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(>100 mg/dL and <126 mg/dL to Placebo 0/1 0
>126 mg/dL) o OTSUKA ABILIFY 0/11 0
i BE
Placebo 0/4 0

TEF /DA B I e L 5 B e h PR R B S 0F A > fE12/885 LLOTSUKA ABILIFY )& 2
T N HC SV 25 22 HE IRE (L (+2.4 mg/dL(n=81)) F1 DL RE WG 2 9| A V-39 22 BE (i 528 (L (+0.1
mg/dL(n=15))if fiEZHE 7= 52 -

MmAERE

IR e SE Y AR IIR A B E R MR RE -

LAOTSUKA ABILIFY B¢ B EFRAVR A » 522508/ IR 22 R AUHE (SR - 22H8 —Fe HliAs ~ Z2RR(K
FE RS (1 (LDLs) 2 22 f8 /322 8 = 2 S H5 45 11 (HDLs) HH 1 {8 2 BB PR 0 2 IR AL
LB - FERISH R RS 2 5 - B ey B BT 2/ V1218802478 » (B2 [RmE A Br#/ D -

BN

RTER EEAREH GO BB RIE F M B 2 2R RE I s — A FealEa 2 il R A IMAEE L2
LB - EFmaepEE iR (& OF 1 TR0 F B KRB rE021~25K) - 2218 =FEHHAE (& OF (5
FEBERE(PAIE)42K) - ZHEREEREE DR ERR (S 08 (el » FEE RE(PrE)39~45K - (HZ2
HERE SRS 2R IR BB B E IR < 2RI R B R (P 80 24 KERAN) - DU S & EREE
HEER (& HFOEENES © SRR RE(F I E) 40~42°K) -

R7: DBRARANETZ ZRRHRE— o BRmiE 2B 81t

SEREAR R n/N %

L s [ OTSUKA ABILIFY 34/1357 25
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IEEF RS

Placebo 27/973 2.8
(<200 mg/dL to >240 mg/dL)
e j—y N =
ZEHE =R H s OTSUKA ABILIFY 40/539 7.4
FEEIRS
(<150 mg/dL to >200 mg/dL) Placebo 30/431 7.0
Ua~4 v =3
ZE R B e 2B 1 OTSUKA ABILIFY 2/332 0.6
FEIRS
(<100 mg/dL to >160 mg/dL) Placebo 2/268 0.7
EEEREE A EE R OTSUKA ABILIFY 121/1066 11.4
FHEIFHRK
(>40 mg/dL to < 40mg/dL) Placebo 99/794 12.5

FERRNIR AN —a Bt > F55 1208 R EE240E0% » AFS b I ([ 8k = is) A A B

BIAE JE B 4H A 22 RS20 o S B 25 72 52 0 (R 58 1278 0F - JHAE B EE (22 8 /3E 25 HE) Ry 1/71(1.4%)
vs.3/74(4.1%) ; 22RE = FE H HAS F8/62(12.9%) vs.5/37(13.5%) ; 22 RE (25 B 28 1 [E1 1 £50/34(0%)
vs.1/25(4.0%) ; AT 552480 - FEHEEIBE(ZEHE/FE2ERE) Ry 1/42 (2.4%) vs.3/37(8.1%) 5 ZEHE —BE H A
B55/34(14.7%) vs.5/20(25%) & 22 B8R FE BS TR 14 BE I B50/22(0%) vs.1/18(5.6%) ©

e SRR AR E WA {18 2 R A B 2 i Bl s P Y B B R R A = AE S8 (LAY EL B (B 64
WE IR (22 RE/IRZEHR) ~ ZEHE =B HOMAE - 2R RS AR E CIEE R &= AR E L HEE R  JEER
(P ) B42K)

%8 DEBER/ R AETZ AR R R T A2 B 81

JEEELH A n/N %
il Rl OTSUKA ABILIFY 3/139 22
FEERES
(<200 mg/dL to >240 mg/dL) Placebo 7135 >2
ZeRE =R HHAs OTSUKA ABILIFY 14/145 9.7
EEIRES
(<150 mg/dL to =200 mg/dL) Placebo o147 +
a4 )
ZE (K E I R OTSUKA ABILIFY 0/54 0
FE I RE
(<100 mg/dL to=160 mg/dL) Placebo 073 0
HE R R EE R OTSUKA ABILIFY 17/318 5.3
EHE 2R
(>40 mg/dL to < 40mg/dL) Placebo 10/286 3
S E AP
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ROBUR R RTE 25 VA AN (13~1755%) 5 et MR8 5 B A\ (10~17RR) I A2 BRI ER B - HEHE
5 2R v 2 T i 5 S S e (5 O 18 2 TR R S Bl - BB R (8 Fod2~43K) - ZEHE = H
JHHRE O A 8 22 R BB > BB R BT L8 Fpd2~44°K -

®9:UERRHEN SRR E RERE DR AN ETZ ZRERHRE—GREBRT M 2E L
kb

JEPRAH A n/N %
%
HEHEE R OTSUKA ABILIFY 3/220 1.4
FHEIRS
(<170 mg/dL to >200 mg/dL) Placebo 0/116 0
Jeig — SHHEE
ZERE =Bt e OTSUKA ABILIFY 7/187 3.7
FHEE RS
(<150 mg/dL to >200 mg/dL) Placebo 4/85 4.7
S EREE N EERE OTSUKA ABILIFY 27/236 11.4
FHE R

Placebo 22/109 20.2
(>40 mg/dL to <40mg/dL)

TR IER DA AR B R R S B N IRt ia - 7R 1228 R 5524480 - I AEE (b
(TEIEH EE R A B AN EEC BT e A 22 R4 P i 22 52 - (E5R 122005 » AEHE &S
(ZERE/FEZZHE) Fy0/57(0%) vs. 0/15(0%) 5 ZZHE = HHIAE F52/72(2.8%) vs. 1/14(7.1%) ; AL 5241 »
KR [E s (22 B8 /9 E 22 HE) B50/36 (0%) vs. 0/12(0%) 5 2208 =& H HAS B 1/47(2.1%) vs. 1/10(10%)

RI0FURAH R 2 R e oh B PATE PR B A S 2 S 5 7Y S B A (6~175%) oz B /922
HE WA BRI IS S 22 R = g H O AE (BB RB(T AL BOS6 X)) s B LR E O HEERE (BB RE(T L
#055~56R) 2 AL -

R10: DIEBRRE R ER AN ET 2 RS RSB miE 2B 8t

JERREH A n/N %
“ElRIER OTSUKA ABILIFY 1/95 1.1
EE R
(<170 mg/dL to >200 mg/dL) Placebo 0/34 0
TepE— HEE
ZHR =B H AR OTSUKA ABILIFY 0/75 0
EE RS
(<150 mg/dL to >200 mg/dL) Placebo 0/30 0
=) =3
e e R OTSUKA ABILIFY 9/107 8.4
B FfmE
(=40 mg/dL to < 40mg/dL) Placebo 5/49 10.2

TR E W {18 22 e 3 et U o 223 ERUE 2 S B A (6~ 18 k) Fo 2 R /5 2 R GRS [T B 2= R
= H HAR(FEERB(T RS TR) m# LR AR (EEARE(T RS TR ZEL -

12




R DRREERERAETZ 2R RERTmES B 8t

Ny Azhalll n/N %
KR [ s OTSUKA ABILIFY 1/85 1.2
FEIRS
(<170 mg/dL to >200 mg/dL) Placebo 0/46 0
ZehE =g H HpS OTSUKA ABILIFY 5/94 5.3
FEIRS
(<150 mg/dL to >200 mg/dL) Placebo 2/55 3.6
SR EREEAEERE OTSUKA ABILIFY 4/108 3.7
EH R
(>40 mg/dL to <40 mg/dL) Placebo 2/67 3.0
RSN

{5 FA B AR R s B2 e it i RS B R T o FEag (o F L S TR e RE

A

TR E B EZ B IR E e - TES R TE KRR R A - FE R (P
FO)B21~25K o RS E S EFOTSUKA ABILIFY 412 +0.3 0 T (N=1673) » ZZRIHE4H Z-0.1 0 T
(N=1100) - fE24780F - {EFLLARENTFI9REESE FEOTSUKA ABILIFY4H/E- 1.5 T (N=73) -~ ZF
FIZHE-0.20 T (N=46) o

FEHEET G FHOTSUKA ABILIFY/E Bt G rvatEd - i AL 8 BRIEERIaE - RiE
FiiI_OTSUKA ABILIFY S22 I 4 48 A9 67 » “HRS B 88 {EFOTSUKA ABILIFY4H /& +1. 74T
(N=347) > T2 EFEIAHRIE+0.4/8 T (N=330) -

F2BUNIE S TEA RV EFERE T 8 FJOTSUKA ABILIFY S22 IR - B A% A e S 3G hn>7%m bk
il -

F12: FLEBIHRARTRNARARBERYID >7%HIELH]

\ . WA

HESE SERRAH A N
n (%)
e OTSUKA ABILIFY 852 69 (8.1
B 6L
BEEE B[] Placebo 379 12 (3.2)
>7% OTSUKA ABILIFY 719 16 (2.2
’ R 22
Placebo 598 16 (2.7)
. OTSUKA ABILIFY 347 18 (5.2)

E:C ghal by

~ Placebo 330 2 (0.6)

" A4-6EEFEAR. T 3EARHAR. T o AR AR,

STEEE DI

Ty 2416 2 R el o AR SR SRR E 2 B /D AR (13~175580) B i 1 152 A8 S B (10~17 5 HY
AESEE - REERE(TIED42~43K - IR EE{EAEOTSUKA ABILIFY&H Ry +1.6 2% fT(N=381) »
LRI Fot0.3 28 T (N=187) » FE243ls > e FL SR EAY PRGBS (L IEOTSUKA ABILIFY4H /5 +5.8 2%
Jr(N=62) » 2RI R+ 1.4 8T (N=13) »

LU BAVERR AR IS 2 S 5 A SR BE (6~ 17 k) ST T Y R {8 R S 22 RO B S ol B > e B8 R B (h iz
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H)56°K RS EELEOTSUKA ABILIFY4H Fy+1.6/3 T (N=209) » [ & BI4H Fs+0.4 2 T (N=98) -

DA% BIE I A (6~1855%) #E T THY W (B A HA 2 BT BB - 2B RE(F AL DS TR » e EE(L
FOTSUKA ABILIFY4H f+1.50 T (n=105) » 12240 B +0.4 0 T ©

RISHUNME S A FAVEELE (2 OTSUKA ABILIFY 8027 RIFIRY - Sl B K /AR A Re B3
>T%HH 3L -

RI3AELZHFHRERT REREVERABEEN =7%KEES

, . RAB
T FESE JEREH R N
n (%)
OTSUKAABILIFY 381 20 (5.2
L T L 62)
BB 7% Placebo 187 3(1.6)
= \ . OTSUKAABILIFY 209 55 (26.3)
HEAMEEEE SR E &
Placebo 98 7(7.1)
o OTSUKAABILIFY 105 21 (20.0)
A IE
Placebo 66 5(7.6)

" 4-6UE G, T S AR, * 8- 10 AR HAR.

—IFAN A K B WA {8 22 B I el BB R PE T DA A (13~175%) S B At 2 £ S B A
(10~1755) AIBE T R ER T > 73.2% (238/325)f A 5226 JOTSUKA ABILIFY &4 - &261H15H
32.8%J8 NASEEIE I1=7% » FEEIR AL IE T A RAVEES « &IEH A& RAIE - I HEL# S - MR
{EAFEIZE - Z{EEE<0. 5{EFEE (R 2= (SD) Il B~ BLERIR F#E B - 26081% » Z{E 3985 50.09
{EEAEfR2=(SD) -

—TEAN A K B W {5 B 2 A Tk B . B PR MR R AR IS 2 =i 2 2 Bl B (6~ 17 3% BV Bl i MR Bk
Earh > 60.3% (199/330)525—FEAJOTSUKA ABILIFY A% - BriBimoE H Gy A Lo s s
{bZ Z{E20.26{EE4E (R Z(SD) -

BESZEREI SR A - TES e H A SR NG ST (S LS T A R B I -
5.1.7 JRRRMEREAIEANRE YRR T R

Btk zimmEpI - G5 R Haripiprazolef i A\ S& AR UHEE) - F5 R/ R AT s e
By - HAtmaosRR R saaVEay &g - Gfh « ssaEMETE) - ssatEigY) - seiavhak e ol ak s
B~ A EE R EGRIETERTT Ry o N Ry N rTREEEME RIS T AT Iy > e 7 B ERT Bl 2RSS
AECHIEE TR > R fHaripiprazolefiif » w]AE LB 0 B SOINERT A RE i) ~ stsa PR @) - o
BYEREY) - AR EEGROMEER - SEMAEE) - TR EEEIIERIRVER - nIRe iR
PIRARE - FEEZEA > WIERE  ELEEER AR ESIEER EGE L - EREREELROME
AT Ry > AIREEEA ARSI AR - 0k A 3RS A H & E) - 5 SR RE R 2=

% -

5.1.8 HIrM(EimER

OTSUKA ABILIFY A EE 5 [# B MRIMER - SRR A TAEAuE IR REZREETUERD
SE o AT R T BE st Es o > (d P CIFROTSUKA ABILIFY &% B AJE A (n=2467) 5119 B 17 M
Bt BRAH BRI 38 AR 22 (OTSUKA ABILIFY4H 35 AR 22 > 2R AIAH 38 AR 22) 7o il Ry BT MR R BR (1% -

0.3%) ~ ZEVEENZ(0.5% > 0.3%) ~ DL E%(0.5% > 0.4%) ; 7E{HFH CIHROTSUKA ABILIFY &% 1Y6
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2 185EHY S B A (n=732) 1 73 7l By B I KU ER (0.5% - 0%) ~ ZEE4MEEHZ (0.4 % » 0%) ~ DAS &K
(0.2 % » 0%) -

OTSUKA ABILIFY 4H A2 iy fm JBA H 3R B2 B VT MR B b CE 28 R VLA A I E BN A HIME AR LR - Utk
FEFFRS20Z KR AT » ELOBRZRZRFHE>25 bpm) a4z 21 LA R 4H AR ELl Il S F (o] 5 BRI 2= 2
(OTSUKA ABILIFY&H# A2 » 2 RIsH 3 £ %) © fE(E A CAROTSUKA ABILIFY EREHIE AR A
o E5(4% > 2%) - FEEF I AROTSUKA ABILIFY &6 2 18555 1Y 51 295 A1 55(0.4% > 1%) -

OTSUKA ABILIFY JEZ F LR LA EAER NLpm 2 A DI E RO AUEZE ~ B
PR ~ ORERIE SR ERE 25 - IS E RN - SE g N AL R BRI PR K
MBI > U IR R MR SRR B RR) - (2 Z T EH(7.1)]

5.1.9 B

DUHTHREEY) - tUFROTSUKA ABILIFY » BIREAEARIEE « ELVLIE(RIER - SEEHAIREE IR - &L
BRI R BB TR 3% A g T e AR 6 - B B AT RENIEE S F AT ~ IR EREEIR T A > FERE YA
DU P SRR R RS TURE p  E RHTR S - 7R 2 S Pk A A -

5.1.10 Him#KE) ~ B mERE D ~ Rt A MmBRER = E

FERGE PREABR A/ 2 b iR ER - EriRe I B P TR R 2271 (ELFEOTSUKA ABILIFY)SREAN H Bk
Tk D RIE ik B BRI BRGSO B R e o M B IBRER = A G AR S A

H BRI DRI i (3 i Ek sk #Y AT RERY e b DN 22 B0 A5 AR AR A IMBR (WBC) B8 g 1 5

I ER(ANC)BAIEE 5 Ay H I ERIE DA i 5 Bkt DRI SE - & &0A Im ke R_EREE Y
ER(WBC)EE/ANCECEE i i Y (1 IR DRI o4 kel D 9 AAE B da i 9 B 2% (E A .24
R BN =M BRETE(CBO) © A2/ 5 HMHRNZ T - B EEEHY A MER(WBC) B
F BRI - [EZ S EFEHOTSUKA ABILIFY -

WA R EBERY B MmBKRC DA/ N Ot B S B sl A IR BUEEEOE - 5 A B A EIRE =

Je - ILRLERE A H B E OIS Tt R E D (T I I ERAE B 8 < 1000/mm’) - 202 1EE
OTSUKA ABILIFY ffii HL 12§t WBC B FI %15 -

5.1.11 EEaE{ERREE

R ~ B EATEAER T - AR L BRI R A S AR TERMEZ AR IR A LR
OTSUKA ABILIFY50.1% (3/2467) » fEFLEIR A (62 185%) H0.1% (1/732) -

YNE EA TS 1 EY7) - (EFJOTSUKA ABILIFY If 501 T A RN SE Y A\ B2 il A (B 5%
TERMEAVARDE © 655K 2 LA EIRET - AIRELLRE Zy 3t AL R (AT BT -

5.1.12 FRAI R IEBRE JIZRAT AT RENE

I ERTUE R EEY)—fk - OTSUKA ABILIFY trlgE &R HIET - EE8EEFIHIRES] - 40 -
FERTEAAY A IR o > RS R (B SR SR R AV R AT N (OTSUKA ABILIFY#H SR A4 5 »
LRI AER) AR FH LI IROTSUKA ABILIFYISRRHIR AR A (n=2467) 41 F5(11% > 6%) > {£6%
175 S E R A (n=611) 1 F5(24% > 6%) - 140 FRRYZE IR E S T - (N RIS (B G sHAT) IR 52
MEZUF S AL TR A CIIROTSUKA ABILIFY R HIR AR A H £50.3% (8/2467) » 1£ 5 &
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i A (62 1855%) F1 553% (20/732) -

e 2RI EE R 35 AR R LR B AH EEER A SR WA K - (B S 5i0m AN R E e bt
R(EFESRE) - EEIMFIE S EE [ FIOTSUKA ABILIFY SRR & St Pl pk R B2 B 1l o
5.1.13 B EEEN

DURE i S8V e R B A BHIR 588 B B IR (% DERHTRE T » ISR %z JFOTSUKA ABILIFY 45 H]

RERR Y S S HE LD TE Z S GELNEIZ S - BRFR M AVIRET - FIRH IR A da ey
S5Y) > NEBEGORREA - EETHEERE [2ZF/F/H 1+ RAEB.3)] -

51.14 B3

TR E A ~ SRS R EEEA - FAR e e e BAEE - Sakien A\ e 2 i
PEZ RN E IRV G © i /7 NEIERJOTSUKA ABILIFY - 3 HESH N EVIRIRE > LUK
VRSB R 2 ZFIFH T RIHE (8.28.3)] -

5.1.15 ZgpR &

FIEGE BANSEE > CAIELHUE R EEY)(EFEOTSUKA ABILIFY) Z (AR © T A PR R B
IR Z I AVERAISEA Hrale B B 2R R BERTR A © 12 AT RESR AR AR 3R
Hy A& I - OTSUKA ABILIFY B AN GUHE (N S5V R R F [ 2 2 B R FEFIR(GB. L) K
AN RAE8.3)] -

5.2 SEY%H AR M
5.2.1 EfEEy,

OTSUKA ABILIFY (aripiprazole)sii A #ilgE b, -

5.2.2 E:H

A AEE S ETOTSUKA ABILIFYE FH BT REM: ~ T2 M: ~ S B (a1 T S 4R M0 5E - IR -
a0 R SR AT A\ TE 3% 2 AT A S AL 0 [FIRE L EE U 225 B B S 5k A o A
OTSUKA ABILIFYHYERS(BIA0 - itz A FIE > S=oREEYIT By) »

5.2.3 f{HEME

FER T 5 RETHY AR AT FE T - 2RRE LR - MBI EIRENEIR - MEAERREER T > RA R
IREOREEYI T I ER B sl I F R A S8y - T BRI EHARIVER > A ase AT
A& P HE AL E A8 Btk - mTRE R AFTaR A ~ RIMEMAR - SOV -

6 RIRIEERIEEEH

6.1 iZs
EIRZ R IR
RRHE
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25 = IR E N PUR TR ZEY) (BFE OTSUKA ABILIFY)YHT 4 G AT H A= 1% 75 SRS Y MSOIEARR/EY
PEEAR GBS (2 8K FE) - WERRNRITHEN KRR A WEEEBIBE R 2EBRER
aripiprazole B8 A H AR BRI ~ IR A S RERE RG5O RASSRAVEEY)AH A B\ bs: v R I (2 2 £08) - ¥
WA BB ARIE « 5 — AR B E N R AR R A R R R A DU 1 4
Y1(E35 OTSUKA ABILIFY)E & A B {71 (2 28K FH) -

TR TEANT TR ISR BRI/ ER TR e B IR » o B AR I B R AR £ 5 aripiprazole 7| &
= N A R (MRHD)30 =58/ H (FRIZEEFRIERE mg/m?)fy 10 £% K 19 £% > HIRAGFAET -
FRGURSEERES « SEALR TR - 258 b2 R « BEEEEIRILR - BN HAERTEIRIEZ
HA > o BIC AR HE L K, AR AR E 5+ aripiprazole & =2 MRHD (fRIZESFERE mg/m?)Ay 10 % » HFRE
IR ~ SR ~ 4R E RIS A SRR (= Z ) -

SEII HE FH R B R Y AR R BORUEE Y (S ey R B (19 oR A1 - A R4 AR R ~ s
fir R BAERAYE SRR o EEBIN—iEERE - SRR 2 RN E R A (R s SRR 5 2-
4% > T ARG F R SRR Fy 15-20% -

ST E

Bl Rl ST Ha A 52 R 1 PR e

H A BB IGRE B — B R M e B IR B RV R & A s - SR IsRmE S - £
IS R e © RIS ERAE A S5 — AU e P SR AR S A RESIRAVIEIIATRE - ELFRFEE - H Al
B RE IS A BRI B RIS R B A o A T 3G AT R. -

—fERTHENE ~ GeFbTTE o B 201 (U G BERE - Rt PRI BRIk AT E 2 R R4
o NIRRT ET IR TR R 2L BN R EIRH TR RN E 2L EA AR
ERER - [EREHE RERFEESERITREE N - SRR ERIERTER Z &b -
FE IR E ST R IE

FEIRA7 S = R BRI DU (R 287U OTSUKA ABILIFY)AY3r A 5 A SRS A MEAEAR N/ 2 25 iy
TEAREHR S - BARHED ~ JLERTITUHE ~ BILsRITET ~ BER} - WElE ~ PP E OB e MR - EE
ARHY B B R 2 Y« RN A Sl B A SHERG Y MR R/ BREREE IR - M08 & M pm B IR » Ak
FAE A BRI BT 2 N SR RN BT AT AR - HAth Ay Al o] sE R e R (L Befs ] -

L ¢

NAEHIEHE

T E SR ATEHZL 22 k] - A2 250 6 (birth registries) DA Rz i S8 2= R 5 FH 3 RIS (oivms 22471
RS - B RS TUS HR ZEYIR R A sR A A IR - $TEKE SRR Rl frlg
EofHE (Medicaid database)#y[ETERTSE - 9258 i RAHHIRER I DUls i S8V 2 w20 > REURE
R HH AR B Y AR B s 1 -

BB IE

FEEIRTET > aripiprazoleRIR M A a8 5 2 M - BAREIR BRI R EA rl e it fin 2 22 -
e SRER B R > (a2 A B e Earipiprazole L IR B & H &4 73 ~ 10130257 - REUE
MRHD (fR{A8 % Effmg/m?) 30% 53/ H Y1 ~ 3R110f% - {E10fEMRHDIYMIE MBI EIRG RS E T
FERISER TR - IEBURNRAIN e & R AR a8 SV - (E3(%A110{EMRHDAVEE MEiEE
=B FRIEZ R - fE10fEMRHDAYEE MEZEH AN 4) AT iR S ET A AR SR AT 34 2E
RGN AEMA BN SET AR EELIE) - HER > E3EAI10EMRHDAVAIE A I2iE6H
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CHEREAVEH S - FTE10REMRHDIVEIE T B R SIBE R A (R 2 AR5 (] se 2 FE EREEY BT M1 1%
RIVEE > £5T] - =518 - BEINER - a0 AL DUSGE IR HCR EF1);, 2R 68

BieHiEE REENFERE S HNE -

HHE AR BTG Sl s B TP B AT FFAR T S aripiprazole 3 ~ 9 2272 52/ T/H » 73 Bl BSMRHD(fRZ S
FEEMY/MA)3I0ZZ 5/ H YL ~ 3FI9F% - 7E9fZMRHDAYH & T 2 Ha b Bl 88 RS K B A% 85 L L 18
HUERS - IR E e E A EE -

TERGFISS B IR » 451820 T-FL Blaripiprazole D AR €4 H &0 710 ~ 301100255 » 43 Bil Ay
MRHD(fR #5 & F2 H fEmg/m?) 30 72/ H 176 ~ 1971165f% - fE65(FMRHDIYH & N ZZE I RS & 2K
D SRR BOSE R AR AR T Tt - fE19 K 65 MRHDIYEI & T TN 22 26 S R D K filg &
T H 5 A A AT

B ARG S B TP B ARSI FFAR T S aripiprazole 3 ~ 10 23025/ AT/H » 73 Al FBsMRHD(FR#%
BELEFEM/M?)I0Z 75/ HAY2 ~ 6R1191% - (F19(EMRHDAYF & N2 S BB EE S - FRFL T
(FFE R ERER)ZERAS - DRSS LR ISR, R e EEm e HETE - ¥
fe i E R & R HI10Z 5%/ AT > FBsMRHDRY6AE -

BRI R ER(HEAIELITHRE R A ERE21H) » 4515420 K B Baripiprazole LA & & H
A T3 ~ 10f13022 5 » 43 BI BMRHD(FR 2 4 35 HifEmg/m?)30= 55/ H 191 ~ 3F110£% - 7£10fZMRHD
HYR & N E i SRS B M S AR & - (A& T RSB RN ~ 45 A8 E (R (K
(MR FFE R AR RS R E R R R -

H #2256 H 2 7 (% 77 7L 55 20 H HART K B A3k S aripiprazole 3 ~ 8 K 20Z= 52/ T /1H > 737l By
MRHD(fR {84 2= HfEmg/m?)30=Z 73/ H A1 ~ 3F16f% - fE3816f5MRHDIT & & £15 30 R
DIAER S AE6fEMRHDIYRI & T EIZLEIA AR R )A 2 4 Bl BS B A7 S R RV IR &2 - [ R E A
s — RS M o AR T By R AR T I3 R U7 T A T R 2

6.2 M,

R EE

BRI S AR &R U Raripiprazole HFR i NBHFL T - BRSAFHE & KRS EAIERTE)
BT E170.7%-8.3% - Hifi 55 HIREEN aripiprazole [N FL 88 58 3¢ 4 B EEIE IR SIIBTE > DA
1EAERR A aripiprazole RUMHFL4m L85 AT Tmb A RIIIBIE -

JFEE LR L T 5 S LR R U SR RO BEE T OTSUKA ABILIFY (4 PR 75 5K Kz B 47 52 B IR HR FE 1
OTSUKA ABILIFY S(ATEEEHG FRIFIMT AT RE S YA R B — 05 -

6.4 /NEL
FEI A SR i o L 020 S 2 EB R 8 2 SR 52 B AR 2 e B
B R SR -
Aripiprazoleiidehydro-aripiprazole s 52 (L0~175%) 2 B4/l 152 40l 6 0 TE 1 e AR (D[ 22 49 3
Y1817 H(1)] -
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Effect of Other Drugs on Abilify
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Change Relative to Reference (without interacting drug)
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Effect of Other Drugs on Abilify
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Aripiprazole J; dehydro-aripiprazole 7&([& R AVIREE & 53 HIREACAIE 4 K2 5 o FE4h - S 5E 3% A (10
£ 17 )58 OTSUKA ABILIFY (20 % 30 £757) » &HGEREIRHY aripiprazole FEZ B AAHL

B 4: WHERMETFH aripiprazole HYEEEE/EF
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Special Populations

PK Avripiprazole Fold Change and 90% ClI
CYP2D6
poor vs. extensive metabolizer AUC } =
Cmax P
Gender
female vs. male AUC | —a—
Cmax —a—
Age
18-64 vs. >65 years old AUC ~ —a—
y Cmax - —-—
Hepatic Impairment:
mild vs. normal AUC } L
Cmax P
moderate vs. normal AUC - bl !
Cmax P
AUC ——
severe vs. normal Cmax | —
Renal Impairment: AUC
Severe Smax b = =
T T T T T |
0.5 1.0 1.5 2.0 2.5 3.0

Change Relative to Reference

B 5 AWERMRT# dehydro-aripiprazole FYSEEhER(E

PK Dehydro-Aripiprazole Fold Change and 90% CI

CYP2D6
poor vs. extensive metabolizer AUC -

Cmax —a—
Gender
female vs. male AUC —a—

Cmax —a—
Age
18-64 vs. >65 years old AUC ——

Cmax —a—
Hepatic Impairment:

i r -

mild vs. normal C%Ja(; L — |
moderate vs. normal AUC - A

Cmax —a—
severe vs. normal AUC | =

Cmax -t L
Renal Impairment:

AUC - -
Severe max b =

T T T T T T
0.5 1.0 15 2.0 25 3.0

Change Relative to Reference

12 ERIRSERER

[1g OTSUKA ABILIFY (aripiprazole) /s EA4E N5 s Es T

o EEITEER A A VO ke EA R —(E 4R M e e DL R A IR A DA A (183~175%) 2 —
{185 BB [ 2 2 e Zi(12.1)]

« PHESCRATISER IR A Z IUE BE— e f—E N EE B M e DU B SOR RS E 2
A (0~175%) ~ — (B A B — e alin 2 At £7°012.2)]

o EEERMEEER R A Z B4R e s B B e R M e R e [ 2 2 e i BRI (12.2)]

o HHiEREEYER I ENERERIER AR A Z Wik BEER [ 2 2 K G £rK(12.3)]

« HEAMREMEE 2 Tk 5 IR S (6~175%) < R 0 BB [ 2 2 i s e 2 FH(12.4)]

© EIRICE S E(6~185%) < M A HA MR [ 2 2 K G 2 RH(12.5)]

12.1 BRRFE

N

ST A ST R IR IE (TR A (RF G DSM-NINVE2 B [l - ST 7R (A0S R06 45 ) iy 2 LR

f5tBa - DS OTSUKA ABILIFY G B S EfE 2 S80R - 38 T flEstad » Horp VO (EEERE RO TSUKA

ABILIFY R FIHY 2R (B A S — s b (T AR i Ny — () - W E 2 A 220 - BT
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rhs Horp = ([l A & B ie 4H (— (R {5E F risperidone » 55 R {[E {5 A haloperidol) » {H72 = {EH 5T By IEEE
A ELHEZOTSUKA ABILIFY B H A 1 SRR S0 PR -

FEOTSUKA ABILIFY (aripiprazole)Z<ii HiyaF SR A E s SR - (0 1 PO SR S A AE AR SEA A
THRME AR - SRS A S A I M B A M R B R (PANSS) S - PANSSHE/5 30 S
HE - BEREEEER (MERHETEE) - SMEER(ERMSEIEE) - R fof e (16(ERETE H) -
THAYEF Loy () 2757 (R &) 5 PANSSHEIS /3 8B (£30 221077 - HRPRELAGEN AL R (CGI) AWt —
(&R iR R A R A B RARTIE — VR IRRI - SR AR IR Z i -

1E— RO (25 N E414 ) - {57 FH Wi e [ 7 7 S aripiprazole(15530 2 ve/ H ) B2 B FE EL#EZ AV EL
Esrh > B FE AR S Earipiprazole - i3 Hi4HAYPANSSAE1543 (2237 5tEn1) ~ PANSSIE MR E3
1597 ~ EEREERG I R B ST S N Ak 22 R RIAVEE A - k4 - & H AR Faripiprazole 152 % » 2
HVEMEREEERG =N RRIE -

FE— RV (525 N\ 87404.X) > ik FHaripiprazole iy el ] 2 7] & (2054302 ve/ H ) Ed 27 R AAH LRy 3t
By o fig FHRIRER [E7 Earipiprazole - iSHi4HAIPANSSHATS 57 (F223 7 34E#2) - PANSSIEM: K FEE S
B~ BUEREFERS Y - WREREIREE RS # S R Ak 22 R A1 -

1E— RS E AN E420 ) » Ak A =HE[E] E A Earipiprazole(10 ~ 158202 ve/ H ) B2 R FIAH bh
FsERh > AR A =FE A [EI75] Earipiprazole - 12 =4HAPANSSEE1557 (223 2 5 5#3) ~ PANSSIEM: Y
BERGT - ANTEEERS T E SR ZREIEIAE R -

—{ER T =M e B 2 OTSUKA ABILIFY(2 ~ 55102 7/ H ) Sz R TLEE A6 B B (2 s
#1367 \)HUR > 1027 A RAJOTSUKA ABILIFY{EPANSSHE 53 (#2232 5k 554) (EHEMFTH T 2R
ST EEAE) JT IR R I BB R » 22 50 S ey B AF 1 B AE R AR T R RIR MR B

LR -

RIS > AE ATy 26 (BT 7E T > A Wi =] LAg R4 H ik Faripiprazole 1025¢ ~ 152 5 ~ 20%5¢ ~ 302 7 HY
{E BRI EARR - ELEHE R ARe B EUr LR E S SR EHE AR EEAF] -

FE—{EEH B NORGREHSAVEEE > ARFERUR A FEFi 1A~ R EA A FEZEYIRHE -

R R - 285 1310 T & DSM-IV2ERAE R S8 JERERY (e s Tio A — EXX IR A E
TR R EEY) — (8 H s E 2R TE R e 2 - Bm N2 RSCRIR TR R aEmts - (RESI T > X
sl FHOTSUKA ABILIFY 152 vd/ H B 22 RIH] - #7426 - M2 i Ot - Basliall
[E] > BEEFRATT © COIEP G KN F RSB bR RAENE) ¢ LM & M EIREFR(PANSS) 1 - il
B AEEFHE 20 KRERS (PR E) - BPANSSHE I K EE20% - iR FHOTSUKA ABILIFY
152 vl HHR A AR EHE T BRe 26 8 4 i IR 2 R B 4K 1 B R AR ] A P R 3373 ([E16) -

RERA

FE— 1l #t #F 5 DSM-IV S5 S ERZ B 4RI H R BE (EPANSS 73 8>70 2 FIR2 9 A\ AT 1 T HY 678 22 R
HiaEERT - SHEOTSUKA ABILIFY (aripiprazole) ¥ 5L 50 A (132£175%) 2 B R FHEREFRCR - £
A flE $ 3 W AR ] A & 2 OTSUKA ABILIFY (105 ve/ H 23022 e/ H ) B2 A HE T T EL et (n=302)
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F1 > OTSUKA ABILIFYHJRIERE R H22 7 - —dHRAES KN 2 HIER &/ H10=Z5 » 55—
A EILR AR & B A 245 H 302 77 - fEPANSSHE Sy /7 i (223 5t5#6) (2 (E R FT Y £ Z4E AT
fliFE1E) > I & 2 OTSUKA ABILIFY HYZRFR A BT 2RI - 4 H 302 sy R E ARG AR 23R L
H 102 58 2 Bl & B A5 BEZA H AT AR IBIBA R4 AR HE B 4R AR AE 7B R A YRR
(BT BT F Bl A Y B0 DA R e A s A B8 52 B9 A 2 aripiprazoleS£ 418 ) E2 S B LE e HH 4R 6 77
YRR

® 230 BBRRIEZ RS

FEEXEAE: PANSS&E 5
HRERTS JERAE R EEARRBZ B/NE  Placebo-subtracted
NZHE2EL SD
SRAFIRT (D) 77 (LS) g8 L (SE) Difference” (95% CI)

Study 1 OTSUKA ABILIFY

B 98.5(17.2) -15.5 (2.40) -12.6 (-18.9, -6.2)
(15=52/H)
OTSUKA ABILIFY
B 99.0 (19.2) -11.4 (2.39) -8.5 (-14.8, -2.1)
(30=5d/H)
ZERST 100.2 (16.5) -2.9 (2.36)
Study2  OTSUKA ABILIFY
N 92.6 (19.5) -14.5 (2.23) -9.6 (-15.4, -3.8)
(20Z5¢/H)
OTSUKA ABILIFY
N 94.2 (18.5) -13.9 (2.24) -9.0 (-14.8, -3.1)
(30=7/H)
Eeg vl 94.3 (18.5) 5.0 (2.17)
Study3 ~ OTSUKA ABILIFY
B 92.7 (19.5) -15.0 (2.38) -12.7 (-19.00, -6.41)
(10=52/H)
OTSUKA ABILIFY
N 93.2 (21.6) -11.7 (2.38) -9.4 (-15.71, -3.08)
(1525 H)
OTSUKA ABILIFY
N 92.5 (20.9) -14.4 (2.45) -12.1 (-18.53, -5.68)
(20 7E/H)
eyl 92.3(21.8) -2.3(2.35)
Study4  OTSUKA ABILIFY
- 90.7 (14.5) -8.2 (1.90) -2.9 (-8.29, 2.47)
(Ew/H)
OTSUKA ABILIFY
- 92.0 (12.6) -10.6 (1.93) -5.2 (-10.7, 0.19)
(5= %/H)
OTSUKA ABILIFY
. 90.0 (11.9) -11.3 (1.88) -5.9 (-11.3, -0.58)
(10Z%/H)
gyl 90.8 (13.3) -5.3(1.97)
Study6  OTSUKA ABILIFY
. - 93.6(15.7) -26.7(1.91) -5.5 (-10.7,-0.21)
(GLERHA (10 7/H)
13-1753%)  OTSUKA ABILIFY
- 94.0 (16.1) -28.6 (1.92) -7.4(-12.7,-2.13)
(30Z7/H)
eyl 94.6 (15.6) -21.2 (1.93)
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SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confidence interval.
* Difference (drug minus placebo) in least-squares mean change from baseline.

‘Doses statistically significantly superior to Placebo.

[El6: RFHEZRALLBIHIKaplan-Meier fEEHA(ERRIERERS)
1.0

0.9- — ABILIFY
- PLACEBO

0.8
0.7

0.6 I .

0.59

0.47

0.3
0.29

Proportion with Relapse

0.17

0.0
Number of Subjects at Risk

ABILIFY|148 138 111 104 96 92 88 84 78 76 75 73 71 22
PLACEBO|149 139 105 89 76 66 59 53 50 49 46 46 45 12

0 14 28 42 56 70 84 98 112 126 140 154 168 182
Days from Randomization

12.2 BfEMERE

BRERE ROR S RBHEZ aMIaR

A

BE—EEYoR

SHETEE — R [ e 2 BRE SR (FEOR S RIS R RS A (R & DSM-IVE2ERZERN) - HETTVU(E Kyl =
P R BEAER AR AL OTSUKA ABILIFY &R MEBRESS1E 2 R - 12 Sl igiyim N A
SR Fobps R B o {18 5t 2 g At B & s s i e AR -

FAR ST A R Y - %2 T2 Young Mania Rating Scale(Y-MRS) » T & —f#11IEN R B ATzt & 22140
77 (R IEERERTE) F16057 (=70 ) - B4 B R FAGEHEEHERBURENIEE - 55— EZEARENE T A
RS PR ELHE Fl1 52 - =i [4: (Clinical Global Impression-Bipolar (CGI-BP)) sF&3: -

TEVO(E BB = (3 N5 B 55268 A 248 A5 480 A_; 485 A) > fR FIOTSUKA ABILIFY4& H—X15%
30 ve (o —{EatEs 2 e aaT & Ky H 302 v 55 —{EitEa 2 Ee4aT & Ky H 1522 v B2 Ry T B Ay
st > Bk HHOTSUKA ABILIFYZHAYY-MRS4E1G 7y (224 2 iln1~4) ~ HRIREEHG PN 52 -2 fin 4= 2 (CGI-
BP) 7 BRIE B EE FE 1557 2 P BB IR F 22 I4H - 78 (kL 4aT & A H 152w 2 FEReEa+ - HH
TEE 57 1] Fs48% [r 44% - £ —{EAE4aTHIE Fy H 302 e Z BEIRE B b » H HEUE 57 71 F586% 52 85% -
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BIBIGR

[EFIOTSUKA ABILIFY {8 B3 stivalproate= B i 56 G M i 5 (R B0R & R B IF 19 RU EAE— (8 5
S Y B BT (n=384) P JEFHET. » i3 (BITFSE (5 b7 & DSM- IV 25— e i KB S 2 HIUA R A
A B A —E R B AT G 2 B B SR AREN - (AT RS R R
SR & HIEE(E ELOFA SR R R AR -

i N —Bata e LA U EE A Al 2 R IE R FE A58 (0.6~ 1.0 mEg/L)=kvalproate (50~125 mcg/mL) - iz
DI ERIE RGN - FEMBRERGE R Z1%  ’iR AE BT slval proate 78 £ 18 & RS S HERY i A
(Y-MRS#Hd57>16 HY-MRSESTHYSZRE E<25%) T LABEI 740 - 3 7{E FHHOTSUKA ABILIFY (152 5¢/
H » 8RR T REE = 2302 ve/ H ) Ee RN _H Bt > s svalproate f i B AR - 11 RIS Y
TR B o DUEEAAT & Ry 1522 55/ H 2 OTSUKA ABILIFY f By $5 B8 s valproate (S 4 & & 43 Bl B
0.6~1.0 mEQ/L=(50~125 meg/mL) 2 #ifi Bl EEAE K Y -MRS4E 77 (224 7 5 55) )« CG1-BPYE I B B[S 77
B (PRAE) 5 T Y2 ER AR 58 P 2 RO Ry #HB8 slivalproate 2 S B FHEHYRIR © A2 /NN FE4 R -
A T1%( HvalproatefJim AF162% I #EEEAR A - (5(EH & H AR 152 7 AYOTSUKA ABILIFY -

SEERA

FE—(EE 7T 5 DSM-IVEE— TU B M2 B ERE ST N ~ OFA BCR IR TRt HAEBEY-MRS
TrE=202 FIR2 AR THY VU AR 2 RO IS (n=296) 1 - SH{LOTSUKA ABILIFY $f 5 B A (102
175%) Z 55— TR M PR SR YT B R SUR - 1 (i 5 2 R R R Gl e (e B 1 36 T R 5] 72 T & Y OTSUKA
ABILIFY (102 5¢/ H 5302 v/ H )M RIFIET TEERE - OTSUKA ABILIFYHURELETI & 22 5e/H > WAL
2R ESE T/ H - —MRAES KN E HIERREI0Z2 %/ H - i —HALRAEIIR AR £ HEE
F[E3025e/H - fEFAERTY-MRSELIAE SR AREERYE(E T - FAItERTE 2 OTSUKA ABILIFYHYZR
SARE T 22 ) (224 2 5 Bi6) -

R 24 BRMRE R

FEREREME: Y-MRSEESY

. - e R SRz /N
BRI JEIREH A . Placebo-subtracted
FEERAE55r (SD) FEJT(LS) Eg@iE N
Difference™ (95% CI)
(SE)
Study1 ~ OTSUKA ABILIFY
B 29.0 (5.9) -12.52 (1.05) -5.33(-7.9, -2.76)
(30/15=73/H)
eyl 28.5 (4.6) -7.19 (1.07)
Study2 ~ OTSUKA ABILIFY
N 27.8(5.7) -8.15 (1.23) -4.80 (-7.80, -1.80)
(30/15=73/H)
eyl 29.1 (6.9) -3.35 (1.22)
Study3  OTSUKA ABILIFY
N 28.5 (5.6) -12.64 (0.84) -3.63 (-5.75, -1.51)
(15-30Z 7/ H)
eyl 28.9 (5.9) 9.01 (0.81)
Study4  OTSUKA ABILIFY 28.0 (5.8) -11.98 (0.80) -2.28 (-4.44,-0.11)
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(15-30= /)

gyl 28.3(5.8) -9.70 (0.83)

Study5  OTSUKA ABILIFY
(158¢30=Z 55/ )’ 23.2(5.7) -13.31 (0.50) -2.62 (-4.29, -0.95)
+Lithium/Valproate

T+
o 23.0 (4.9) -10.70 (0.69)
Lithium/Valproate
Study 6 OTSUKA ABILIFY
. o . 29.8 (6.5) -14.2 (0.89) -5.99 (-8.49, -3.50)
(FEHA (10=55/H)
10-175%)  oTSUKA ABILIFY
o . 29.5 (6.3) -16.5 (0.87) -8.26 (-10.7, -5.77)
(30=5¢/H)
gyl 30.7 (6.8) -8.2 (0.91)

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confidence interval.
* Difference (drug minus placebo) in least-squares mean change from baseline.

"Doses statistically significantly superior to placebo.

F— AR MR B HERIARE

BFE BRI — YRR

T A DSM-IVE2 B A RIS — R EE AR M 8 Sl A BE S FBOR & RIEHE » BE2 Bt (open-label)
OTSUKA ABILIFY &% - i iEIEE i HAEFFEGE IR E 2 /D7 B DLy A PrgErTiustEs o 2@t

F—IERBGUREH - EREFPT29% AR OTSUKA ABILIFY & H 155302 ve (FE4A & /302 5/
H) » BB LAEREER ER/D/NED - IS T > 1611050 AR5 e 2 i ELRE E HHAR

BAFN4ERFEAMHA R EAYOTSUKA ABILIFYAHECZ I » AR HERE S IEAVE B - &

sl T EAE R E S S A IPA B R (BRE I _EERE) (B 2 0ViFE - fEFER I ECHA » OTSUKA

ABILIFY#H BN RIRIAH (B 7) - (18T 6 PE L R 22 2 554 (7% Bl M 25 (-(mood events) » Hfr19¢}:3%

EROTSUKA ABILIFY4H » 36¢4:88 42 A2 RER4H - fTEOTSUKA ABILIFY j&RE4H 58 4= BRE (614F) DI 22t

PI4H(19(F) 5 5 BEEFEOTSUKA ABILIFY G240 (1) L2 A 4H (11¢F) RIAR L - fE—(E S+ ¥ A

RIGEHRRTRE > WAREFBER A B - MR 2 AR EEEYIRE : 28 R Wi e 4

HY975 N Bk & s R Y 22 2 -

[B7: REHMREBALLBIRYKaplan-Meier ARG RERERT)
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1.0

0.9 —ABILIFY

i --"PLACEBO

0.7

0.6

0.5 e
]

0.4 g

0.3

Proportion with Relapse
1

0.2

0.1

0.0
Number of Subjects at Risk

ABILIFY| 77 75 61 58 50 47 46 43 42 M 40 40 40 36
PLACEBO| 83 74 62 56 53 52 48 45 4 39 35 30 30 25

[ T [ T T T T [ I I | T I
0 14 28 42 56 70 84 98 112 126 140 154 168 182

Days from Randomization

BFE BRI EE

PHETFE DSM-IV 25 —RISER MR B 2T E Al i A e S FB0R S RS ER B IR AT TR —
(EEEN 4R e T - 5% A —Fa a5 DAR IO (open-label) (i T 722 /& 1% 15 B 5 1Y #5155 (0.6~1.0
mEgq/L)sk valproate (50~125 mcg/mL) » 3l IS E B SR8 AR N o R E ARG R 2 1% - R e
=Y, valproate FAEZE £ E R IENH A(Y-MRS 4855>16 H Y-MRS 4853 NS EE <35%)4: T
OTSUKA ABILIFY 15 Z 5/ HEEEREN R T 4 Kigm 2 30 Z5e/HE0 D 2 10 Z5e/H DR
B IR (open-label) 2 S8 5L valproate HYEHE AT < LEERERY XA TFHEH OTSUKA ABILIFY k2§
EHEY, valproate I A ZHESE 12 HEAERHRISTRE(Y-MRS K MADRS 4877<12) {Ga[Hez Et i »
H 337 i ALEE S FEIE S BCny 77 207 B 2 Ak A B AR E AR HAAE R B &Y OTSUKA ABILIFY S22
P LA Fs $5 B 55 valproate FYEHEN G - MG B (R ERE RS SEBIENE B A i 52 4 -
OTSUKA ABILIFY 41 T B E R (E MR S B 21 15 B B SR R E N 2R FIAH (=] 8) - 15 L
MR E 2 BN EE RS S EEE R F IR BRCNMEMEE Y-MRS 438 >16 F1/5; MADRS
8 >16 (AR alEs ~ B S Y EEA REFEREE Y-MRS 778 >16 #1/5 MADRS 778 >16-
TEEE S B LEEF] 68 ([ {FRIM:HYE(F(mood events) » 25 sk H OTSUKA ABILIFY 4H K 43
REZERIAE - /£ OTSUKA ABILIFY 4HERZZZ(ERESSERE & 7 (/DA ZAR4HAY 19 & > ifn
OTSUKA ABILIFY fHEIZRI0EEERFEH 14 (H82REI4HY 18 {EFH{ - & 8 #r OTSUKA
ABILIFY &H k22 RBI4HAT 52 A 5 /AR AN B BER T EC R 15 R SR RV R Kaplan-Meier
CUrves o

TE—{E$H N OTERHEAEYRE - WABEEEUR A EFEE - MR 2 AR ESEYISFE 78 - 755
— AR 5 S8 AN O E AL AR T A R

B 8: RETJEBFREHERHALLEIH Kaplan-Meier flEtAERRM2R B 8)
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1.0

0.9 1 —ABILIFY

=='PLACEBO
0.8 1

0.7
0.6
0.5
0.4 -
0.3 +

0.2 i_,.....-!'

17 fM
0.0

Number of Subjects at Risk

ABILIFY |168 157 146 137 133 129 125 124 120 112 110 109 106 72
PLACEBO |[169 159 151 146 139 127 117 111 104 100 98 93 91 68
T T T T T T T T T T T T T T
0 28 56 84 112 140 168 196 224 252 280 308 336 364

Days from Randomization

a—

Proportion with Relapse

12.3 EREWENGRE

A
{EFHOTSUKA ABILIFY fif By BRI 7 i By &8¢ FH G2 AN 2 A WA {181 %6 1 (6 7)) Yy e el e et sl B v 48
fFRe E » EMEEEIITTH R BIFEDSM-IVEEZETEA] - HRTHVSEESeaif i EERaE 1
2 3R ) th R AR E AR 3 AU E ~ M B AE 8 Y 1% 2K $i B R V6 7 (paroxetine 122 il F52 L 75 Y. ~
venlafaxine it £ 5% {7 % ~ fluoxetine - escitalopramaksertraline) Ho-H7 ok G5 78 4B i B e S FERY R A
EHE IR B AR 2 A2 10 & R S TENY 8 25 B 1778 B A Hamilton B 5 {4 = 22 (HAMDL7) 1 i 12
FEAEIA50% ~ £ RHAMD17 578 £y 14 ~ HEEPRFEAS NI S Z a G HIAS SR A bhi NICERR S 4T « #H5TAi
JERREARREE A E R ENE & A e N R EARE & (&) EERaE R/ V6E 1% » A
FTad e B AR S R 50% -

FH DS B R 32 32 T E s Montgomery-AsbergZ 48 575 &% (MADRS) » 15 & —fd 2 10{EE 5 1Y
BEENETAL 222 - AL EBE IR B AR - REAYETS T 5 fySheehan ke &3=(SDS) » 15 2 —1HE
S3EHEEEREHE T - FHUEHEEEESR = (EHR e 1RIENEE - §—(EHEBE T &R0
GE(E 522 £ 1057 (L2 K) -

A5 {50 o (n=381 > n=362) » OTSUKA ABILIFY L[ {E-PFIMADRSHE 73 J5 AR IR AV BB 2 e
Fil(F25 2 alRl ~ 2) - fEHF—(@f5er » OTSUKA ABILIFY{E[E(R 29 SDS 53 87 IHIHYZE IR B2

R -

12 M s - i A B2 (E FHOTSUKA ABILIFY & H SZ e V& MU DL R R B AR R 2 -
PR 2 ML - n] ARIPR LB IS e ny 7 =R & - natEANEIE S - 225/H ~ 52
o/H ~ 10Z 70/ H ~ 152 70/ H » B FoasgCYP2D6I%| 7 fluoxetine Kz paroxetinei5 A » 7R [ {820
25U/ HIVEIE - 2 W{EE SRR B - R & o il 510,72 70/ H Bi 114250/ H -

A AN REE T o MRS SR MR SR AU G Nl ~ (R GTER I 2 S s T A 22
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BIHYEERE - FEMERIJGTE > MADRSHE S I IR A S MEEL 2ot -

k25 EHBE L SEEGHEER

FEERE L MADRSEESY

SRR AR ERPEHEEs RERHRZR/NE  Placebo-subtracted
(SD) 73 (LS) 9 %#4L(SE) Difference* (95% CI)

Study 1 OTSUKA ABILIFY (5-
20255/ H) + HUEEH
LR+ BEEH 27.0 (5.5) -5.65 (0.64)
Study 2 OTSUKA ABILIFY (5-

25.2(6.2) -8.49 (0.66) -2.84 (-4.53,-1.15)

- 26.0 (6.0) -8.78 (0.63) -3.01 (-4.66, -1.37)
20Ew/H) + iEER
LRI+ AR 26.0 (6.5) -5.77(0.67)

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confidence interval.
* Difference (drug minus placebo) in least-squares mean change from baseline.

'Doses statistically significantly superior to placebo.

124 HRAMREHEZ SRS

SERA

ST EDSM-IVEEAME R BB R - IR - B ~ BEREBEFEF T ARG A EEMEZRA
FITHET T A0 {81 8 48 27 IS B s B o > SEEOTSUKA ABILIFY [ EAVE R BB RS > St 53X > BB
NORLTR)HERENR - # B 75%H R AEL3E A T

FH DL ST {5 92 %50 19 7 FE 5T & % . Aberrant behavior Checklist (ABC) and Clinical Global Impression-
Improvement(CGI-1) Scale - = &z BRI - 3245 5~ 5 & 2 £ Aberrant behavior Checklist (ABC)fy 2
SRR B EFR(ABC-1)H - HHEEHERIAE 2 84k - ABC-IRFEHEFR EHEHPAMEEEIEE S S
ShAHIERR

WA R SR 4S SR 40 T

E—EREA /B - R IR (n=98) b » HFAMERZ 5 KA/ DER A (62 175%) Ak H 2 R
2 EOTSUKA ABILIFY 2-15%755/H - OTSUKA ABILIFYFRELAT & 22 vl H > (RIZEE IR QR TE >
FEFHINZEISZE W/ H - AL RIRIAHECE: - FEABC-IRZE (L &R M CCI-IFEH L EFRARBENLE - £/
FEFRGE R - OTSUKA ABILIFY Ry H PRI & f8.6 2 7d/ H (26 2 5ibal) -

S8R\ > ZRUEIEIEEER (n=218) > HEAMRE Z R E KE /DR A6 Z£175%) kA
OTSUKA ABILIFY [EEM=EGZy/H ~ 10Z58/H ~ 152 7/H) S22 - OTSUKA ABILIFYHYJRE
weHlE 22w H o> BRI IIESZ %/ H  f£10K 15254 - FEBEREMEIOZ 7/ H © fE152 5%
- F=EREIN RIS H (26 2 5U82) - M2 RIFIRHEESR: - AR HOTSUKA ABILIFYHY =fEf E4H
FEABC- I (G ERAREEHINE -

%26 : BFMERHEE L 2RI RAB(HERA)
BRSNS JBERER FEEREL G ABC-1585)
EREIEEs REMEE®RZ  Placebo-subtracted
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(SD) /N 75 (LS)F  Difference™ (95% CI)

I8 4b(SE)
Study 1 OTSUKﬁAB'L',,F v 29.6 (6.37) -12.9 (1.44) -7.9 (-11.7, -4.1)
(2-15Z%/H) '
gyl 30.2 (6.52) -5.0 (1.43) --
Study 2 OTSUEA AB”T'FY 28.6 (7.56) -12.4 (1.36) -4.0 (-7.7,-0.4)
(5Z=w/H) ’
OTSU'iAAB"i.'FY 28.2 (7.36) -13.2 (1.25) -4.8 (-8.4, -1.3)
(10Z%/H) ’
OTSU'iAAB"i.'FY 28.9 (6.41) -14.4 (1.31) -6.0 (9.6, -2.3)
(15Z%/H) ’
oyl 28.0 (6.89) -8.4 (1.39) --

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confidence interval.
* Difference (drug minus placebo) in least-squares mean change from baseline.

" Doses statistically significantly superior to placebo.

12.5 FHuAE

SERA

OTSUKA ABILIFY ¥ 72223 i FY R SUE — {18 )\ (7~ 1775%) 5 1073 (6~18 5% ) Y 22 R BT B et o 18
HERE - AN AHIBE A& 25 ERE 2 DSM-IVAEE H Yale Global Tic Severity Scale(YGTSS) . Total Tics
score(TTS) =20-22 - YGTSS/E—{[E& S MERHYTEE » eI F e F(hahiEy (Tics)HYEZ e - (5L Wi (E = 55T
f5ERY + 1) YGTSS 2 TTSgF=% 5 2) Clinical Global Impressions Scale for Tourette’s Syndrome(CGI-TS),
5 —(EER R EERRAR AP A FI G &N LAEHEHY 7% - #iE65%H R ALEL3BELA T -

Wi 5B > T SRR R4S SO T T ED 2 YGTSS 2 TTSTE ELre (E Fak Bps Bh 2 884 - TTSEE S EFRY
ThENA R B F B oy FE DT > o7 RIE0~535 oy o 10 s By SIS EITTS 73 8 (F10-50) -
JELEEEY. 7 KSR S I N

TE8HEZ A A E e F S alla - 7~175% 2 A % TUE 2 5l & ~ F/D A (n=133) 4 1: 1189 73 FIHEHK
#=O0TSUKA ABILIFY » 5= OTSUKA ABILIFY K Z2RE#2H - 17 {5 FHOTSUKA ABILIFYZH Bl H 7Y H 2
P& (RAGE T o fEREIEOTSUKA ABILIFY HRH - #5E/NRS0A T » BIEHIE /2E5w/H - H
SRS R 2 RIZEEE B0 0/ H » BB RS0 T4 #LnhE /22w H - fE2 RIRREE E£52 e/ H
A& Rirss T K% 21027/ H - {ESAIEOTSUKA ABILIFYAHRIH - BEE/NRS0A T3 - #4A
Rl R22 s/ H o E2RK1EREE 52 v/ H - BRI HEST KR 21025/ H - fBERNRS0A T3
EIETIE R22 50/ H » fE2 KRR 2= w/H » (BT RFAE 2102w/ H » W nsfERgins=ZEyw/H 2
H K E202 50/ H (5521°K) - OTSUKA ABILIFY (5 & 4H S BRI EAH) £ Y GTSS TTS(27 2 il
1) ;e CGI-TSEIZRIFIMHEL » 4t b EREBE =52 - 3BahYGTSS TTSHYMEZEEURICIE9 -

B9: YGTSS TTSHERBE(E 8 > &/ [Ng H7{HE (least square means)(ZHH K ERES1)
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CHANGE IN YGTSS TOTAL TIC SCORE FROM BASELINE
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Weeks of Treatment

10 EZ R e ay [E e B Ealba b - 6~185 2 B A L5 EZ L ~ F/DFEN=61)#F< 22 7=
OTSUKA ABILIFY &%  #EAAT & B 22250/ H - (REGFE S ERT S hIE(202 7%/ H - OTSUKA ABILIFY 3%
O A 2R B Y GTSS TTS /MBSt |75 363627 3tB82) - 7E34BA4H » OTSUKA ABILIFY
SR H T & F56.542 5 -

R27 © ZEEIESABR(RERA)

SABRIRHE VAR FERRERE: YGTSS TTSE 5>
TEEBR AR 26
EWMBEEES ZH&/NF¥EJH Placebo-subtracted
(SD) (LS) 3988 (L Difference” (95% CI)
(SE)
Study 1 OTSUKA AB”T'FY 29.2 (5.63) -13.4 (1.59) -6.3(-10.2, -2.3)
(EAI=4H) ’
OTSUKA ABILIFY
e s 31.2 (6.40) -16.9 (1.61) -9.9 (-13.8, -5.9)
(== 4H)
gz syl 30.7 (5.95) -7.1 (1.55) --
Study 2 OTSUKA AB""FY 28.3 (5.51) -15.0 (1.51) -5.3(-9.8, -0.9)
(2-20 Z5u/H) ’
gyl 29.5 (5.60) -9.6 (1.64) --

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; Cl: unadjusted confidence interval.
* Difference (drug minus placebo) in least-squares mean change from baseline.

" Doses statistically significantly superior to placebo.
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J4z+4 + Otsuka Pharmaceutical Co., Ltd., Second Tokushima Factory

Jaght © 224-18, Hiraishi Ebisuno, Kawauchi-cho, Tokushima-shi, Tokushima, 771-0182, Japan
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