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PRI, % 195 (50.65) 115 (49.15) 310 (50.08)
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R¥i 1N 1 1 (0.53) 0 ( 0.00) 1 (0.32)
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MR, PHE (BEREZE), F 2.41 ( 6.07) 1.12 ( 2.14) 1.90 ( 4.96)
FEVER 2, BAHEER > A 75 (19.48) 43 (18.38) 118 (19.06)
BER (%) HMES 50 8 (F 153 (39.74) 116 (49.57) 269 (43.46)
TR AT 186 (48.31) 123 (52.56) 309 (49.92)
Z Dt 15 ( 3.90) 6 ( 2.56) 21 ( 3.39)
TADAIRRA Y, B E 1 (0.26) 6 ( 2.56) 7 (1.13)
BEB (%) PPN 11 ( 2.86) 11 ( 4.70) 22 ( 3.55)
FAEMES 2 (0.52) 7 ( 2.99) 9 ( 1.45)
SHE M 35 (9.09 1 (0.43) 36 (5.82)
B g HELF 22 (5.71) 0 ( 0.00) 22 ( 3.55)
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N 162 (42.08) 197 (84.19) 359 (58.00)
B G- PRI E IR, 2 [a] /4 FER 276 (71.69) 133 (56.84) 409 (66.07)
BER (%) 2\ /4 L F 101 (26.23) 101 (43.16) 202 (32.63)
FNEE 8 (12.08) 0 ( 0.00) 8 (11.29)
A 0.25 0.25 0.25
D - R) (0.00-28.00) (0.00-168.00) (0.00-168.00)
1 B R5, 500 mg AT 73 (18.96) 147 (62.82) 220 (35.54)
BER (%) 500 mg #8 1000 mg LA T 240 (62.34) 69 (29.49) 309 (49.92)
1000 mg ## 2000 mg LA R 63 (16.36) 14 ( 5.98) 77 (12.44)
2000 mg i 3000 mg LA 9 (2.34) 4 (1.71) 13 ( 2.10)
T BEEERZE), mg 989.31 (455.33) 589.13 (411.96) 838.03 (480.13)
FiIF, el 352 (91.43) 97 (41.45) 449 (72.54)
BER (%) Ko4vay 7 29 ( 7.53) 119 (50.85) 148 (23.91)
BEAle KoA4vay 4 ( 1.04) 18 ( 7.69) 22 ( 3.55)
HOHE, 4 108 (28.05) 139 (59.40) 247 (39.90)
BER (%) H 277 (71.95) 95 (40.60) 372 (60.10)
KR &, Els 341 (88.57) 220 (94.02) 561 (90.63)
BEH (%) H 44 (11.43) 14 ( 5.98) 58 (9.37)
i 16 8 A i, E5 366 (95.06) 179 (76.50) 545 (88.05)
BEE (%) H 19 ( 4.94) 55 (23.50) 74 (11.95)
sk, i 294 (76.36) 233 (99.57) 527 (85.14)
BEE (%) H 91 (23.64) 1 (0.43) 92 (14.86)
R, Els 358 (92.99) 229 (97.86) 587 (94.83)
BEH (%) il 27 (7.01) 5 ( 2.14) 32 (1 5.17)
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JEHUIE 5 & OV RUE 1 (0.26)
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&) 27 2 ) RIfiE 1 (0.26)
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ﬁs?ﬁaﬁﬁ% 6 (1.56)
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TR AR 30 (7.79)
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FEED 3 (0.78)
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SR 2 (0.52)
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TR 24 (6.23)
H b 2 (0.52)
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I i A e o 3 (0.78)
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Bz 1 (0.26)
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—i% « LHEES X OGO OIRAE 4 (1.04)
PR 3 (0.78)
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i RAR AT 7 (1.82)
ffrf 7 L7 F R Ak — R 1 (0.26)
2 L7 = w8 1 (0.26)
M A FLER K R EE RGN 1 (0.26)
BoLVTFZ e 2T T VAR 2 (0.52)
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v- WY INET VAT 2T —EN 2 (0.52)
~~v b7 ) v MEAD 1 (0.26)
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2 il gtk 4 (1.71)
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ffﬁﬁﬁé?plsﬁ%i 22 (9.40)
D F 0 4 (1.71)
S 6 (2.56)
TR 15 ( 6.41)
R s 1 (0.43)
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JE e e 1 (0.43)
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R4 eRRAEEEONMFER CE MR R EM)

ARUGEE (BIED — P L HRNED
wEE | % % | K & | ® (b * (%) i il 959615 #PL ]
2k (n=479) 225 206 45 3 431 89.98 86.93 ~ 92.52
BADH (n=296) 121 147 26 2 268 90.54 86.62 ~ 93.62
INEDH (n=183) 104 59 19 1 163 89.07 83.63 ~ 93.20

T ER L (R 1. ZO/KE, CTA»A
DFFEF-H « B 5-FAIBIRF O FIELIB « 7 LIV ¥ —1k
BEOHME « 1 H PR 5ETH UM Cclix, 7
7 —FTEIOEIE AR BEI &I G EEDGE
HHNTz, 1 H PR S ETHT-Mircl, #5
QD IR I EEIE A BLEIG 03 S < 72 B 2GR
HHNTz, 1 H PR GEOERWEE CIEHE 5 HIE
HENmWHERICH Y, 1 HFEEEEE% 500 mg
AR, 500 mg # 1000 mg BAF, 1000 mg # 2000 mg
LAF, 2000 mg #3000 mg LA FCTH 7 & & D
Gk #E & 1X 2N 21 41.10%, 33.33%, 26.98
%, 33.33%Tdh -7z Fio, CTADADRIEFER
BRI TlE, FEAEFEEMEV I CEIE AR E &
m < R AHAEIZH Y, FIEFRAMENEE T
FHNKDEOMREREE I EIN S EIFH DI
BEIERE WIS > Too FIERIS, B 5BIGRESE
@@ﬁ@%%$%°7VW¥—ﬁ%5%%Tﬁ,h
TN HFESEOMERES, HBHEEC>EINDS
ﬂ@%%%ﬁbt%ﬁ%é#%m@mt@oto
INREX G E UCH 7 27— Tt % R L 7ok
B ((FFR2), Fln - KE - TA»ADRIEFH -
FIRLCo =t Cld, ¥ 7 27 ) — FEOEIEH
BE G A BAENRD BN, 125K 116
ARG DEBFE, REN 40 kg DL EDEBHE, FIEFH
DEWESE, SERIE IR L 7- B3 CRITE R R E &
MREh -l TNHOHERKE RO Z HL25 &,
40 kg A B, FIEER O m W EE K U8R O
A RA Lz BETIE 112 %0 E 16 ki) OR
FENEDLEENEONVEAICH > T2, T, 12 5%
LA b 16 ki o BECX < RN gITERIL [
RAEE | IZBEINLE8ERTH - 7,

4) HHMEDORITER

4)— 1 2MUEERE, FEOERBIRAD R K O FEIEH

RS
M AGEE ORGSR 2R 4 ITRT, A LD

Gt Lz & 2 OFHKIL 89.98% (431/479 %)
T >Tco BIFBIBHEVENEHRETH > 7-DIE
428 44 C, AR D VIEIL 82.69% (FHE (R 7=
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Safety and Efficacy of Oral Levetiracetam as
Monotherapy in Clinical Practice:

Post-marketing Surveillance in Adults and Children with Partial-onset Seizures

Abstract

Background and Objectives: Levetiracetam (LEV) is a second-generation antiepileptic drug. In
Japan, it has been on the market since February 2015 as monotherapy for patients with partial-onset
seizures. Accordingly, we conducted post-marketing surveillance to evaluate the safety and efficacy of
oral LEV as monotherapy in clinical practice (EP0075).

Methods: Eligible patients were adults (aged at least 16 years) and children (aged between 4 and 15
years) who had partial-onset seizures with or without secondary generalization and received LEV
treatment as monotherapy. LEV (E Keppra® 250 mg, E Keppra® 500 mg film-coated tablets and E
Keppra® dry syrup 50%) was orally administered according to the dosage specified in the package
insert. The observation period was 25 weeks.

Results: This surveillance was conducted between May 2015 and November 2017. A total of 619
patients (385 adults and 234 children) were included in the safety analysis. Overall, 87 patients
(14.05%) reported LEV-related adverse drug reactions (ADRs) and the proportions of patients with
ADRs were similar between adults (13.25%, 51 of 385 patients) and children (15.38%, 36 of 234
patients). The most frequently reported side effects were nervous system and psychiatric disorders.
No ADRs indicating new safety concerns were observed. A total of 479 patients were included in the
efficacy analysis and the improvement rate (proportion of patients whose symptoms were evaluated as
“markedly improved” or “improved” by the physician-rated global improvement scale) was 89.98%
(431 patients).

Conclusions: This post-marketing surveillance did not indicate new safety concerns associated with
LEV monotherapy in clinical practice. Results of the efficacy analysis were also favorable.

Key words: antiepileptic drug, levetiracetam, monotherapy, partial-onset seizures, post-marketing
surveillance
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