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HHN, ERHFRIFHB IUMIR (%24), FEED I 14) & EOMEREE T
Holzo 14 (200mg/H¥XG) BHEFLODKG 2L L7720, oMo B TIX
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WTIH® 720 OFMERIEO B 2D S do 72,
faam  EARBEELZ AT 5 HAANDRATAD»ABEITKH LT, BRVESHAIIHRE
AR OBHIMARERAE LTHHTH L EEZ NI,

T L oI
4

T A AN RN O AR e % e | 2 B 5
5T EIEoTHELLEROREET, &
OFAERNI M R (55 F61E, Sheln
(Zefl) Je0E", RIBARWIZMEICRIIS S,
TADPABFEORLE R DI TAD»AE
73T, RO E BICbz-
THEGT 00— THb, LarL, #Hk
RREE e TREE, EAkREL CHEEOIRE
WX, —BERIREIR OB AT L 7 B
WHEMED D B0 ZD XD BYEAITHTANA
OG- 2P 5 L, FIEOEALZHF N
D, RAIEOFIEY A7 7z 0§ 5 Helk
BHobHI LN, F—3HTORBHLGREE
REBTLIENLEIND . T L@
A0, RELIH & IER PG 3H) (FEgH 72 &)
DM AT AN TADPARDOHIEN LT h
Twh,

7)) =5 % % 2 (brivaracetam, BRV)
kYo FrofFEgc, Mo > 7
2N G 87 QAR AT 52 1S
Y oT, TADAFKMEZIHT 5" BRV &
O OF RS L O ZeEReRE i & L
EEORB I o CEHMES R TBY,
20224E5 A BIFE, BRVIZ, WRINEA, JlE,
F—=A LIV T REDEL TIZ4EDE, K
ECI3A%L A HU LD TA»ABE O
ATV 2 B R I VW B 2 L A9
BENTVD, 3512, KE, ABEBIVT
WYY F U TIEPHEREZ T TR, Bl
B LTOREE - R LI L T B, BRI
A B X USKEZ & TIEBRV OE:SH] & K2
ENTHBY, BRV OROPEG-A5—HEA9 12 R
o BB A0 & L TBRV
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DIFFHIAH SN TV 5B,

ENTIX, 2022451 HBAE, ot TA»
ABETIE T3 BRSO SRV 16D L
DENRIBFEIEL H T 2 BEITH T 5 BRV
PEREEEO AR & et %2 M 5 72
DO EEBRIEEVELAL T T & A5 T R
IeEGAER (EP0083 #B%, JapicCTI-173615,
NCT03083665) + & OFEH Mk ki 53k
B (EP0085 itl%, JapicCTI-173687, NCT
03250377) xFEhiFTH b, S 5IZ, BRVRE
CIHI AR & L CoERHI 0% ets &
OB % 54 5 720 0% ik LR I E MR
xR (EP0118#\B%, JapicCTI-184137, NCT
03685630) & FZhti L 720 AFuTld EPO118 7Rk
(DL, ARillr) ofRErHsd 5,

I M&E)k

1. HBT¥1>, REEEDES

AFRERIZ 2018 4 12 A ~2021 43 A2 T
EINO 7 EEFEHERCER S 7z, FERiICEEL T
X, "V FEHFEB LU Good Clinical Prac-
tice & 5T L, #5F MR FRAEE O R IR A2
Bah b EfRTHoRRZZIT 5L & 12,
KRS L 72 & BE D 5 3HF CTRHE LRI
L7
2. WREH

F QAT AR IR FEAE (A AUk i 1) 5 1 F)
VR ED) AT 516U EOHAANT,
EP0085 il 12 Bk S 11, BRV&RELHI OG-
VPR SN TEMI DL LAskaE L, ARBIC
ZIN$ % 4 AR 25 BRVAZRLDHB X Mo
MTAPAHEE —EDOHE: - HETRHLT
WETANABHE LIz 72721, 72 /N1
VEy—N, 7xz= b vE72EFTIIFY
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Ay ) ==y 7 SRR AR T
BRV #1151 BRV {4471 BRV #&L151"
woosn | w sn | w sm|wm sn | w su|w %

EP0085 ikl BRV 200mg/day % 7213 BRV 150mg/day ¥ 721 EP0085 itk

ESNITE e BRV 100mg/day % 7213 BRV 50mg/day ESTENITE X

g S 7 EP0085 skl (ARFBRICZINT 2 AT 4581H) & i — = g S N7

Day -1 Day 1 ‘ Day 2 ‘ Day 3 ‘ Day 4 ‘ Day 5 Day 6

BRV ! brivaracetam

a t REGETINCPTE O MZ B & O % =3 72 X EP008S BRI L, BRV AL Z IR L7ze A
Bradub s 254, B TMOMS - A2 Z1) 729 2 TEP008S sBRIC % L, BRV KELIHI % ik
M3HZ bl =B, BRVELFIORM 2 ikd 2 LEAH U2234121&, EP0085 skBk o) % fti 5t i

T o THREGREWIRT L2 & & L7

X1

ZHEHLCWAEAIIE, 12EME2 S —%
O - HETRHLTWS Z L 2R85n
DXL Lo FERIS, PRSI $
B[ BEVE D B % 3EH) F 7213 BRV O I H
LWEEEZTIZL) 25K (TVT TV T A4,
V77 Y VEORIIGTF 7 u— A PAS0FE
A ZRALTOR5A120, 4R S
—EOME-HETIRHLTwAsZ L L L7z,
EP0085 ikl ¢ 9 it L 72 T % Ak M 2 < A%
RERESEDON B (TI9=0T73I /7
VAT T—F - TANTE VBT IS
VAT TG—H - TNHY T A AT I —F
DT NHAIEHEME LR 265 % W2 5 B,
HHWVIZRE YV Ik EIRE B R S
B (Gilbert EMER 2 A0 254121, &
YV E U As#EfE FRO 1550 o BE))
EBRAE L 720 S 512, BRV DAL RAKZRHEAS
FHEINTWR B, #BFIIBRV OEHHFIA
Behsn-Rgod 5 8%, OEKPRICE
IRIMIZEFRZDO D 5 RHEFRD SN BH, 4T
IRFE 72T OLELBENT L2 L L L
3. #HEaE (X1)

RikBrix, A2V —=v 7l (Day-1), ik
BRG] (Day 1~5), B TH] (Day 6)
TR S, A2 == Z7Wh LT

REETHA ¥

WM - AT 35 F CHEFIZFEME
PERERILIC ARE L 720

A7) == 7B X ORERK TN,
EP0085 il (ARERERIC SIS % B AT 4 H )
L —H#E 50~200mg/H, 1H2m¥#LS)
O BRV fFEOHI G- 8 7z, sBRGHE (5
H#) 12i%, EP0085aER (ARFERICSMT
LHERT4EM) TR SN EOR 01 BB
EM—II% 5 L ITHHE SN 72 BRV 5]
V- ZO1TH2ME, FIRNICES- Sz, K
B O ANC I, BRV 2 10mg/mL O
JECEARTAEMRSML 2 L 7234 7L
Fa Avy, B E I 128012 10mg (ImL)
PRG-I ND LI RE LTz, KR53
biiz 2 LIERBIE L E M OERR L7z ST
Ao Gas LU G#HER, BT 5
FKFEFH B L O A & kG & L 75105
EIEEHI E DN F T RA 5 Y T4 G
BROBR" 12D THRE L2 RS
TEGTA 2 T 72 64T B O B 12 DT
FRAE L7z AR TINCHTE DM B X U
% 520 72 BB EP0085 sk BRIC R L, BRV
RORZRAHE L7z, AllRZ IS 26T
b, R THOMG - &% 213729 2T
EP0085 @RIz L, BRV&ROHIZRAT %
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Zrk L7z F72, BRVEIIHIONNZ ik
T2 MEHA U724 121, EP008S ik
FRFTHE > THGEZWIRT A2 L L
L7z

B, KBTI, LARFIEE A, B
BTN, BALF R AB IR LAV
LAOBHEEI L2, SRS DAL, AR
YOG RN H B &% 2 5h, EP0085 it
BBV TP SN TwZ bR
AR BV THFEBRICHFHEE L L7z,
4. BEIFH

ARERIR L, CTAPAREONE, HE
HLOHEMB LUNAL 7 VA v (ZERED
AAEIIE B X OHRFAED ZBHBIIL 72, <
A AR MEIE B A HEEICRSR L,
EHG OATHEIIH Y PR 2SS R (SR L 72
BEOBEIHE, FiCX 22288 X0 H®
DR WDV THE L7z, 72, 125
MOEREAZ7Y—= 78, 1HH, 5HH
BLORBMTINCESRT 2 & &b, R
ey (MERAT, A b meds, R
#1HEB LR TINCER L2, 25
2, WRFMEE A ) —= v B IO
AREBETIICHER L 720 2 oMz, BRViE
WHIZ G L7z L & oY B2 3G+ % H
BT, 1, 2, SHHOZhEhEGHIB L1
EH (§]) o¥5-Blah5 7 M &2 BREL,
M4k BRV IR EE & Il L7z,
HEFHSIZ, BRV & ORBEEBROA MEZH
b 5T, BRVOHGHGHRICEHEICA L
FTRTOUF LL RWEENITE GERE 72
IR LEE L. EEAAERRIE, A
ERHEDHL, 1) BICELDD, 2) Kavx
BHhTHo, 3) REDLDIZAETZIEA
BEIEOMEREZLEE T 50, 4) KN E
7o \LBEE e BEE - A RIS b0, 5) %
REF - BREREEZRT IO, owvwdhpy
WM THODEERK L, 2720, 1) ~5)
CHE U CEEEMICHEERIREE L s h 55
SLEELRAERZL LRI L L L
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5. ¥EMEITICEE 2\

1) HEEL T 2BHEHK

HEE L 3 2 BB FUIFHG T i 2 B 1054 &
L7z. 2hid, BTkt R L7
¢, BRVESHIOZR A% FH$ % D158
YL EZBERTHH, ARBRIE, FEWKR
DHBEREBRTH L 0D, LELRBENRE
FRTFIICE I LT,

2) AT

BRV EHFIAT WP P S -kl %
AT R4 (Safety Analysis Set),
LEEVERRAT O SRR 9 SEAM T RE 72 5648 ]
7 — & % R BnEIN A 3 2 s & AR
PEMAMT RS S 42 (Full Analysis Set), ¢4k
fERT SR O S B 1 LA O BRV {3417
e 515 OFFEAM T B 22 4 BRV i E 7 — 5 %
BT B W & BN REFRAT G 4E ) (Phar-
macokinetic Per Protocol Set) & €% L 7.
£ EH 513 Medical Dictionary for Regulatory
Activities (MedDRA) version 18.112%t- T
a— NEL, #ENKRSE B X OREARGERNNC
FEHBERB LOFHEEZHEN Lz, BRM
A, N4 Z VYA B IO2FELEXD
W5EfE 3 £ O BRV {EFHIP 511 2> 5 O % AL
DERMAT R AR L2 AR, X—=2
T4 Y (RRFA~OMAANFISHR), A7
) —= v 7B X ORERIGE I 0fE H O F1E
g % BB O LSRRI L 7. SR EhRE L,
IM4EH BRV 2 @ Cuosen B £ U8 Comin D BRI
FHEZ L. $RTOF—F1ESAS /3=
Va ro3x T L 72,

II & R

1. BEDOAR
RRBRIIZ10H DO BEBBINL, 209
LOLDRRERET L, RALAITHEES
D701 HHTRRBRZ Ik L7ze kB it
FHHED S OEKZBEFUIED b T, D4
Y, AR, BB RER T VT
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x=1 BAHHR
B =T X 55 N=10
SEIE (BEEAR ) 394 (159)
SR,
Py (PR 375 (23-72)
18 Bh 1= 65 i A BER (%) 9 (90.0)
657 L I BER (%) 1 (100)
el
B4 BEE (%) 6 (60.0)
7k BEH (%) 4 (400)
SPIME (LR ) 66.37 (20.55)
AT, kg
rrLfiE (RPH) 5765 (43.00-107.80)
) SEIME (REHEAR ) 162.87 (9.18)
&, cm
FroLfiE (HEPR) 161.00 (151.8-182.8)
i SEIME (B 2 2463 (5.50)
BMI, kg/m
FroLfiE (HEPR) 2242 (18.7-358)
185kg/m’ LA I 25kg/m’ i BEE (%) 7 (70.0)
25kg/m’ Pl I 30 kg/m’ il BEH (%) 1 (10.0)
30kg/m’ Lk F40kg/m” Al BEH (%) 2 (200)
SEIME (AR ) 237 (165)
T, 4
rRyLfiE (PR 216 (1-66)
e
AR ORI 55 1E) BEH (%) 8 (80.0)
R RR e (B 5 E) BEH (%) 9 (90.0)
AR D T ) o e R AT A o o
Sy BEB (%) 9 (900)
TAMAGH
SEMEMECT AP A BEH (%) 9 (90.0)
BRECTA»A BEH (%) 1 (10.0)

at FBAEMEB X ONTAD AR, Jf7iE (EP0083 % 7213 NO1358 k) BB Skl

DGR fifi O H) @2 He <

NH10%E R 72 2B, 1HHICEKEZ Pk
L7z BHITDWTIE, Ik F ToIYE)
Br—s2RHTHILE LT

2. BEE=
BEIOZOFRRNTER1IIRT, Hilo

WRIZBEME64 (600%), Zthd% (40.0%)
T, SEWOTILE (#PH) 12375 (23~72) &
THo720 102D 9 B 141265 D E
B THotzo TADADORRFH oYL (H
) 12216 (1~66) 4T -7
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INH 10 HEBRIGHEINOH L7290 T
Aﬁh%(ﬁ@%ﬁ)%ﬁZ&T?o%ot%
% DEEDVPH L TWDIEA VALY
VT, 6% (600%) AR L“Cb\f:o
3. "M

BRVEFANZ104IEG-Sh, #5250
BEBOWNRIZS0me/HA 14, 100mg/HB
X WM150mg/ H 23424, 200mg/H 25544 T
ol

BT S O ERLVFEI L - BE
364 (600%) THo7z (F3), bot
LKA O N-DITMEREET, BB X
IR 2% 24 (200%), ﬁﬁﬁbib%ﬂ%
(10.0%) (2D BNTze T OMITIE, WEIH:,
m%gﬂﬂuﬂﬁ,%mr,ﬂﬁﬁﬁf i
MR2s, MERK 14 (100%) IZRD BNz,
BHRLUI-AERHGDH L, HERNEEIZBRV
HEHH & DRRBERATE SNz, 65T 54
DEERFZIWELHEEIN, KI2140H
ERGIIPFET, BELHESNHLE
RO LN Do T,

BRI B X O8N A & 34 v D%AL,
7 B DA B L OHRESIRAE O FT A
&, BRMICEERZN=2 54 V9 bOZ%EAL

ERED BN h o 72,

LB, AEHLOLOICIHA TR 2 F
L7721 %0 BEIZIZ ZOOmg/ Hasteh- g,
1HBICHEM:, FEiED $v, BRI L
to&5¢tﬁ%l%i%$L 5B#%8 H

WCHEHEOWHRIEREINT 2D XD

Xh@ﬁ@Lﬁ%Z%tLttb,%m_
ORI ST, TNH3DOHLITE
EhAERR L L
4. F@hE

BRV O#LIHI A HEEHNCE) b B 2 7214,
S 2 SEERIB O8NS L AR 5
NrREIV R 72,

5. EYEIEE

1, 2, 5HHOFEGRIB L OG5k 5 5

DIMAEFHBRVIBEZ I GB2HICE LD, &4
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x2 PHHEO—E (EBHER)

PERHLT A A BEH (%)

HNVNTEYE v 6 (60.0)
s 3300
EET T 3300
PPV 3300
EEYE N 2 (2000
gezt4y | 1 100)
fese—t | 1100

WRT . BICitfko By, A7) —=v
M QA HOHEA) EBRVEDR % #5 L
TWwWb 729, 1HHOBOPRSFiE IR B2
P55 XN 72 BRV O ML i) 2 S LT
Wb, KEB L ORG-S L bosf

2 DD 5T, 100~150mg/ H o JH & P
T, 1HH &2 HHOHS R ORAT I ME X
FEETHo7 G0mg/HA G Iz EE
14070, BMFHZERL 2> -72),
72721, 200mg/H A5 S 7z % T,
HIEALDOFRIZH b 5F, 1 HHOHKSGH
EDIZH) D2HHOBGHIMEEL D R E 2>
oo B, BTGRP HST, 2HHDURE
@&%ﬁﬁi@&%%&&5\®mﬁ¢mw
REICIE—Eomn (RAF72013E8T)
DOHLNLD o7z,

Im* % u

Eﬁtﬁﬂﬁ(iﬁt%ﬁ@% EATEE

wt) AT 516U EOHANT, BRV
ﬁDﬂﬁ;ﬁ%@ﬁf@#h%%—%@ﬁ
¥ HETHHLTW A TAPARE 235
L LT, BRVOBROR 2 418 ) Bz
T2l ZOREMB L O EEMEFM L7z,
DR, BRV % 50~200mg/ H ® H = #ipH T
BRI G- L7- & SR B BT, 104
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®3 HEFROLEEHGR

HERZDOEBL 6 (60.0)
wmsAENRORE | 1 (100°
HERRIZX G0 1 (100)
R D58 6 (60.0)
T 0
HEFLOME, W RIENDS L OHAE

b 1 (100
| 1 (100)

—fE - AHBEES X OG- o R 1 (100)
s | 1 100)

iR B X O ARk R 1 (10.0)
wew | 1 (100)

e TR I 3 (30.0)
w0 | 2 (2000
T Hi 2 (200
FEED 1 (100)

R X UL R 1 (100)

""" 1 100)
2 (20.0)
””” 1 (100)
1 (100)

BEE (%)

a AEHZORERIEETEI R, o720, AFHLOEBITLD
AGI OERP LI E holzlzed, BELAERFRELTE

Fhansz,

b HMEMICE Y T =Ty AL ORBEHBRABETE W

LHE SN FERR
¢ : MedDRA version 18.1

hoZoBEHENPSHMORSG 25T L, AE
HLDODIZH G2 PIEL - BFI 1A TH -
2o 2O14IE, KEHETHS200mg/H%E
BhHEINLBETHY, AEFL (G, F
Btk v, HEiE) 0720l AR oER
WL B ofzz0, IS JIERE BER
HEHG L LT 728, o OfEROR
EIIEE T %L, TTARIIZHR L7,

T/, AREBETIE, BIC4Z0EBEH200mg/
HE#ES I N2, Rt Bk oE IR
OONLholze Laho T, RRERTIL,
C O MmO AR 2 A FEIR 2w
bDLEZ LN,

BB L7 EHGIEN, GIR, FEto
T o TMFGREEICSB I NS b ONS
o7z, TNHOHERITEL T I3
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x4 HGEHNOMBETT Y =T X5 NREOEAL

14 BRV il EB L U1 HIE G-I
AR ol BATEIE | o
n (ug/mL) | (ug/mL) (ug/mL) (mg/kg) | (ug/mL)(mg/kg)
CRMPZERE (%)) (min, max) CEMZERE (%)) (min, max)
BRV 50mg/day”
. BEEHT Con) | 1 NC. 0234 NC. 0.234

Day 58], #5# (Cow) | 2| 2894 (569) | 3100 (199,421) | 4044 ( 222) | 4093 (346,472)
BRV 150mg/day

Day 1], #5081 (Cous)”| 2| 1098 (342) | 1129 (087.139) | 0731 (123) | 0734 (0.67,0.80)
Day 18, #58 (Co) | 2| 6741 (119) | 6765 (620,733) | 4485 ( 92) | 4494 (420,479)
Day 281, #50 (Cow) | 2| 1119 (733) | 1242 (070,178) | 0745 ( 469) | 0782 (054, 102)
Day 281, #5% (Co) | 2| 5729 (30) | 5730 (561585 | 3811 (182) | 3842 (335,433
Day 591, #50 (Cow) | 2| 0972 (727) | 1077 (06L 151) | 0646 ( 463) | 0678 (047,088
Day 58, B ) | 2| 5730 (12) | 5730 (568,578) | 3812 (200) . 3849 (331,438)
BRV 200mg/day

Day 18], #5 (Couw)’| 5| 1008 (554) 0794 (062,217) | 0698 ( 694) | 0701 (0.34, 1.44)
Day 18, #58 (Cow) | 5| 3552 (237) 3190 (283,507) | 2461 (567) | 1831 (155, 448)
Day 201, #500 (Cow) | 4 | 0665 (434) | 0726 (042,096) | 0491 ( 844) | 0563 (024, 101)
Day 291, #5% (Co) | 4| 3814 (5L7) | 3865 (250,642) | 2820 (529) | 3125 (L44,458)
Day 581, #5000 (Cow) | 4 | 0663 (407) | 0682 (0.46,098) | 0490 ( 809) | 0567 (0:27,095)
Day 58, B Cu) | 4| 4529 (783) | 5725 (165,782) | 3319 (1050) . 4492 (095, 660)

BRYV : brivaracetam, CHmin :

maximum, min : minimum, N.C. ! not calculated
a:50mg/HaS5 L-BERIZDOATH 22 ehs, BMFHME (ZERE%) dEHLTBELT, &
JAEOMNIZ 474 EE OFIEEZ R T,
b:Day 1OHi H £ TIIBRVZEDA % #5 L CTWw5b729, Day 10O SRl e IOk Sh
BRV DIl HE R %2 S L T %,

(1194)

plasma concentrations at 5 minutes, Cuoen © plasma trough concentration, max :
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BIGIEE AT HTAPABREZ NS E L
BRV 41 # 0 i/ R B T8, FEBIHE
e o Tz P OFERR L LTHE S
NTwbd, 3512, TNHOFLIEIBRVEN
F 2R BRRE TOHEShTVWS D
DTHY, Hl-hBZeW LoBaE R ET 5
LDTIE Dol ZD28, BRV OFRFH
EISHIOREET T 7 A VIFKRE SRR
LhwkEz b, 72721, EHHFITIE, #E
SHBAALBE, MR%E, SIR%E, MEKE V-
TeHHE A D ERZITHRE DL ETH 5,

AR L T, ARRBEBRV HESH &
PG L7zthm s H &, 8%
BOL 2 eh s, MBI R OB IZE
BEEETHHOD, BRV OFEIHID & FEHH
WA B EICE - TIHD ) DFAEN
WS 023 U, BIEDEALZ H
HLEBHAEDI VR,

Y EHRE O MM T, BRV 150mg/HLLF
OMBEHBCIXIHH L 2HBOMEEF N5 7
BEEE (B5RE) OFMEHMIZFEFARE TS
D, BOKO—EmE2HG LLEDNT 7
BEEE, AN BRI HA TOHHERES
NBLTEIRENT BERAZNRE LT
FATRER T, BROFB X ARG RO
AUC O Wi 5 R FIP G- KD N A F 7 <A
ST AIZIFIE100% TH Y, FHHIP G
DO BRV 38 B [ 2 ORF# % 3 5
Lz LMEELONLZ EHSYY, I
WRNGRFETHORBRE LD L EZ N5,

%3, BRV 200mg/HA G- 372 &D
Mg~ 7 7 REORGHHEIZ1HHOIZ)
A2HB L HRRE D o7z, RIIIRE Lo
7275, BRV 200mg/H D 5-Fit4 H 12 A %
FEPFEIL, 1HTHRGE2HIEL1ADR
ZHO1HHOPSHifEIX 217 ug/mL &, 200mg/
HA G- S N5 4D TR RDEEZRL T
720 1HHOBM I oM EENT
Wa A, 2HHOPHEIIELFEEE DT —
YNREENTHELT, KRH4%4TIEIHHE2

HHO®EGEEAEFEETH 720 ThHDOZ
Enn, ZO1ADH IR MHE O H WL

ISR BE RIZ L7200 &I L7z,

BB, KRBTV K O ORI
Th, T, WRELLBHAENI10%EDR
o lztzd, EHHIOFEM %R 4 @7n77
AN ZHERT HDIZREETDH - 720 KIC
%%®&5%@#5H%kﬂ#ott@,l
DEMICKRG L- 20Re i+ s 2
LIXTE Lol T REBIIWEEHED
HTWRERTH D Z s, AMMEOREREOM
ﬂ FEEPLETH S,

9 L7z BRYIEE R 7«%1&6%@@
FHIRNE G- D2 MR & L 2 DT RIE
HHNT, FRIEDORIIZ S MEIX R »ro72
Z Eh 5, BRVIEEHNIFREDH oM 2K
B LCTHHAEEZ b,

i

| 4

%aﬁ)%ﬁh}ﬂVﬁDﬂhlU@@ﬁf
AASEE —EOME - HETHHLTWw5
HARARATAPABZZR G E LT, BRV
DOFEITH] (50~200mg/H) % FEHHNEI Y B
ZIAER, BRVEFHAOZEMEIIRIFCT, B
7o B FOBREERET 2T IZEED 5
Niehodze Fiz, ROFGRICHEFES LT
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Abstract

Objective : To evaluate the safety and tolerability of intravenous (iv) brivaracetam
(BRV), we conducted an open-label clinical trial EP0118 (JapicCTI-184137).

Methods : Japanese patients aged 16 years or older who had focal-onset seizures
(with or without focal to bilateral tonic-clonic seizures) were eligible for the study, if
they participated in an open-label extension study of the oral formulation of BRV
(EP0085) for at least 8 weeks and if they received a stable dosage of oral BRV (50 to
200mg/day) and concomitant anti-seizure medications for at least 4 weeks before entry.
Patients received iv BRV in the morning and evening during the treatment period of
5 days. The daily dose of iv BRV was the same as the dose of oral BRV that patients
had received during the previous 4 weeks.

Results : Ten patients were enrolled and received iv BRV. Of these, 6 patients ex-
perienced at least one treatment emergent adverse event (TEAE). The most common
TEAEs were nervous system disorders such as headache (2), somnolence (2), and
dizziness (1). One patient who received 200mg/day discontinued the treatment be-
cause of TEAEs, but iv BRV was well tolerated in the rest of 9 patients. In the efficacy
assessments, there was no apparent change in seizure frequency during the treatment
period of iv BRV compared to that in the baseline period in which oral BRV was ad-
ministered.

Conclusions : The study results indicate that iv BRV is a well tolerated short-term

replacement of oral BRV for adult Japanese patients with focal-onset seizures.
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