ex HE LIStk FIEE S 3 M
bR FEh L7z,

A &

1) HABRTYA O RUHGEEEDEST

AT DR G5 13 2 g S 7] o FE B MR €, 2014
F4 A5 2017 F 11 HIZ» T CHAENO 11 i
RTCEmINI- (Table 1), aBROFEMIZEL Tl
AN v FE S KO Good Clinical Practice % 3 5F
U, &l oIl a2 B o CERMq MO FaiE
taxlToE b, dRicsihliceBEnro
B X HEBEIUG L,

2) MNREH

KL FIE (CkELBIERIEE &) & F
TH16 U EORBAANTADLAEEEL, HEYIZ
HEIRE N, rO+oIcf&ES Iz AED CTHFE R
ZZTCNBIZHEDL S TRIEDRD HNHGHEIC
KRBRANDOSINZAREE Uiz, 72720, 9 FIELL
NORERZHT HEERZORAELDHLEE, H
BVVIAGRER S INHT 12 » A RIS R M C A
AEFRREDOEED B 5 BHE IR0 B L,
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FREIZ, WEICLCM ZRA L7 ob 5 EE S
LB LT

3) HBAE

KRBRIZ 2 7 ) — = > 7 AR, FREIAR (I
fdl « AED BRG] « BAAFIREEVE IR B O 3 1)
THR X, HEEWHE%E 4 #E, AED #EmHE %
4~ 12 8], AR IR o HITE % 52 FHfHE,
BFFAAIAR 7 LCM O AL SE N CTRE I N
HETELK (Fig. Vo HMEMINZZ ) —= v
7 WARIH I B E O R M A fERE Lok, RIS
BT UCIRAFTDAED IZLCM #8352 & &
L7z WBRIICIILCM &L TH50mg =& ad 5
T4 a3 — MEEAW,
HEIFETIE LCM OBt &% 100 mg/ H (1
H2BENZo T kO Y ICEHEZROKE) &
L, 1T#BIZ 100 mg/ HIDHWETLZLI0L-C
B ABOYIHIZIE 400 mg/ HE D K12 L,
HEIRTE TR AED BERUHRICRAT L, DAL
TW5b AED O &% 4 ~ 12 #[E CE I i L
b EfiEdsZEE L, 7ok, LCM &
AED OOtHIZ X 5 BHEDOARFRE 85 FEMA
MBI %) 728, BEETOHIETIZ XY LCM DI
5 AED O ZbAthd 5 2 & &2k
7=o AED 25 OBEENTE T U 7= 15 13 B FE 4
(R AR S OB BRI A AR 11T L7z, AED #
it 30 ] e O B ) 8 v A RE) & 58 L C LCM O i &1

R T A v

200 ~ 600 mg/ H OHEIFHCHE L, BFFEIE O
2600 mg/ HARKMGTd > 72 BEDH 7= 1 36 MF
R B U2 A 1213k 600 mg/ HE CH&ET 5
ZEbk Ui, 72720, 8B EOHEEEI R KT
100 mg/ H & U7z,
BTN LCM O AL N AT CTHRB X
nasEcel, e mEZLanWEFIIHL T
12, WERAEAF I AED BinKk ' LCM O &
WL, SBRZET Lo, AFHTO LCM Hil#k
%a&%LMA Z K BIGHEM Y AT B BE I
X, B TIR, WTE (B L%y M) O

&5%%ﬁbto

4) BtREZLE L 7-FA

BRI Z B L C7 = WS A — kb (RHRER),
ERNRNY Y, ORI, K OE DOMAFBRAKGE
DFF e VB ORI EEIE L7c, X612, T
D BE TR E INEA O L EEIE LT,
TANABEICEGESNTWBEIENE, M4E
HEOWN XEORHIZKES Z & & L

5) FHEIEE

BE ORBEHEIREE, B A d 2 8 R R R,
AED B AR 4 BRI, AR I A
13 8MERE L, 2oz CRcE B & O
BRIC THFIC B okBEd A2 & & Lc (Fig. 1), B
DEBERFIZIX AED % &8 0F F 36 & O OF LI O
CHBEFRLROGEEZHET HEEHIT, N Y IV
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AV BIE Uz BRIRIAT L, M3 & M=)
el D& BlARE 2 b < 2 RBERHIC R L 72, X 51,
B IV EEREE D B I &ERBE £ TH %2 O FEIEREIR
CGBIFR R O BIERIE) Ziaba HEEICRLERT 5 2 &
E L, BERNECREEREIC HEEDREH A Z iR L 7=
bbb, 27— 7, #MEME AT
AED BEBUIRNICIZZ N2 1 197D 12 FFEOER
wELERT A L & BT, HFREE IR A 26 HEE
e CllE U7z,

KRB TIE LCM O ZANE Je OV 2 % 12 S5
L, BOMESEIRENZHEHE L7z, LD ERE
MEEE, AEFS, #dRhhcR2-cAERLK
VCHEBLAEERESE U, BOMORMEHEE 1L, #
FIEIARIZ @At LT 6 » AM KT 12 » ABEISIF
HERGMEF SN EEZEOES, BAFEFEHICE
ERG VIR AT Ozl a i35 £ T
DI & L7z,

6) HEtEEIT

VRN R BT LCM 28 1 [ B 53
e EEFR U, AEFRIICH HEREIREME
% (LL'F, MedDRA) version 16.1 % f \» T4 5t
L, #BE KRR OFEARGEN B EBI O5EE
HearHEB Lz, &6, FEFLOSHLCM &
OREBERPEETE e -2 bDEEIERA & LT
P, BEEL L RO 2 3 L7,

HRIWET — 7 IR IR L, BHEREEIEIC
HiELT6 » AKX 12 » HREIFIFH R MRS
NICEZORGZENT 5L E81, ZhZhoH
GO B%NEEXHEEZEL L, X612, HA
BREEHIE I FEEL LI EAT 75 D7D I R
k9% % T ORsfE] % Kaplan-Meier 72 % H €
WETHrZEE L,

# R

1) BEDAER

27 —= v 7T 20 % O B E D&
R L7z, 2 DORER, 1 A ISR 5Ehin iz
KRBRANDS IR &9, KD 19 Hx Ailbic
B Lic, BEPOHBRTETICESA X TOEREDON
K% Table 2 12”9, BRICEHEINT- 194IET
NCHEMHICBITL, Z09b2%I13AEFER
(WTNEIFEEDE W) 2B L7721 AED
BERE AR CalBR A Ik U7z, 2D 17 R HAIETE

PR 56 % HF15 2019F1H)—

Table2 MHEDMIR (LTI LEN, N=19)

BER (%)
B 19 (100
5 T H 12 (63.2)
RN 7 (36.8)
ComgRty | 3 (58
HERL 2 (10.5)
Eib=x (G 2 (10.5)
R 47 19 (100)
AED BB IBIRE 1141 19 (100)
BRI AT 6 17 (89.5)
oeemmRsETH | 13 (68.4)
BRI T 12 (63.2)
BFRE AR S T 6l 12 (63.2)

IR GGG ARS] + B BRI o T L, AR
FEHIE A 54 (BRAT5 34 KO E#E 2
%) nEBrEFI Uiz, ZofER, draduk Lc
DIFEFH 74 (36.8%) Ein-iz, 7xds, FHmHAM
ST LD 194 134 (68.4%), HEEFFHA
WEZz7 T LDl 124 (63.2%) T, Bk
WEHIZ 1 4 (FERED 23Erz il Uie, Bk
N9 BTN CaReEoirdg s U, S
WIRICBAT L2 17 22 HtE O % & L,
2) BEE=R
LEVEDT % & 725 19 %D FEE iy sIK T
% Table 3 1Z2/”7 9, BHDVFIHFHIL 39.2 (U
7 15.8) T, 65 LoEk#FIL 24 (10.5
%) Th-loo RSz bitad 5 E TICMHHLFIE
L7 AED #id, 0 #2334 (15.8%), 1 KI» 74
(36.8%), 2#/I236 4 (31.6%), 3#l, 4#IKXU9
giInznznilg 63%) E1~282x kb %
<, &kD68.4% (134) Th -7, Kbk
TR I I3 2 % AY AED T O HAIRE %% 17 T
7o FRBRBHLAI IR L T2 AED Ticb %20 -
DR HNVNTEE VT, 104 (52.6%) 2R
LTCWwiz,

DREH

AGABR D 2R G &R + AED BB + 3
FREE I+ EIMED 1285 LCM O FEE# G-
AR 793.7 (BEHEfR 72 458.1) HTHh -7z, F1o,
SR (B 2 & o PIffIc S X h -
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Table 3 BHIR (ZeMEMITGSEM, N=19)

BEE RN

Tl CPFIME = BEEERE ) (%) 39.2+15.8

Ty (BEB (%) > 18 ~ <65 17 (89.5)
=65 2 (10.5)

YR (BEBD (%) Bk 11 (57.9)
o 8 (42.1)

BMI CEHE + 2R ) (kg/m?) 23.8+4.3

RIS © CPfE + e R Z2) (4F) 13.8+13.1

TANARN (BEHR) (%) IR E 8 (42.1)
SR ELH 4 (21.1)
s+ EEF i 1 (5.3
Jid i A7 e 1 (5.3
Z Dt 2 (10.5)
I RAH 11 (57.9)

TAPAIERRE" (BEH (%) JRTEBHME T A Ao B OMERERE | 19 (100)
RE Bt 12 (63.2)
TR 7 (36.8)

TADAFEIERL S FE 00 TR FEAE 19 (100)

(B&HB) (O0) WA 5 Rl 14 (73.7)
BEHESS 7 781 16 (84.2)
TIRVEE R IRIE 16 (84.2)

AERBRIATTIZ A U 729l T Ad A 0 3 (15.8)

R0 %) 1-2 13 (68.4)
3+ 3 (15.8)

AERBAIAIR IC A 5 XN T BRI TCTANAIK? | IV E Vv 10 (52.6)

(BEB (%) SN aEr b)) A 5 (26.3)

a) N=18

b) CTAhA « TADAIEBERDE (ILAE, 1989)
c) CANATIEDIRIR « Bz (ILAE, 1981)

d) EEGIZEE

e) BRBAIAIEICOFA L T i CAD AR <

) 10%LL EDBEIRA LIhi TAH» AR

NI @M -7 HE) 13200 mg/ HA 1 4, 300
mg/ HAY2 %, 400 mg/ HAY9 %, 500 mg/ H A 2
%, 600 mg/ HAY5 4T, mMHG-&EH 400 mg/ H
BTh-7-BEDEEIL36.8% (7T4) Th-i,
ARERIIE A IC B L o B EF L O E R B KR
OHEAGEN DOFBUR I A Table 4 12779, 2HIKT
i, 9ATRXTCICHEERELIRD LN, BN
2 - To DIFZRE IR B TR R T84
THEERLT, ERGENTIIFEED Z VWA 10
% (52.6%), BRA 84 (42.1%) IZFEH BN,
BIFRIOIENICEFELRORIRN 245 &, HE

BNZ 2D > 7= DIXIFEIMED v (47.4%) K OMEAR
(15.8%) C, BABEIABIC D0 > 72 DX SRS
% (41.2%), FEhtkD 0 K OEIR (% 23.5%)
ff)of:o

R E IR B R OBARGE R OREIEF O FBUR I %
Table 5 12779, 2MHEICHE W CEITEHANRELL /-
DT 184 (94.7%) T, 24N EIZiRDHNE
TERNE, FEItED F VW94 (47.4%), HIRH 7
% (36.8%), lfEtEDF W44 (21.1%), i
N2t (105%) Th-7. 7ok, LCM D1 Hix
K5 5D 400 mg/ HE T - 72513 12/19 4
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Table 4 HHEFEROME (RIS OWIR, LEVEfirad 2 8H, N=19)

SRR HEAGE Y

FEIER (%)

TRTORERR \ 19 (100)

SHEPOBEEEZROAR Y

AR URHES 4 211
BELREEEL 4 (21.1)

E"E’%ﬁ% ,,,,, 10 (52.6)
325 2 (10.5)
R L 2 (10.5)
kil 2 (10.5)
L 2 (10.5)

RIRERS £ OH A AUE 10 (52.6)
SRR 3¢ 7 (36.8)
fvovzsy 2 (10.5)

f%E-:vE *Eﬁcﬁ(ﬂﬁ@ﬁﬁ’ﬁf‘ﬁ 5 <26.3)
£ 2 B 1 2 (10.5)

HERRE 15 (78.9)
TFEHPESD F 1 10 (52.6)
RIS 8 (42.1)
g 3 (15.8)
PRk 2 (10.5)
T2 3 (15.8)

EEHEFRICEBE LI-FEERONRY N=19)

AR 11 (7.9
FEPED 1 9 (47.4)
RIS 3 (15.8)

BRIFEIAEPICRRBLAAAEEROARY N=17)

Hh L URERE 3 (17.6)
(A0 1 3 (17.6)

BBES 9 (52.9
il 2 (11.8)
R 2 (11.8)

@%E:ﬁ&v%imﬁ 10 (58.8)
SRR TR 48 7 (41.2)
(7Y 2 (11.8)

e AR 9 (52.9)
TFEIPESD F 1 4 (23.5)
TR 4 (23.5)
i 2 (11.8)

BEE & URT 4 (23.5)
e 3 (17.6)

HEPEBRCHKRLI-AEERY N=298)

HERRE 2 (25.0)
S 2 (25.0)

a) MedDRA ver.16.1 DREAKRGEIZHE > THIHA

b) EAFENOHEHEFLE 2 AL LI LI b DDA ER U, wE IR HOIEIREB K
OHBHROENTE 1 HOAIZRB LA ERGE L EDI, Dk, EARGFENOFEER

DEEHE, M DEENRDOBORBERE B LW &b b,
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Table 5 FIfFFOME (2I0RI R OIARIGI, 22V 24 ], N=19)

YDy S RVE = -

| rmEs %)

TR TOENER |18 (047
LEBRROBIERDMER ¥
H¥ X O KikbEE 4 (21.1)
ComeEmES 4 QLY
izl 3 (15.8)
T 2 (10.5)
e AR R 15 (78.9)
B 9 U47.4)
AR 7 (36.8)
HEHEPICHRE L/-BWEROAR Y (N=19)

e AR R 11 (57.9)
o v 9 (47.4)
AR 3 (15.8)

HEIFEIERCRERLARERORR Y (N=17)

HE X O KkbEE 3 (17.6)

ComeEEmES 3(17.6)
PRERREE 7 (41.2)

e U 2 (11.8)
T 4 (23.5)

a) MedDRA ver.16.1 OIEAFEIZRE - THHE

b) FAREMOBIERIL 2 A EICEI L2 b DDHRER LA, WEIKRSHDOFRE
B OREIRDOETHTIT 1 H OB LIEIER b &dlz, i, EAENO
RIFBOGTHL, U T LWRENKIEORBEERE B LI End 5,

(500 mg/ HAY2 4, 600 mg/ HAY104) ThHU,
LCM 400 mg/ H i % ik R 38 B U 228 IE A,
MEEPED F A 3% (25.0%), MR 24 (16.7
%), HIMEREBIA « D78 « FEIPED Vo « JEH
%14 8.3%) Tho-Tz,
HEHRLZIZFEAEPRE VIHEFEETH - 1,
EEOFEERIIEEN1LIC1MERDON, &
T 2EERAERS L L bz, ks
B EEFELNRBLI-DIE 24T, WIndhy
BRI B £ W AVEBLL, AED BRI
RERAEFIE Uz, 1B 4 ROFET, FEikD
£V ORIBIFIE LCM £ 5-Bita1% 19 H B C, 3
BRFO A &13300mg/ HCThH -7z D 141346
O PMET, FBRFIE LCM £ 5-Bith1% 23 H H
T, BBOMEIZ400mg/ HTH -7, TN
DEHEDH LCM O 54 L& ICFEEIMED F Uik
L7

FEELSAEEZII24ICKEL, 14ICKEN1
1 2ICERIREE A 2 MRl S e, BT 19 7%
DT, LCM & 5-5tntk 177 HH (AL
A% 99 HH) 1238, ZBIFFOH &3 300 mg/
HTH -7 BEIEEIEEE T, LCM & ORFFRFR
W TBdEH Y | LRl X /-, Frfcliiid 2 HH
T, ICMOHEZZEEST L L HRkLi, &
kIR 38 KD MEC, 7o O NI IR A3 R
bNclcd, 2HOEERELE L TRY, HIEEL
HEEEC, LCM & ORFEREFRITWITN G (B
Ll ERHfiZ/z, LCM O &EIZZEE T, ARE
TCHBFEMiEERE L, RFREETH -7,

ek, WRIRMAAE, NAZIVY AV, 12FEL
B KR OEREIC LCM ICERT 2 & X 5N 5K
I BE BRI NI h > 1=,

4) H % *

BRI 12 » AL E LCM 23 % 5- X
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NIEEEZEIZIIBZThH-70 Z0OOHb, 6 4 AKX
U 12 » ABIRIEERI MR I N -BE TV IS
6 4T, FRIEMAE AL 46.2% (95% 15 HE XM :
19.2 ~74.9%) Tk -7 Fio, HARELAMBIC
BITLIE1THD5H, BHEREZOLDICHBRZ
I U BH AT, IR0z
I L7-BEIEX 34 (17.6%) Thoiz, HEAT
S X BEBRPIEIZ 115 HEH, 148 HH KO 177 H
HE, Wihd KRR G-5E 6 » A DA Catlard
1 U7, BREEIMIZE TS, §FEFELHH 0T
WFRAT I X DR IEIE 3B E VI 5T &
5, Kaplan-Meier 75 % W 723l i £ T
MOFREZREET A LI TE 572, 6 % 7
ARBR AT R 1T 81.3% (95% (5 HEIXH : 52.5 ~ 93.5
%) Td -7

% %

AED OHHRBFEZZ T CWDHAATCA» AR
FIZx 5, LCM 200 ~ 600 mg/ H O HFITE #E~
DY)V 2 B 2 D% ORI R O 2D
fizEHE L, FoEofHizaslk B E L%
MR skEIFE MRS 3 HEER (LIT, A3 =%
U7ze KEABRTIE, MA@ AED % LCM D H Al
BHIZY V2 AR, HERIE Y O LCM O
$ 5813 400 mg/ HA EOBEMFEA L (16/19
%) ThV, HEEME RO AED #ERIE % & &
LCM DO V¥E# 5 31HI% 2.17 FFCTh - 7=,

KRBRIZE T D LCM O BB RIFC, AEF
G DI KRR E L U7z O R ART I By
DEORRH LI 28DATH -7z HRAKOH
EABRATANALBE NS E LI-pEREED S v
7 LLIEGBRTY, 5 HRIEICE S EELT
L ED > IHERITIFEEDE N THY, LCM i
LRI ENWTHEGPIICE > 2AEFRLIELCM O
MEFFIM & TN, EIF T < BB L GEEI
MR MR O BRI ZNEN 7.4% K 0 2.9
%) ZENMEINTNWDS 7, KiBRTHIFEMED
F W ORBLE G IIEEIHE DE D 235 z)‘of\_\_ &
5, AED EOFH L 7es' 6 LCM ¥ ET 5
FEED T VORBLICEE T 52 &ﬂ%%f%é
F/2, LCM & F )7 AF v 2 )VBHER SO
LEHICIE, MREROEEFELN/HEZ 52 L bW
SNTENY, F MU TLF v RIVHEREEHT
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LA, ﬁﬁﬁmimﬁwfﬁ< HRRK AR R
DEEFZOBBUIERETRNEThH D,

AGRER D HAIREE I I BB G Em e - 1o E
ERELIIRBNIHE, FEHEDEOWRTHIRTH -
720 SP0993 kb CHilzic CAALZIEINE
FaHGEE LT LCM & H NS X E R ok 8
EOHAE G " HEREERR) EXT v TTAX
THAUTHY, H61 U3 D0 HEREEHE
L7z (LCM @ A & 1% 200, 400, 600 mg/ H), =F
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Long-term Efficacy and Safety of Conversion to Lacosamide Monotherapy
in Japanese Adults with Partial-onset Seizures:
A Multicenter, Open-label, Phase 3 Clinical Trial

Abstract

Objectives: We conducted a multicenter, open-label, phase 3 clinical trial with the primary objective
of assessing the long-term safety and tolerability of lacosamide (LCM) taken as monotherapy in
Japanese patients with seizures who were under the treatment with a single antiepileptic drug (AED).
Methods: We included Japanese patients aged at least 16 years who had partial-onset seizures with or
without secondary generalization despite the treatment with a single AED. LCM was orally
administered with the starting dose of 100 mg/day in addition to the background AED. The dose of
LCM was increased to 400 mg/day; thereafter, the concomitant AED was tapered and discontinued
(tapering may have been started during the LCM Titration Period by the investigator’s decision).
After discontinuing the concomitant AED, patients received LCM at least 52 weeks with the dose
range of 200 to 600 mg/day.

Results: This study was conducted between April 2014 and November 2017 in Japan. A total of 19
patients from 11 institutions were enrolled and included in the safety analysis. The overall mean
(standard deviation) study medication duration was 793.7 (458.1) days. The greatest proportion of
patients received modal doses of at least 400 mg/day (16 patients [84%]). All patients reported
treatment related adverse events (TEAEs), and the majority of TEAEs were mild or moderate in
intensity. The most common TEAEs were dizziness (52.6%) and somnolence (42.1%). Two patients
discontinued the study because of TEAEs. Both patients reported dizziness during the Titration Period
with the concomitant AED. No patients discontinued the study by TEAEs during the LCM
Monotherapy Period.

Conclusions: Long-term LCM monotherapy was well tolerated and safe with the dose range of 200 to
600 mg/day in Japanese adults who had partial-onset seizures despite the treatment with a single AED.






