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Paliperidone | 1*7 & o . .
SR A antipsychotics
NO5AEQ05 1.2.2.2.Second
. LAE A AR s 3 538 )
Lurasidone generation
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ATC & 5145 BRI 7 A A OE (R
NEEZFT R F- il
& 2 BF ¥ A e #l 4] 2 )
antipsychotics
TR~ 4 &
NO5AX12 ’
- 0 & s 33 & (A% | 1.2.2.2.Second
Aripiprazole | L ¥ 4 #m £ 4% £ 8 | generation
(& %% %) ) ’

EREREE (FERTARER)

T

Fi‘ﬁﬁﬁ"

F"}"’%ﬁa

2R E MRS B .

%+ CADTH/pCODR-PBAC % NICE 2 %%ﬁii}i’f-ipf 2 % 3%
EHEEFRPHTRE £
Cochrane/PubMed/Embase Ap B ~ f% > "B 21 & F % #1357

% 4R 2

w2 3k

%R WL P
hhhE B LA R €(CDEC) 2014 # 12 % 19 p %
CADTH/pCODR % 0 =3k aripiprazole £ px 4@ T O* 3t @ % v R
(v &) aripiprazole iofy L A AR FERTLL o L 0 B o
iAo E s Eor R L A A R E SR e
PBAC £ > 2014 &# 7 " 2>#Fp3p 4 % » Fliz ik
PBAC (/&) ﬁi& 4127 paliperidone '“ 22 X = A & 470 S AP F
PR AAERP SR LEARER A -
12017 # 7 % 31 p A BEAPM FRAH=R o NICE
NICE (&= &) 32014 # 3 % HF 4 - > FEIL (evidence summary o
ESNM39) -
SMC (#t: i ) »+ 2014 & 4 7 3 4 ?%ﬁﬁ?—%ﬁﬁ% °
HiF T P B HAFERN A LS 2 R TR
aripiprazole ® & € s 4F 5 ©
Cochrane/PubMed/Embase w3 &F & % o
ﬁ:\zi‘q #Ez '}

3L SMC % Scottish Medicines Consortium @ if £ 4 | & <455 -

(- YCADTH/pCODR ( 4c £ + ) [13]
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‘o £ #F5 % 4L R ¢ (Canadian Drug Expert Committee > v+~ f§ £ CDEC)
#2014 & 12 " = % aripiprazole £ »z/i 4+%|( long-acting injection- 2 = & £ LAI)
Ee R e »]ng\ PUSTE e R @ v PR aripiprazole z = & L A g

('schizophrenia ) &—’ﬁ F Rk x5 % (maintenance treatment) o & %% H fs 2L
LAl F R LAl 2 4§ i) 0 2R AT A pald

(1) &4t 22t * v R aripiprazole 2 L 2 3 & & (7 0 JT B A
7% gk 2% (randomized controlled trials - RCTs) % % &g 7+ - aripiprazole
LAl & & % 4 4 5354 2 % 3¢ 0 pR aripiprazole (325 247 5 N=662); &
NEEAR B PRI P EUIEY % A (E5k 246 5 N=403) -

(2) BpF#I2ZERER L4 456.18 ~ (300mg & 400mg ¥ =t @& * 2
aripiprazole LAI) > 3 5 {8 & F = p i 5 4% 16.29 ~ - #& 75mg
paliperidone LAI (4% 17.03 m/El v Eow kit — =0 ) 1% 37.5mg
risperidone < (4c#® 17.48 ~/p » & & 3547 — =)

HWAZER L 2B R LBy ko R (s

=

2R 4 ’%ﬁ#gﬁ ﬁl&;ﬁAm?ﬂﬂ SLIENARINME BIFERAL NP R
%o PREs € i RAEY oS o

2. HABMEPF LD DRGSR E LMY gz b g pE
A MER e B2 FaR ~Fh 2 BT .

3. FEHEM{ ol BRIk LA H—”l—"f’l'fﬁa’\ % B o0 F) G ﬁlj_jli;A
HREEFRH - ol EET AR - R ALY - 4 1}{1
4. —%'E-E'J'\»%T F% }j‘:[}%&}“}%/\ 2 Piﬁg‘mgf‘@jr}ﬁ’i; ‘!i\-"ﬂb"ﬁ ™ I’jt ’;*L

P BT LR HE Sl ¥l
A0 B TRk R

EFRE S TR A %GR (Study 246 v Study 247) - Study 246 £ - 5E
P52 > X AR TS IR SR o L EkR A 5B FEEC 0 & iE (screening)
ERESRIENEY AR S T S %”ﬁ C XA R o REEFRP S A
TEHFENRRLEAD R A R njﬂ Fa L A PR* aripiprazole g
A 33 PR* aripiprazole o & T 1y £ Eja\r %4 o U PR aripiprazole # £ 27
aripiprazole ;5 A % 3 AR LAGR i o B IS B A IRBR A AF L EF £ o3
aripiprazole #p #.> % A #7 § e 28 & >4 o @ Study 247(N=662) 7] 5 — 38
P38 EHR WA R FHEREK LR L AN R A AR
£ »z )| aripiprazole 4p #.>* v JR aripiprazole z_ sz~ & > 2 @ o

it

5
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% f % CDR » gt w faf £ 3 & & 83 BERAH T T30
1. i 4 2 45 % F(impending relapse) @ 2 @ & v 4 & 00T 43548

(1) 75 EEREEr 4 245 § 4 (Clinical Global Impression of Improvement » CGI-I%) >5
(minimally worse) 2 2 12 ® H ¢ — gLy 423 f oMok § & (Positive and
Negative Syndrome Scale » PANSS: i & ;=& B & L5 Fj - =8 ~ 5 75
BN A AT B.‘tgp\ *)a e N 1 4] ?>4A\fr“¢1\§§4\,k&,i LH Y~ IF

FPLAZ2; RN E - P RF I E LIPS 45 e A
>4 o

Q) Fsomppedd i (2 45304 Wl 4op B 5 8) RRFFEE wBE
e 4 e

(3) Tk BB E % p M ME e B & £ £ (Clinical Global Impression of Severity of
Suicidality » CGI-SSP)if 4 & (Be® p M tiw )R 5 A (LB p H) ¥ -3 p > 2
[ % =P EF) 6~ (L4 ) 7ACH BRE) -

(4 k# Mo D ATRE I TALEA SHU A B e AR S

2. pEMe I SERPpREZNGL R E £ 14 CGI-SS ~ C-CASA
(Columbia-Classification Algorithm of Suicide Assessment) 2 2 C-SSRS
(Columbia Suicide Severity Rating Scale) 5 i o

3. R MU A AR E 6B 0 L PANSS £ 43R L P ¥ 5 <3

AN
4. PANSS[14] : #ﬂ%mﬁ&&#ﬂPfﬁ%a@&{@kéwﬁéﬁﬁ
(-~ f 'H_Jz}i - duIE A @A) o

5. CGI-S(Clinical Global Impression of Severity) : 1 & = 5 4 e b€ 42
B2 T A=gmpp  7=22% BFt) -

6.  CGI-I(Clinical Global Impression of Improvement) : 3% 5 4 sk 2 4 e
B2 7 A=t L el > 7= 4o i) o

7. PSP (Personal and Social Performance) : ¢ % R ang & 0 4 B3 i A
FAMEZBAIFF e I (AR B (el i) 4 24 H
A AR E A ARPTE o L H0T 1000 A BARF A p A
7oA ARG o

8. FEFAFE 2FMFAFTHENETFT AT EA KD IR A

FRF RN A B RRET AL TR RE XL TR HIFTAE G - R
Study 246 2 3 & =15 3o % & A 4 4R g pF R (time to impending relapse) * = &
e dp ik & kg 4 40 4 5 (impending relapse rate) 5 @ Study 247 k|4 4p &

RN Y
b g g -
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3 &3 kg 2 R 5 (impending relapse rate) 0 @ =t & i pdp 1R AR T
4 g % P& /¥ (time to impending relapse) °

Efficacy

Study 246 >+ aripiprazole LAl ‘e 4p i3t % ) e 2. T3 4 45 3 & 50 14(9.6%
vs. 36.8%) 14 & & i ek $7(10.0% vs. 39.6%) £ izt R & (P <0.0001) - = pF 5 &

e BA TR E (S A 1T 0 & R e BT kg 4 4R P R AP O
arlplprazole LAl %4 #p$H# 1< (P<0.0001) » & 523+ F & & o

Study 247 z_ #3448 3% 26 ¥ 2 & pF > aripiprazole LA ‘e i “'J 7.12%
Ap# >t o PR aripiprazole 2 7.76% ; & 2 X B 5 —0.64% (95%Cl: -5.26 =
3.99) » 7= = » aripiprazole LAl # % % *t v JR aripiprazole - @ & - 4 45 3 pF
RSN I I S NR e 4l el ﬁ;a:(P—O.99)

RS AR B R P b R & o Aripiprazole LAIL 2(52.96%) %+
Pe % &) 4.(38.7%) ; P=0.1756 - Aripiprazole LAI = (48.8%)%} P& v PR aripiprazole
#(53.2%);P=0.37- 7 % A ¥ 5 F RS %% 7 - aripiprazole LAl (87.6%)
¥R % A 2(56.0%) ; P<0.0001(E& %3+ 1+ & %) 5 Aripiprazole LAl % (89.8%)%¢t
e © R aripiprazole #.(89.4%) ; P=0.88(s& 3+ 4 &) -

B - #end > A RSP aripiprazole LAl %3t PANSS &, 4 iE 3| { 430
sl ootk oA kY BH B L Eap £ B4 W 5 aripiprazole LAl E vs. % &
A %0 —10.11(95%CI : —12.68 1 —7.54) ; P<0.0001 ; 14 % aripiprazole LAl & vs. ©
FR.aripiprazole ‘e —2.24 (95%CI : —4.23 3 —0.25) ; P =0.0272 ; F ¥ & CGI-S &

IR LB Al Rt A e o R H 4p £ @ % aripiprazole LAl e vs. %
A % —0.52(95%ClI : —0.70 1 —0.35) ; P<0.0001 ; 2 % aripiprazole LAl 2 vs. v
PR aripiprazole %.:—0.17 (95%ClI : —0.31 % —0.04) ; P =0.0123 -

3 pHe g4 pRL AN &ﬁvy}% At ) & taripiprazole LA 2 2.6%
¥R A 2 0%:; 2 % arlplprazole LAI & 3.5%%}Pe o PR aripiprazole 2. 3.2%-
Study 246 # *t PSP %% & #» E 3%t b & & A 2 (-6.20)4p #23% aripiprazole
LAI e (—1.74) - Study 247 & &>t PSP %4 2 P& 53 £ B o

Harm

FFRE T AT B (20 ARE - =) A ES& g 4 v B 5 Caripiprazole
LAI & 4.1%% P& % &2 6.7% ; 2 % aripiprazole LAl & 5.7%% /& v PR
aripiprazole *®2_ 56% - @ @ F% ¥ I D IF- AP LEF g 4L ’L’uJ ER
aripiprazole LAI £ 63.2%% e % &3] & 61.9% ; »2 % aripiprazole LAI 2 82.6%%t
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e v PR aripiprazole .2 82.1% - @ # & 7 it (Akathisia) ~ /2 &5k 7 M 2 B 4
2 RERTEI GG o P A ERY F]7 A 3: B i EE s A B G
aripiprazole LAI % 4.1%%} e % & & %2 9.7% ; 2 % aripiprazole LAl 2 4.9%%} P&
T JR aripiprazole 2 z_ 4.5% -

LR BRI A ABR AR E RS H LR SR TRk Rk 1R
%4iéw?m@*ﬁ%W%ﬁI°
(= )PBAC (i) [15]

PBAC £ 2014 #7 * 0% aR4 2% ?‘]Li‘éi—‘gfﬁ:"'lfi’ paliperidone
Wz B A RS R ABRERE LR gégiﬂtg‘ aripiprazole 71 %43
(300mg % 400mg) * *tipK L LA BRELF

AR

ﬁf;iﬁ“ﬁ I & i v &R 5 paliperidone LAL 2 2 Bt f 5> H A L0 R
aripiprazole 14 2 risperidone LAl-@ ESC £ § F|:% % paliperidone LAI~risperidone
LAI 2 % olanzapine LAl &2 £ & agntdi g - m ESC £ B 3L » > 2013
£ 3 2014 & B = ochty AP A R LR E R o By B2 mﬁh{ paliperidone
LAl- % f ~ 335 T FR aripiprazole ¢ #t§ 1Fv g L & £ B 400 s &3 h
e

Tl T

BREREIARREY AR #Z 2. paliperidone LAl &0fF £t i
(ASPIRE US % Hough 2010) ; ™ 2 * % % 5.7 F &3] 2 E 3" #(ASPIRE EU:
vt @ Aripiprazole LAI 400 mg vs. © PR aripiprazole vs. aripiprazole LAl 50 mg) - 14
PR R RR(GERE TR REZAPH L FHHRRER) L (L SR
MR EE N T AR (ke 2 AT

1. Comparative effectiveness

ENY FTY T

ASPIRE US Hough 2010 Indirect
Rk 7 B #x | aripiprazole aliperidone 7o & % | estimate
E /r# pip % @A % @A palip r&

5 LAI LAI % of effect

Time to relapse

HR ¢ i #ic LA d LA d LA HR Indirect
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ASPIRE US Hough 2010 Indirect
% 7o F »% | aripiprazole aliperidone Je B 7% | estimate
" 9 PP sgm |agw | " )
% LAI LAI 5% of effect’
(95% (95% HR
Cl) Cl) (95% ClI)
0.199
ASPIRE
(0.125 N=269 N=134
us, final -
) to Not reached 209 days
analysis
0.317)
Hough 0.278
0.716
2010, N=203 N=205 (0.189
. (0.391 to
final 172 days | Not reached to
) 1.309)
analysis 0.408)
R A B
e BT n with | n with n with e AT
n with Indirect
% (95% | event/N event/N event/N % (95%
event/N (%) (95% ClI)
Cl) (%) (%) (%) Cl)
RR:
0.25
(0.17 to
ASPIRE
] 0.38) 53/134
us, final 27/269 (10.0)
) RD: (39.6)
analysis
-0.30
(-0.39 to
-0.20)
RR:
0.37 RR: 0.68
Hough (0.26 to | (0.40 to
2010, 97/203 0.51) 1.14)
36/205 (17.6)
final (47.8) RD: RD: 0.00
analysis -0.30 (-0.13 to
(-0.39 to | 0.13)
-0.22
PANSS i, A T ¥aic &
Mean Mean .
RD Mean change Mean change | RD Indirect
) change change )
(95% from baseline from baseline | (95% RD
from from
Cl) (SD) ) ) (SD) Cl) (95% ClI)
baseline | baseline
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ASPIRE US Hough 2010 Indirect
% 7o F »% | aripiprazole aliperidone Je B 7% | estimate
’ " PP sga |zmm |0 " )
% LAI LAI % of effect’
(SD) (SD)
N=134
ASPIRE | -10.11 N=266 Baseline:
Us, final | (-12.68 | Baseline: 54.4 | 54.4
analysis | to-7.54) | 1.43 (12.3) 11.55
(12.3)
N=203
Hough ]
Baseline: | N=205 -8.60 -1.51
2010, .
final 53.0 Baseline: 52.0 | (-11.43 | (-5.33 to
ina
_ 1.1 2.5(12.2) to -5.77) | 2.31)
analysis
(16.6)
HAZEZAFEE R 2L (X FH) & LBV REPFEITEF LY B TARE SR LR

4 (RS ﬁ*ﬁ‘”é, Cl=confidence interval; HR=hazard ratio; n=number with event; N=number in

group; OR=0dds ratio; RD=risk difference; RR=relative risk; SD=standard deviation -

I PRV REER
Aripiprazole LAl | Aripiprazole
S RD (95% ClI) HR (95% Cl)
400 mg tablets( &)
7.12% (SE | 7.76%a (SE
HR for time to
1.6%)N=265, 1.72)N=266,

5 1 26 k4B

)

number at risk
at week 26 =215
(81%)

number at risk
at week 26 =201
(76%)

-0.01
0.04)

(-0.05,

relapse:
0.991
1.803)

(0.545,

n with event/N

n with event/N

RD (95% Cl)

RR (95% Cl)

(%) (%)

RS 22/265 (8.30) 21/266 (7.89) 0.00 (-0.04, 0.05) | 1.05(0.59, 1.87)
Baseline  score; | Baseline  score;
Endpoint LS | Endpoint LS

RD (95% Cl) p-value
mean change | mean change
(SE) (SE)
, 57.94; -1.66 | 56.57; 0.58 | -2.24 (-4.23,

PANSS &, & 0.0272

(0.718) (0.714) -0.25)

% % . HR=hazard ratio; LS=least squares; RD=risk difference; RR=relative risk; SE=standard error

Bt R E R RS Y 0 gp A Lt IS aripiprazole LAL 400 mg e &
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7.12% » & g aripiprazole LAl 50 mg % RB] 5 21.8% > P=0.0006 > = &\t (] p? & *%
Mooom g d AR R A TS o @ FE T 4R 3 PF T (time to relapse)*t aripiprazole
LAI400 mg 14 %2 v pR aripiprazole » = ‘e % % 4p v o

2. Comparative harms

MR R B RARGEFRGEZ) BEHT > A @R R
% w2 EPS 7 & EPS AW 04 6% 0% Al o & ASPIRE US 2% ¢ #
P s (akathisia):a A R A ARE

ZEFREYFATENEIFEEF AT EGApF R F]F AE 2 A TR
R Jp 4 v- B>t aripiprazole LAI 400 mg 0% 2 v R aripiprazole ke 4% aripiprazole
LAI 50 mg % - @ aripiprazole LAl 400 mg &3t/ stk R W Gt His 3 23 o
AR ER AT T JRE DR F o 4 EPS & EPS AR E 2R FEPS ZE e
aripiprazole LAI 400 mg &' Hf&§ o B pF TGA £ R » % > #p x&u»‘ TR
aripiprazol(0.4%) - aripiprazole LAl 400 mg ‘(1. l%);ﬁa A4 PRI ANFT L ant
Gl o

ESC £ Ains @it A > X A LA R%Y i it 5 58
T LR A A ganiadFy @ oo aripiprazole LAl »x % 7 7 3% paliperidone LAl - = p#
ESC £ A B0 tiehaFi L |RT » 3 ﬁ 07 LFE E A BpiT o

M oRE dt #Es ¢ CESC £ B i aripiprazole LAI i »c#2 ¢ PR aripiprazole
E o B 3 BB LFEF L L F o

ERETHA % & 5. aripiprazole LAl > sz b 2 3000 2 & 2 b B Y
3 & vt g5 paliperidone LALL @ =t & vt i &) & PR aripiprazole 4 % risperidone
LAl spile 2 ff1 & & p a2k ¢ “rit B enB % SR 1 2 B R GRS o e
AR E D B Y s BB TR Y il S ARk R AL g
AP o bR Rt g risperidone LAI s ki o Flut 0 ESC £ | i R,
AR E R arlplprazole LAl *tf»ce8 % > 147 5 > paliperidone LAl 12 3 v R
aripiprazole -

PBAC % f & ¥ iy » o1 2% &R 2%kt 7 Safety Net 20 Day
Rule®s # {335 8 FCRi# % Section 101(3BA) of the National Health Act 1953 ™ »
2327 2 2 s £ 2| paliperidone LAI 12 2 risperidone LAl % 7 4% » 2 7 234

°$@Aéﬁ@%QWﬂwmzﬁmeﬁMﬁ SN TR T R chl E s R
21 4p B eh% > e+ *Y(safety net threshold) - FgeT ¥ - sk ¢ (safety net entitlement/
concession card) > 14 G B S p £ 3F o & 37 0 Safety Net 20 Day rule » 4 77 5 4

o
L
TRABLT 120 2 2 ﬂ#«%%&w’%»;*ixﬁ$ww@ﬁmo
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22 olanzapine LAl = 3 % # - pF PBAC % R » 23> &£ % BRE 55\ (share care
model)z- = » » ¥ B 2 & $L3E 1@ EF (nurse practitioners) ® = & # % o

(=)NICE (# ®) [16]

®RERGERE 2 RE S A7 7 2 (National Institute for Health and Care
Excellence » 12 = f3 ﬁi NICE) &>+ 2014 # 3 * 2% - i>F %4 & (evidence
summary - ESNM39)" © & % % 5.2+ 2014 #3# ®+ 3 » i ¥ e B L E 4 AR
¥ e &% v JR aripiprazole ,p}%? I HfE T 2 o X RIS R o gt PRERE A
B Ry BEE A R B K% (n=403 2 n=662) > Bk Ao 0 - B - =X
&+ aripiprazole LAI 400 mg % % »c 82 & > M B> % AL E 3§30 PR
aripiprazole 10 £ 30 mg- ~ % & S.chmt X B2 C JRE TR 0 B 5 1 L AR
K27 RFEF4 o

Aripiprazole LAl % % = & fufd4d :[,ia*}‘?r‘% B ier Y 2 PR 1R
HpHERL AP EIAS S o vt f D2 12 & % XM 5- HT1A RN S o ,F
% 5B 5-HToa o 223k 1 400mg B 40383 2 AdF s ch@l® > A% e ph o
F PF %5 v R aripiprazole 10-20mg/ = i & 14 = i rriwiE | E o ¢ R R v}(r’
FAFREE PZE REISHE T 300mg o A APR* i aripiprazole

s Ao BB AL bR s R 0 F R 55 v PR eharipiprazole 1 g et s 1
= = fé H* o

W RFEFERLL TR 2AF R KA IGER - B - T &k (Kane ¥
A5 2012) 3 ~ 403 = AE Tops 4 (e ¢ PR aripiprazole 5 4 3 12 FdRF %5 K
A 12 3 36 i) L’Evl_f_fjl% AAREL S A ikt 2.1 % aripiprazole LAIL 400
mg 2% &I 52 iF o hFEHY Al B AW - o RS Ul /FFJ‘;"E
$ooo

# ifﬁ?"—%#ﬁ%é REIFH LS I HHRF PR 5 &= 4pihs
R A b B E R R ﬁ—m PANSS 4 #cr4 2 CGI-S s $oic 5 2
o B H e RFDTRARFE T LIRS FAptk:

| 525 ik 4 € 4o CGI-I 4 #cit 3| (CGI-1 4 #c:range 1 [very much improved] to
7 [very much worse])5 4 & { & "M & U TF

i. WEHS A e is PANSS =R Y M- 1B p A s I 40 HY H—mp 3t
.."lr'g 2/,}]‘1__" ’ E\; ’

d3chizophrenia: aripiprazole prolonged-release suspension for injection
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ii. e 4 kis PANSS 38 P EF) 4 & 00 b BRI P Aede kiE T 4 A
b oo

I FIHA Rk e E R

I CGI-SS(f 4 i 3=i) ¥ - 254 5 44 (B p #if%)8 54 (EF A #)
AEE A S 6 A (AR T AT L)

IV, BRg 4 7 idef A S AT G A SRS E

% B > aripiprazole LAI 400 mg vt % & i 5] L Map 8 5 (10% vs.
39.6% ; HR 5.03 » 95%Cl 3.15-8.02 ; & 33+ R &) @ 2% F1 5 & CGI-| &
PANSS Tk i % 4  (74.1% aripiprazole LAl 400 mg % %} & % %) i 86.8%) ~ i
F2(25.9% vs. 9.4%) ~ p #¥Ew (3.7% vs. 1.9%) 12 £ % 4 8% (3.7% vs.7.5%) o @ F]
PR RFITR ISHRFRF AR L fp¥a L o E Pt R & (P<0.0001) ; <3
e v ) % aripiprazole LAI 400 mg ‘e 24.9% vs. % & #| & 54.5% -

% 2 9F 2% (Study 31-07-247) 5 — 38 5 ¥ 383 » R K~ F ¥R A R
B g~ 662 Poph 4 4 2201 et b A RS — 1B 7 % 4 aripiprazole LAI 400
mg ~ -+ % v JE aripiprazole 10 ¥ 30 mg £ - B ? *& 4= aripiprazole LAl 50 mg
(pseudo placebo) « &5k 3 il %5 26 bl - S HR LAY R ER

B BmGipths 26 302 F 0] AR H BRI HHHEL IR
B ehpE o AR AR RO B T E P R0t G (PANSS A fk< 3 4 2
#6752} X) s T35 PANSS 4 #icrc® ~ PANSS (£ 2% f 58 £ 0 B4
Bk ¢ 7 ic £ % (PSP score)~CGI-S~CGI-I 4 #ci2 2 Fliz e Jn Fla 3 5 PR o

3% Bgor o aripiprazole LAI 400 mg ‘et f »x 7 7 *t v JR aripiprazole & ;
B2 AHF G T12%¥ R 7.76% > 4p £ £—-0.64% > 95%CI —5.26 to 3.99 - @
aripiprazole LAI 400 mg ke 4p #&>% aripiprazole LAI 50 mg J& > 45 28 v B i€ >
Feid 1l st b & &(7.12% vs. 21.8% 5 P=0.0006) - @ =t & 45 1| & T aripiprazole
LAl 400 mg ‘e 5 »cs v JR aripiprazole st &)} ¥ @ £ B o

pE M o d EMA 278 F cho X =15 38 £ (European Public Assessment
Report, EPAR)d5  » 2 2 #F 5 5 - 5872 2R 244 > WL 2R i 0 L7
FOUF 4 e F 2o R aripiprazole 4p e o R 8 B 25 chlicdy 0 EPAR 3L 5 7
7 RE 2@ 2 sk v b A W] 5 oaripiprazole LAI400 mg & (7.5% > N=40/534) ~
T JR aripiprazole #.(7.1% > N=19/266) 2 = & & %2 (13.4% > N=18/134) - @ &
7 2 F i 3F v 6] 5 aripiprazole LAl 400 mg ‘& (4.9% > N=26/534) ~ v JR
aripiprazole . (5.6% » N=15/266) - H ¢ B& % L F JEid 3F ~ 3t 1%gk 5 #F4
Biagil 2 LA 4 3 p st £ »g $) aripiprazole o
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# B MHRA(Medicines and Healthcare Products Regulatory Agency) ¥ 4 i i¢
PP A R ER T & T & A 1 ?MﬁJﬂ&&%uaﬁ&Ja@<m%m
AFEETGHE TP iRt E A APTSIg EA Rep 4

PR EFRRSGLEFERM AU rip B BRI H AT RL TR
aripiprazole 3 & Tk & > i& ¥ Av $ 3 E B 129 £ (selection bias) - 3% 3 » s 4
= ALE A ART &R aripiprazole 74 3# - m MHRA = ;;1:1 B2 7% Study 31-07-247
P A e RJga o R o B FARPHIRM AT G g L
t e

{235 NICE ik f 51+ 1 S 2 7 R3¢ 70 3 & R T2 L3 &30 s ¢
AT RIMA R E R R fe b e TLRT R AR @ £ {'jt'umﬁ:;fd}?i%#ﬂﬁjxﬁ'—?'L
B BEBY I ABT R ARG A BT I IRE DT I B 2
ChoF Iy FF L FE A R REE R

PORRERRE R FFRIE SRS P S E T A B ST -
ST e S G Y R e R 2l F A
WA FE R R A i E

(1) SMC (&t ) [17]

i W #+ 4 R ¢ (Scottish Medicines Consortiuum» 12 = f§ 4 SMC )*+ 2014

£ 40 4 pgt - =ik (SMC No. 962/14) » &3k Jc§ arlplprazole 400mg

FooR R L SR L ¢ R aripiprazole 2 < E LR A AEEF P o 2R

ERD A - TRV EGRRZ S OB T R e R LEA AR %“*?ﬁ’? 2] “éE

b AR RS JRE Rk - o B B R R &) g
B bl AL E AR RES VR PEFF R X 2SR T DA -

ERF R EE NICEARF 15 H % - ARBRVRAZESEL/H T
Fhmbit o FA

— R A % B R T BRA] - F]t A 95225 e 20 NICE § & &
ﬁ%”»‘d’ o SMC i E?l e E,j‘%-"—gr-r" }%‘ G 'l""/‘\‘—"ﬂﬂaﬁ"‘l’ml » ¥ lﬁ"’f‘\*{‘t A:\"J o m A

TR F R AR ESL LA TR o RA] S T - SRR R 7
WE o B R o RA R -

e Pfﬁgf T AREARFES L LR F L jp bl B 45 Rk o & R
Bayesian competing risk model z_ fF £t #2473 0 3= » % % 5 paliperidone 2

23/72



106CDR07032_Abilify Maintena

% risperidone Z_ AP ¥ po i K i lkdp A B K p A 6 FERK o A TR F

FI7 RFEFL AR FF N E X 2P TE R AL IR RS Aot e 2

SRR R 2 F R o BRI S F R RS BT A R E & aripiprazole »t

T »x % &2 paliperidone - risperidone 4 £ 7 < o iz pt P40t iv £ 54 > & 32

B dpor o AR 3 — (X B frisperidone iES) ~ HAR A O KL - R EHL
PR - (27 RRFESHLFER)E - SLFPFN R U % gt

B o

SMC £ | » & TRA & Fo & 7335 d ¢ paliperidone £ risperidone % 1 %
g > @ aripiprazole Z4H S #E 2 jpk > L BV HEgp Ao ¥ - REA > T
PEBRBRBARP LG AZER
2. T TR AP v‘}l%;

(1) =x-32
A3E 4 * > 3F Cochrane/PubMed/Embase 7 + FlL B 2 = j2 Hp 4o
2T 5| PICOS s 40 F 14 THOF 15 & AR RATE L A F LT 2L 4

¥ (population) ~ i > i (intervention ) ~ % »c ¥ & & (comparator ) ~  »<ip]
2tk (outcome) % #7733+ 2 ;2 (study design) > H 3#F if & FIZ 4o

Population B~ 0% 2 1 schizophrenia

Fr£ 0% %t bipolar ~ depression ~ psychosis
T

Intervention Aripiprazole long acting injection/ aripiprazole once

monthly
Comparator * KR
Outcome * R

Study design | Mg A iRGERHR 2 L Sk e gk w iE A S g AT

—_ X

# 8 % 1 p >l schizophrenia ~" aripiprazole long acting injection ;2 " aripiprazole

a— 24

once monthly | i s M43 & (FH0F » FOF od 55 R Mifd o

iz P+ iz PICOS - i% i Cochrane/PubMed/Embase % ~ )gk}ﬂii » 3% 2017

(2) #w s

iz P+ 2. PICOS » i% i Cochrane/PubMed/Embase % ~ g&?%ii » 3% 2017

N — 2
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# 87 1p - Tschizophrenia |~ "aripiprazole long acting injection | 3% {14 %
Wi {7 o 2t PubMed 4 FARLE I iEMEF EFHF > £ 73] 100 & ﬂ?’e ’
- P &EH P 5 randomized controlled trial(14 %) ~ systematic review 1/ %
meta-analysis(+ 11 &) o ** Embase FHE ¢ $0F F itip e M4EF 2 4o B 2 1,% )
EHT 182 Re o B0 g GRS (29 R) - systematic review 12 %
meta-analysis(+ 13 %) o @ ** Cochrane Library * 3% 3| 1 & cochrane review 12
2 E WA+ B2 CRD 3 E ¢ 3% -4t T schizophrenia | ~ " aripiprazole long
acting injection ; 2. Cochrane Reviews g Technology Assessments < gkéﬁf‘;] T
AFF TP 2 Lﬁj% o L 4t b 2 g&?&iiai@i’? FE oG L;H;ﬂw%@i i &
70 ;}2% ? f #7314 PICOS F > #%",%;’E\%B’»%E"Jké 2 é},?% & #H,értiﬁﬁ
€& 'ri%friv‘{;% B IEER 6 ézgie 'S hATREERME LR ffur_%_é}gk
WARE ERIE ST (FRick A 2 L))o

AR R AEE PR E S

Efficacy, tolerability, and safety of aripiprazole once-monthly versus other long-acting
injectable antipsychotic therapies in the maintenance treatment of schizophrenia: a
mixed treatment comparison of double-blind randomized clinical trials[18]

d  Majer % 4 3% 2016 & #7% % 2 R 4 F vt #& 2 (mixed treatment
comparison) < }gL o i’vﬁ %42 3~ NICE #7iFenip b fE 7 K3~ SE8 A IR
% (2013) » Mg {s 11 4p e i% 23> MEDLINE ~ MEDLINE In-Process ~ Embase ~
the Cochrane Library 12 2 PsycINFO #F 35 :i7 % kAp M 3% o p » gz @ %
Te e T ARB B 81T 2k SRR AR R PR R O p L
B & 2P AR B ot et eh i  F A
AR e FEE RFCRISF MR FR ISR I RSB B A & 2
AR el S MM E R e U R AR R I B AR RA R R A
HEZEE NEEE S Ry LR i

AR IS BT USR5 4 47 (random effects model) > F 1
"% vt 5 (Hazard Ratio, HR) & 3 - Apd >t % 4| » aripiprazole LAl ‘= (mean
HR=0.26, 95% credibility interval [CI] 0.12—0.51)12 % risperidone LAl ‘&
(HR=0.27)#%p 3 & 4 4 o H @ e4p % & 4 w] % paliperidone palmitate %
(HR=0.44) -~ olanzapine  (HR=0.39):z 2 haloperidol depot * (HR=0.37) -
BWCl w o r» 124 Flitmggx L -

=l

fOF A OLE @A TR sk v v gt oo aripiprazole LA oz b gt E<]
(HR=0.74 > 95% CI 0.17-2.12) ; H £ }|>1(paliperidone palmitate ‘: HR=4.69,
risperidone LAI ‘e: HR=5.92, olanzapine pamoate ‘: HR=1.24, haloperidol
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depot : HR=4.26) » # 95%Cl » AEF|% R & - B F1H & R 7
TR I5 R v )3t aripiprazole LAI &+ 5 <1(HR=0.80 > 95% Crl 0.25 to 1.55) ;
H &4p|>1 (paliperidone palmitate %.: HR=1.49, risperidone LAI %.: HR=2.00,
olanzapine pamoate ‘.: HR=1.27, haloperidol depot ‘: HR=3.29) > Fr & & i 7|

¢, >
oISl

% 7% B o1 risperidone LAl -~aripiprazole LAI % ~haloperidol depot~olanzapine
pamoate ' % paliperidone palmitate =13 iz 4R % b *& * ] (estimated relapse
risk) 3 7.7~ 8.4+9.6 ~11.5 12 2 12.2% ° i 95%Crls cn% & &7 » Sd 31 &
Er et A mE Lioh L FEEFLE - pika #30 ThG s
R EE L TN AR LR MEEFTLR o RRAER G B
e B B i 4F s 07 ¢ 1230 risperidone LA ~haloperidol depot~aripiprazole
LAI ~ olanzapine pamoate '» %2 paliperidone palmitate = :34.5~16.7~9.4~2.6
E09% - m % AP E 0%F e

F1F L E 23R sk b %V b 5 paliperidone palmitate 8.5% -~ risperidone
LAI 8.4% - aripiprazole LAl ¥ 2.1-3.0% o @ F]H &= K F|2x 3 ;o v b 5
aripiprazole LAl 8.8% -~ haloperidol depot 27.8% - risperidone LAI 16.8% -
paliperidone palmitate 14.9% 2 % olanzapine pamoate 14.0% - F]4R % h *& < >
7] aripiprazole LAl ¢ & 7 @4F /5 4238 26 F a0 5% 80.8% » j'fﬁ%dﬁ
olanzapine pamoate % 71.5% - risperidone LAI 67.1% ~ paliperidone palmitate
64.41% 2 %2 haloperidol depot 57.1% - ;o 2 BF R iE Flsizt F £ B o

A% AT 0 P B TR0 4 7 (fixed effects model) » 4p #3t % &
| » aripiprazole LAI -~ paliperidone palmitate - olanzapine pamoate 1 %

risperidone LAl $3* 88 £ 3 4v ek "Gt 54 W 5 11.2% (95% Crl: 6.5 to
18.4%) ~ 11.9% (95% Crl: 4.2 to 26.1%) ~ 12.0%(95% Crl: 6.6 to 20.3%) 2 %
12.8% (95% Crl: 4.2 to 29.1%) - @ 3% & J5 % 2 4688 * o 1 3 (EPS)+* &) »
olanzapine pamoate -~ aripiprazole LAI ~ paliperidone palmitate 2 2 risperidone
LAI 48 B b *& vt ) B & %] 50 10.1% (95% Crl: 5.5 to 17.6%) ~ 14.3% (95% Crl:
9.7 to 20.4%) ~ 16.3% (95% Crl:8.2 to 28.4%)r % 19.1% (95% Crl: 9.0 to
34.5%) -

it

FPhRITEER6R R IERE A A BEY 5o NPl
#¢ T ja%g—;% 7 haloperidol » B22X 5 % - R &R e A F B F P R ORIV AN
g% om pb=t A 475 % B or o aripiprazole LAl & & ff sxat At X f e 2 4T
o Lol i p Ed > DovgE s oY H R LA R
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F);RERX M s B gpiTe A kv E { 4 real-world &= 7
j\l“’"“ 1L J._\;c °

Ttk 385

I.  QUALIFY : a randomized head-to-head study of aripiprazole once-monthly and
paliperidone palmitate in the treatment of schizophrenia[19]
d Naber & 4 »> 2015 #74f £ 2 B4t > S ) 283 ~"EW A IR =R H
Mt~ 2 7 3b ﬁ%:&éﬁﬁ@ o pL2EEe 1L d aripiprazole LAl 400mg/ * (#Kr)%
At FE R 0 4o @R ¥ '8 3300 mg)¥ paliperidone palmitate (GE/4 3] £
50 = 150 mg/ ¥ [®c i &2 4e £ L aERAE]N 78 3 234mg [£ Wz ZFE]) -

i & =i 4% 1 28 ¥ 2 QLS score’ ° CGI-S Tk ¥ 7 7 2|  § T it
R m s s (¥ P R2ERA)L T ARV EREL)NE IAQ
(Investigator's Assessment Questionnaire) £ — 58 :E# 1 # =iz Fiff 44 ﬁp‘é&#
’i’r%?;jﬁ;&i:}%z}i\ﬁﬁ RPN EZ M - 12k VWE2 IR ]v}};‘z
A otk s 2o ok ‘V*Eﬁ%%*"iia%c v TELFV R 3 e 2 AP B AR

P~ BE AR BB X 2P AR LR A FE S R F‘
oo FIRAD ARG et R A AT R o AL R F) T
55 (L *cfE) o IAQ % 4 8 12 3] 60 » & HcA% 1 & 71 Jp v A%4F o

Boid & o~ 205 fgm 4 0 L84 iR T aripiprazole LAI 400 mg (n=148)r4 %
paliperidone palmitate (n=147) - & & ¢ % = 28 ik #Z% " &] 5 aripiprazole LAI
400 mg ‘= 67.6%(100/148) 2 2 paliperidone palmitate i 56.5% (83/147) - **
24 ¥ i g2 T 354 X % 5 &£ >t aripiprazole LAI 400 mg & 5 387 + 3.4 mg
(#SE)r4 2 paliperidone palmitate & 5 110 + 3.6 mg (+SE, EU dosing) % >+
172 mg (US dosing) -

% 28 ¥ 2. QLS score 3,4 3t d w sk e A A# w2 £ B (least squares mean >
LSM) % % % 5 aripiprazole LAl 400 mg i (n=136) 5 (7.47 + 1.53) 2 %
paliperidone palmitate  (n=132) 5 (2.80 £ 1.62) ; % 2 1 B & 5 4.67(95%CI:
0.32 = 9.02 ; p=0.036) > # = aripiprazole # 7% >* paliperidone - a7 & 4 17
» Bt aripiprazole »t % 7 £ 3¢ % ¥ >t paliperidone - F ¥ aripiprazole **
CGI-S 2 2 |AQ score # Bgor P Agecd 5 & a2 CGI-S 22 LSM £ &
% —0.28 (95%Cl: —0.48 1 —0.09 ; p=0.004) -

¢ QLS score consists of 21 items in 4 domains: Interpersonal Relations (8 items), Instrumental Role (4
items), Intrapsychic Foundations (7 items), and Common Objects and Activities (2 items). Each item
was scored on a 7-point Likert scale, fromO (severe impairment) to 6 (normal or unimpaired
functioning). The score is calculated for each domain and the total score ranges from 0 to 126.
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W28 FAp T2 A A TR A ¥R QLS =% 5 p o aripiprazole T o F
& (intrapsychic foundation domain)+* i * paliperidone £ P &gec il » e & i 7
Bt R A AN EHEAL Y 0B B k<35 K3 28k 2 =5 LSM A &
3% % QLS (10.7, 95%CI: [0.70 to 20.7], p=0.037) ~ CGI-S (—0.44, 95%Cl:
[-0.83 to —0.06], p=0.026)12 2 IAQ (-2.65, 95%CIL: [-5.28 to —0.02],
p=0.048) - @ >35 F ¥ 2 X ® R 5 QLS (2.81, 95%CL [-2.02 to 7.63],
p=0.25) + CGI-S (-0.22, 95%Cl: [-0.44 to 0.01], p=0.061) IAQ (-1.02,
95%CI: [-2.77 t0 0.73], p=0.25) -

FrHFERRERT G LF A~ S Bk 4 3R ek & %) ¢ aripiprazole LA
400 mg = 11.1%(16/144) 2 % paliperidone palmitate = 19.7% (27/137) - F]ix
Rd 23 AFE R A BinhFF A% ¥ LA MENH e - M RRE
LR Ao e AR IEEARRE A RE 2 LA A P g A
# o] 2 5% % 281k B AR E 4o %1 (22 A B APIR) 5 aripiprazole LAI 400
mg #(0.2 = 5.9) kg (n=100)+ 2 paliperidone palmitate (1.4 * 6.6) kg
(n=83) ; @ wAY L H 4t 5] 5 11.1% vs. 14.6% - 4p 5 ch> & WRE € Fdr 4
aripiprazole LAI 400 mg e 9.7% vs. paliperidone palmitate & 5.8% -

it

P E%E R - AN REEREAAM L ERETER in % (health-related
quality-of-life scale) » % — =t 3= QLS #2 AA# & -4 & & -+ aripiprazole(7.47
& )4 >t paliperidone (2.8 4 ) i DI gRsk b R & o B A om 4 AR RS
VSR SRy e R NE At B L RS S TR RO REY
it %X L AF o

iE7E P 40 e kg on aripiprazole # % % paliperidone »t o o~ S fE L B & 2
BroebiBhd B S s FRET TR R &Ry o a L SEEA
bEE o B dE ¥ aripiprazole shF i E 0 ket L ARR L 5 0 F
PR R BT TR

Il. Aripiprazole once-monthly for treatment of schizophrenia: double-blind,
randomised, non-inferiority study (ASPIRE EU)[20]

d Fleischhacker & 4 ** 2014 & #7% £ 2_ < /;?L v e - R R LA R
F ¥R 0 A % 2 5 aripiprazole £ oroE| | g JRE 2 X B L Hp 38
FESk o s A 4 5 7 Fe < aripiprazole LAl 12 2 & % v JR aripiprazole -

A &FRiptk s CGI-l =5~ 0 b (B £) % PANSS =i 45 p ¢ 27 - 58
S4 5 (AR FEHMES2 0 P)RNH P~ IF>4 00 E IR Ae e K F
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>4 ¥ - gt A& BY F iFa Gk o CGI-SS(Clinical Global
Impression — Severity of Suicidality) % - 2Ri» 4 & (£ M=) 54 (L B p
BYLE (R G ZMAEBA(RA)R TACH L) 68k Mt p A
THARRIFHA -

T EFRipR: ¥ 38 EATRB T AR F 2 P (time to observed impending
relapse) i 2 % T -4p 3 & (observed rate of impending relapse) e }}51&7 &
(remitters) 12 2 & Jis % (responders) o H i 4o 0 F) & AR F] R ook BERY > &
A T 20 PANSS 3,4 02 2 CGI-S & ;2 B 2. T35 CGl-| 4 #k-

F2MEFRR e RARM 23 U F s~ AR R EE LSRR F -

FB#s&s A 5 =8 0 % - g (oral conversion phase) 709 i 4 14 2 842
o A i~ & = ¥ (oral stabilization phase) # ¢ & 45 228 AW ¢ X
aripiprazole i s 4 B FEFATD % 2 Mok fh £ 662 fgp A A B Z P
B ER A R 2 LRGSR 2 (n=662) £ » 4 aripiprazole LAl 400 mg ‘&
(n=265) ~ © FR aripiprazole . (n=266)'+ % aripiprazole LAl 50 mg % (n=131) -

= Blo 20 % 26 1% 2 Kaplan-Meier #-5% 4 45 7 #-43 3 & > aripiprazole LAI
400 mg 5 7.12%~ v JR aripiprazole = 5 7.76%:2 % aripiprazole LAl 50 mg
25 218% - & w2 WA F F LB @5 aripiprazole LA1400 mg 82 ¢ R
aripiprazole # —0.64% (95% Cl —5.26 to 3.99)%f -7 & »2&| 3| % ¥t T JRA|
A o @ 400mg | £ E> 50mg £ et £ & (P<0.001) - & gLk dh B
% 7 Kaplan-Meier #-5% 3% 2. T #8645 3 & % % 4p 17 > aripiprazole LAl 400 mg
2% 6.79% (18/265) ~ v PR aripiprazole % % 7.14% (19/266)12 % aripiprazole
LAI50 mg ‘e 5 18.32% (24/131) ; ¥z ®_aripiprazole LAl 400 mg # % *t v JR
aripiprazole (95% Cl —5.06 to 4.36, P= 0.8740) > # i&>* aripiprazole 50
mg(95% Cl —19.38to —3.67, P=0.0005) -

38 i¥ 2 LT 4R 2. PR (time to observed impending relapse) : aripiprazole
LAI 400 mg £ v PR aripiprazole %% % 4p i7(log-rank test, P= 0.992) » & ;5
K Ap >t aripiprazole LAl 50mg e p7 &g 2t & 4R 3 P A (P<0.0001) - e e
PRI MR F G S B R R ET T P b R & (P<0.0001) o A Ap iR
*t aripiprazole LAI 50mg & > & }@dﬂz L s 2t aripiprazole LAI 400 mg P &g
B (75.2% vs. 89.8%) » ¥ & 3] ket + &, & (P<0.0001) I"ﬁ?iér}%} NS
By AETagt LR BT 6 B 7 S aripiprazole LAl 50mg ek et
] (55%) @ & v H = 3 % (aripiprazole LAI 400 mg ‘& 81.1% 1 % v JR
aripiprazole ‘& 75.6%)# 4 o

412 Kaplan-Meier #25% 4 47 %] & 8k F12 3 /55 PP > % % & o1 aripiprazole

29/72



106CDR07032_Abilify Maintena

LAl 400 mg = & P 2 iR 4 > 4p ﬁ@x“ T JR aripiprazole  (P<0.05) 1z %

aripiprazole LAl 50mg % (P<0.0001) - % 2z & 6 J F] 3% 3 inf 5 &
aripiprazole LAI 400 mg ‘& 25.3% (n = 67/265)\ T PR aripiprazole & 32.7% (n =
87/266) i+ % aripiprazole LAl 50 mg ‘= 5 53.4% (n=70/131) - | T

PANSS+ CGI-S 11 % CGIl £ % B+ arpiprazole LAI 400 g s 5 2 it
z %Lv N —{td‘ipg %\"?‘ %—%"_‘/ﬂ s B ,‘;.}/%‘f (P<005) °

BF LR A LFE E0 aripiprazole 400mg ez AR s HF LA a ~ FRR M E
B " /R 40 (9-12%) o —HEE TR 3E§F & ,f;~ 6.2% (41/662) ;

Rl aripiprazole LAl 400 mg 2 5.7% (15/265) ~ v FR aripiprazole ‘e
5.6% (15/266) 12 % aripiprazole LAI 50 mg e % 8.4% (11/131)- 5% ® % 4 3
Ac 2 o - AT REFSHIES = 0 ¥ - | & aripiprazole LAI 50

g.éf_?‘lﬁl%ﬁm?°lﬁiﬂp\;§.\ LA v XA I ES B AR o B w =
HFA AE 2@ 3R ek ) 5 aripiprazole LAI 400 mg ‘e 7.9% (21/265) ~
T PR aripiprazole & 7.1% (19/266))4 % aripiprazole LAl 50 mg & 5 18.3%
(24/131)~ 715 4 4 Izt (psychosis) st 51> 2% £ e 4 %] % aripiprazole LAI
400 mg 22 1.5% (4/265)~ — R aripiprazole  1.9% (5/266)4 % aripiprazole LAI
50mg % 6.1% (8/131) 7~ g« » .4 & A 7 & 5 aripiprazole LAI 400
mg 2 3.0% (8/265)~ v FR aripiprazole i 1.9% (5/266) 1 % aripiprazole LAI 50
mg 5 6.9% (9/131) - pr3ds ™ I mom 4 FIE LA G a kR e R o

FZHp P R e 4 Aa Rl b 13 H AP BB v &) S aripiprazole LAI 400 mg e
21.9% (58/265) ~ v PR aripiprazole ‘& 11.7% (31/266) 2 % aripiprazole LAI 50
mg 5 12.2% (16/131) - F pFié * Fuitdk 2 51 ] 5 aripiprazole LAI 400
mg £ 19.6% (n = 52/265; mean daily dose, 1.61 mg)-~ © PR aripiprazole & 11.7%
17.3% (n = 46/266; mean daily dose, 1.50 mg) 2 % aripiprazole LAl 50 mg
% 13.7% (n = 18/131; mean daily dose, 1.66 mg) - @ * i & %2 3 38 ¥ 2 T35
2 % 540.1kg (s.d.=4.8) ~ +0.1 kg (s.d.=4.8)2 2 —1.6 kg (s.d.=7.4) ; =
R A AD B S E P R & (P<0.05)° & i3 bR R Y b R 7.5%
(20/265) ~ 2.3% (6/266) 2 % 0.8% (1/131) » @ 12 VAS scale 3% 7 7 3p#ic > =
MEe ZIERBER -

gt

PR BT Y % 26 3% i HEPF aripiprazole LAL 400mg 3t st & 2 F 70
v PR aripiprazole (10-30mg) ¥ >+ aripiprazole LAI 50mg @ # {s ** 38 i if
B BF 7 Bg T 4p di T aripiprazole LAI 50mg - aripiprazole LAI 400 mg + p? &g 2
£ WRARFPER oM ¥ > FE R FPR ISR PR . P AT aripiprazole LA
400 mg feif 7] { £ crpE (SRR &)o@ e 3 PANSS~CGI-S 12 2 CGlI-I
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scores & b aripiprazole LAI400mg J» >t 5zt @3t H s 2o 2 iF
F] #Fl»lr,&g;,]-_};\ J_)J.Lf g'—ﬂ ,]E}T&,algfg}%—%j{,jéﬁp’}%?‘g;ﬂo

£ »cA| aripiprazole % fit g F1 & AR FA R 0L R PR P B IRAT v pRE
Pooizvd - ENRFRRETFLAY AT P 2o~ 2588 AT ET2 A
’%ﬁiﬂﬁi-‘lﬁ‘ R LA ES SFRT R 1?:‘ J AT o M ER
FORIUHIE o dodS? o 4 % 5 FeX B T IR aripiprazole @ &R o 4 0 2
mAERFE R WA T SRR LI LR T RE%
BETREORFLFLE R HRond % 2P LRE L TN A KD R
{ 5 fkiEm o

I1l. Aripiprazole intramuscular depot as maintenance treatment in patients with
schizophrenia: a 52-week, multicenter, randomized, double-blind, placebo-controlled
study (ASPIRE US).[21]

d Kane % A 3 2012 & #1384 2. = JJ;L o 4 {Li‘éi—iﬁﬁf#—ii @ﬂ%ﬁé}gki
- °»‘L€$56Es—IEs¥!P 52 i ~ s ey SRS
B

A5 % - ¥ (oral conversion phase): & #% X i@ aripiprazole g 4 3¢ gt
Fpfod B Fub A o 4  2 &% v PR aripiprazole» 9 4 1 61 0 s % A
F- 3 bmg Bdso ¥ FH AT 10mg’1%é [ERE N 2 &pa&‘ SR RES S gk
e FR:}FU}%#E' FEFRBFEHAL > RS X FT S5 F 2R
#- o % = ¥r(oral stabilization phase) » ¥] 4 1 12 3k > 5 * * & & HPE Hio = o
,ﬁr,ﬁr 24 % o PR aripiprazole A £ (10-30mg) - 47 % > &t RTAREF = R4
#-iE ~ H 3 % = # (IM-depot stabilization phase): = PR& 4+ ¢ 5 FIR* & %
Bt s By > 9 123 o B 123 {8k 4 2 21 i~ S P (EH A IR)%
aripiprazole IM-depot 400mg .2 % & A e WA L 2 [FRETE S
WET A o

F_

34

Bofs £ 3o~ 843 [ H¢ 403 oA i %o > 269 A B
aripiprazole IM-depot 400 mg je.2 2 134 ij5 A Fe X & A o G p 304 7 &
F4 64 BRFEFE P ?1‘—'3’ #.% R ¢ (Independent Data Monitoring
Committee, IDMC) | ;i’n S TP H Bk > ERE S R A% o

" Stability was defined as meeting all of the following criteria for 4 consecutive weeks (2 consecutive
visits 2 weeks apart):

1. Outpatient status. 2. Positive and Negative Syndrome Scale (PANSS)19 total score < 80. 3. Lack
of specific psychotic symptoms on the PANSS, as measured by a score of <4 on each of the following
items: conceptual disorganization, suspiciousness, hallucinatory behavior, unusual thought content. 4.
Clinical Global Impressions-Severity of Iliness (CGI-S)20 score < 4 (moderately ill) 5. Clinical Global
Impression for Severity of Suicidality (CGI-SS)21 score < 2 (mildly suicidal) on part 1 and <5
(minimally worsened) on part 2
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FHMALER RV #%R e T RAF 2 BREP R oh 2 RF V65
aripiprazole IM-depot 400 mg = 10.0% (n = 27/269)%f e % /& #] %2 39.6% (n =
53/134)HR=5.03 ; 95%CI 3.15-8.02 & s & $7 8 1 4R 3% R F]12 & L B o ) &
Tk ik 4 F (1995 CGI/PANSS) (7o i 74.1% vs. % ffw ‘0 86.8%) ~ fifx
(e 2 25.9% vs. & A e 9.4%) ~ p R %ok e 3.7% vs. % FA E
1.9%) 1 2 J 4 M de £ (V5K 2 3.7% vs. £ A e 7.5%) °

T AR RO R AR ‘)é’%?ﬁﬁ'ﬁi Fiep Bpag £ > @ e B3 Jh kvt
b 5 iefr fr 24.9%4p T % A 2. 54.5% o L35 PANSS & BT R R SR
1]% A s o PR F 1S AEs o v FiR S L0k )P &F-Ei%‘ » R
BEES A TR A o IR e (+14) P B iRt % /TR 2 (+11.6) - P<0.0001 - %= CGI-S
e ARt T3EA R L 01 HRE A2 0.7 P<0.0001 -

BAF AT R FLOTAF R e AV b N R E) AR R
MR FEE o BeE 3 2 F 2t 5|3t v R aripiprazole 2 % aripiprazole IM-depot
400 mg 2 i 14% %2 43% - @ 4p 3% A 2 (6.7%) - aripiprazole
IM-depot 400 mg %2 % 4.1% o & v — BeE 7 2K B2 1 5>1% 5 A e
(psychotic disorder) - aripiprazole IM-depot 400 mg ‘& 5 1.5%vs. % & & e 2
3.0% ; 2 %2 L4 4 e (IM-depot aripiprazole 2 5 0.7%vs. % & #| ke 2
1.5%)e 230 F) 4 L F 2@ 2 H i5K ¢ &) 5 aripiprazole IM-depot 400 mg ‘e 3
7.1% (n = 19/269) vs. & 4 .2 13.4% (n = 18/134) -

PSR 2 g 4 = 0 1t IM-depot stabilization phase 14 % 1 i f & 9%

Ry L OTHL A mé‘%%# ¢ IM-depot aripiprazole = & |7 = 5% &
B o MEM A e P £ 4 ,v;};ﬁ/\@g 4Op e B9 3 e (L1%)F B ORR A
mo¥ LR E B AR e @ LStk R (4 100-point VAS i) 0 A ek R
% € & IR > aripiprazole IM-depot 400 mg ‘(5.1/4.0) 12 2 =% & & 2.(5.1/4.9) >
m 3 bRk 3t aripiprazole IM-depot 400 mg bt Gl % (1.9%) » = A e
Wbl s 0% o

Mol F B B Sk edi iK(1.9% vs. & A & 7.1%) - Aripiprazole
IM-depot 400 mg =+ 14.9%2 2 =% & e 9.7% 1) IR 46 18 7 g i ok -
#4745 (5.6% vs.6.0%) ~ i 6 Hae(0.7% vs. 1.5%) ~ 33 4 2 2 (1.9% vs.
1.5%) ~ #4& Z 5 (8.2% Vs. 3.00%) 11 & 7 4k 4% (0.4% vs. 0.0%) » t% e
NI bR HER R e S 22 B E R 4ot B 5 aripiprazole IM-depot 400
mg £.(6.4%) 2 2 & & 2(5.2%) -

it

MR EM aripiprazole AP AT 4 oonut £ T HRAR F ERF L R
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TR o A LA A B PR A Z A AR F A LG o A REE NS
R AR PO E A e AP RS o P BRI L UG Ao A F LR
aripiprazole ;3 &+ 12 % {5 4 . p\/\%gé%\? C FPE IR TR R - 0 2R
CEFEED - R Y VR BEERCIRREENH LT LR AT R
g pkg o dan j;}p,_}axk,* PR 2 R A 2
VCEEON REVE ST S N A R R b R E S S S Y
RaivhLEAAREY - EA o

IV. Aripiprazole once-monthly in the acute treatment of schizophrenia: findings
from a 12-week, randomized, double-blind, placebo-controlled study.[22]

d Kane % 4 3t 2014 & #15 F 2%k Ao TR AR BR R AR
A4 PRER o & o~ 340 Togp A Mg R Ll v %S aripiprazole LA
400mg(=168 » 1 T fj fip R )& X A (=172 11T ;i-fé A ) o 2K
A G 3ﬁﬂ’%~ﬁﬁpéwmﬂﬁ()ﬁa‘ 93 13 2 = %) s F -y
i 4 2w 4R i aripiprazole & H & B A B B § S8 T X iR o A
I 4 A ¥ i aripiprazole fig » b o P ¢ B4 3 X 10mg/d korE
i@&ﬁﬁﬁfwﬁwoaﬁﬁmm%ﬁ&ﬁﬁoiaé*:m%%ﬁm
B oo AN AR FILEH A *"lfL]ﬁ Do P sk ok R aE R R o 7
AL e g R EH LA v R arlplprazole 10-20m/d > @& F]A A K> 11 Z
F A E A AR S - BLERE RIR RS 14 X ¢ ORE A

1 & 2=z PANSS score ¥ i # e T % 10 ¥ gigecd %% 5 12 CGI-S e
Bty BER 12 F i HE SN BG5S PANSS 6 38 % i ~PANSS
Ffsve b~ gm A A $24k ¢ & 8 2 (Personal and Social Performance Scale >
PSP) ~ CGI-l & % % -

7o 10 FamEsk 3t s Eant b S ongk e 64.3% ~ % A e 49.4% o BF Ox
1,3 S R s A Ker b R (32/168 0 19%) » m % AR 5 AR £

R #2(50/172 > 29.1%) * 4 » Ffs%; ¢ 1340 g 4 ¥ F 195 B A g@ v
PR arlplprazole (10mg/d x 3days) o T 2 FRefup 4 s.#i; H A ho B 8 G

161/167 [96.4%] ; % [& &l = 168/172 [97.7%]) - & & # * % B %v-?
(benzodiazepines)»+ & i B4p I (Uo7 2 139/167 [83. 2%] e 144/172

[83.7%]) -

PANSS 3 & 755 2 P &g i & [ # 2 (Least squares [LS] mean change
—15.1[95% CI, —19.4 to —10.8] ; P <.0001):2 2 CGI-S (0.8 [95% CI, —1.1 to
—0.6]; P<.0001) o 57 B &~ 45+ B o @ X FAlec Ao PR T
ek EL LY B A E -
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TEFTG D q 0 PRI Z A E > PANSS T 0wz foMag Bt ink e R IR
P &g :x L (P<0.0001) » PANSS & i+t b= > in % 2 3 (Ve 2 60/162
[37.0%]vs. =% & #) % 24/167 [14.4%] ; P<0.0001)2 % % 12 ik if Bt % (o
i 56/162 [34.6%]vs. = & e 26/167 [15.6%] ; P<0.0001) - PSP score
455K 2 (LS mean (SE) changel2.3 [1.2]) > % & #] % (5.2[1.2]) -
P<0.0001 » 12 i¥ i B % 5 (13.0[1.2] vs 5.5 [1.2] ; P < .0001) - X 3=(SD)
CGI-I score % ILF? & im 5K 2 (P<0.0001) » 2.7 (1.2) vs 3.7 (1.3)2 2 12 ¥
EHLE S 26(1.2) vs 3.7 (1.3) e ipfle® HITR oK RS L A e
(92 vs 60 days ; P=.0029) -

BAAFAEESMER S R CARNMEFLI AN RE A NER
AP AR o FeE P LE E b Aok 2 4.8%(8/167) 11 2 & A e
35%(6/172) - *FFE T E = Ko|o ¥ LEED LF BELE X ARG
i 3/167 [1.8%] > = & | ke 3/172 [1.7%]) 2 % # 4 g (Vo 2 2/167 [1.2%] »
TR e 2/172 [1.2%)]) 5 7 e ¥s % A 2. EPSscale LS(SE) T35% 8 %
SAS total score —1.0 (0.1) §= 0.1 (0.2); AIMS movement rating score 0.1 (0.1)
f= 0.1(0.1); # 2 BARS global score —0.1 (0.1) and —0.1 (0.1) © #8 & 3 4c >+
ol b R ek e 21.5% vs. % A e 8.5% -

it

AL EAN R TR A ¥ L2 aripiprazole & & ¢ pRE ST i L
T A AR 0 2 A B E BRI AT R o AP 2 Bl A AT
J,;E,”L; on &%.y_}_@‘: i%;]}% A o

B is o » P 3EE 5 — 3B F NI A 2 Wb ik % 2 5 aripiprazole LAL ¥ %
v PR aripiprazole 2. 7 % {+3E5% ¢

V. Efficacy and safety of aripiprazole once-monthly in Asian patients with
schizophrenia: A multicenter, randomized, double-blind, non-inferiority study versus
oral aripiprazole[23]

s+ 5 d Ishigooka % 4 3% 2015 & 7% £ 2 v gk o A Rk R E SRR
aripiprazole © PRAB| AL A 2. SRS (P A S8 RF TR e
ER) SRR B F Rk o Sk E A 5 Z 8 0 % - ¥ (oral conversion
phase » % 12 %)~ % = # (oral stabilization phase - % 12 i¥)12 2 % = #y
(double-blind phase » 52 i¥) > 5 %% 48 i 4 i& » B o
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iiﬁ?"’-l’éiﬁ%% BE 26 B2 mup R RRF 6T SRR LRI R

PR H o R LR § & RS )~ T35 PANSS « CGI-S
b CGI-I oo Bts £ o~ 566 [ O H9 228 =k A BXAE T - b
aripiprazole (x4 ® fj 4 aripiprazole OM ‘e )1z 2 227 =5 4 3% % v JR
aripiprazole (©1 7 fALT PRE) - @ B P 2 ExE L BlgE 4 5 aripiprazole
OM & 74.1%vs. T PR % 66.5% -

it 2 8LE%IEE T T LR 0 1R T3.7%4F 13 it SR
P o & 207 s 4 (90.8%)— E i * 400mg A& @ 19 5 4 (8.3%)RI F
#3300 mge @ v PRER R 76.2% 4% X v IREF AZE 26 ¥ 0 65.6%4% % T
PREF 3 52 1 % 210 i 4 (92.5%) & F 3 K v IRAIE > 16 (7.0%) F
R o

26:F 2% ez g om R B R | AR ) 5 aripiprazole OM &(95.0 = 1.5)
Yo%t PR T PR (94.7 £ 1.6)% » A E % 0.3% (95%CI —3.9 £ 4.5) - @ & i3
52 ¥ 2 AV og e & m4 g b 5 aripiprazole OM & 929 %
94.5% %M © PR 92.3 3 94.1% - @ 5 4 & (40 b3S wE 5 6.6% @ ke
i FAE e B3t a 5 92.5% o S48 4 %P 22 PANSS score 3t 2 & T
4 %) % aripiprazole OM 2(54.4+ 0.8)¥+pe v PR (53.3+£0.8) @ % 52 i¥ >
PANSSscore gim A it 4~ f N2 H gt d BT alfF LR o T
35 CGI-S score »>+ & % % £ % = (aripiprazole OM (0.0 + 0.1)¥Pe © PR ‘&
—0.1£0.1); @ -T2 CGl-lscore »" % 52 F i HipFa 2 5(35201) -
¥ T X FE R F]A sk v b 5 aripiprazole OM & 25.9% > v JR e
33.5% > HR 0.74(95%Cl 0.52 to 1.03) - SF-36 & & Bg-m > 4 > 5 ¢ 2 4
G0 & w4 IR G aripiprazole OM £.(47.3+0.8) f- (49.4+0.6) ; v JR e
(475 £ 0.8) v (49.9 + 0.7) o »* 52 ¥ 2 SF-36 & £ >N 4 = 6 ¥ 5
aripiprazole OM =(0.82 + 0.60) #+pe ~ R ¥ (0.38 £ 0.61) ; M %2 2 1@ g
aripiprazole OM *(0.23 £ 0.58) #+pe v PR %2 (—0.27 £ 0.58) -

FOLAUFE LSRR A R M L b T s B E B e s AR
FAA g LFELAAREMNERFH LF R 5 = A (aripiprazole OM ‘= 57.9%

9 Exacerbation of psychotic symptoms/ relapse was defined as meeting any of the following 4 criteria:
1) CGI-I score of >5 (minimally worse) and A [an increase on any of 4 individual PANSS items
[conceptual disorganization (P2), hallucinatory behavior (P3), suspiciousness (P6), unusual thought
content (G9)] to a score of >5 (moderate severe) with an absolute increase of >2 on that specific item
since randomization] or B [an increase on any of those PANSS items to a score of >5 (moderate severe)
and an absolute increase of >4 on the combined score of those items since randomization].

2) Hospitalization due to exacerbation of psychotic symptoms.

3) CGI-SS score of 4 (severely suicidal) or 5 (attempted suicide) on part 1 and/ or 6 (much worse) or 7
(very much worse) on part 2.

4) Violent behavior resulting in clinically significant self-injury, injury to another person, or property
damage
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¥ & (15.8% vs. 18.1%)45 & o @ FrE A L F 2L B G
2 Rp A

:}’;‘:,ALL

Bl & 5 0.9%° @ AR EEARMER S ER DA 2 6] 5 16.2% vs.
14.1% ; @ $ 4
2(0.87 + 4.45) kg (n = 168) %+ & © JR ‘@

i\g 4v 5 (6.8 £ 11.8) ng/mL (n = 228) %P (6.8 £ 9.1) ng/mL (n = 227) ;

<R A b5 5.7% VS, 6.2% o T ERE 1 5
w (1.44 £5.23) kg (n = 149) » T 32,5 54 4

v

aripiprazole OM

% 52

Fzowit2 A8 5 (-1.6+293)ng/mL (n=167) ¥k (-0.5%3.0) ng/mL (n =

149) -

* iR S % kg or aripiprazole Jiost| A

w7

ol bt AR B A 6.6% A 6 1B ?97?5 L”[‘ ) 2
E69.4% ;5 @ P APERAT T PR > H AT b s

CAp M Pl TS - B A Y

LY

/l\ _%,‘\ [q PR
wiE 92.5%

ol S LG e 2T Y 0T RE F“*&%wf*
w& %£$4°
2 TRA B R A T 1 (ITT)
'1’:?‘7);3 AL s R A fﬁi AGE 2
ol [ oo TR
T | E | ey Rk B Ry I
#i | dew| M| P
@, P8 i R
JEESE N
18-60 gk ~ ## & M4 Hzxs AXis
B L DSM-V-TR |l &
w5 criteria /%2 & if |(DSM-IV-TR
# 28 ke m 4 F Gfcriteria) ~ #
S A2 FE | (ﬂﬂc iR
Naber, | 14 o UIRES ST ) v 4 2w e
2015 | 7%~ 7 - BEAR TR F B E T IR
(QUALI e 295 aripiprazole LAl 400 mg 148 B3 24 6t ¥ |aripiprazole -
FY) 3K —?3 fFimin T Z & |risperidone s
N i X £ 23 |paliperidone e
% 1+ 3b MESCIRE R I LR ’ LR
ook PR ML |2 F%R 6B W
5 Sz Bz (R ER S
CGI-S i >3 11 | 2 5 4« I P&
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2546 G
TR fRE S
TEAT SR E A
{Ed > T £
#4 R ETAE
AR R R

AT tﬁlv:f};‘g -

Sk R 3
1S '}‘T‘:f};‘s Ao ok
ROmEEAaY
Sk S LRATE
@Y~ pAR
AT @ A

paliperidone palmitate 147 <35 4 - PR A
¥t clozapine & &
Rlss F 7 &
S A
nl/Tj o
Huaod
DSM-IV-TR %
aripiprazole LAI 400 mg 265 b 4 g
I S IS
18-60 i & 4 5 & |7 R Spt ~
DSM-IV-TR 152 & ~ fuiF 4 & 4=
2 VEZ AL AR | ELREEHE - =
Hmmh&?ﬁ JEX3E L L o 2 RBEFER A A
acker, “#ji EREE-E SRS JLBECh A Eap
2014 Jf‘ ‘”_A 662 v PR aripiprazole = 266 IR B E 0 %p}%% R B
(ASPIR | """ e e B 4R | F e
EEU) | ° 'Lf £ gt il R |~ s 90 <
' P E (k| rdei® 30
clozapine *)Js | 4+ A ﬂf o
¢ - LA §E Fp S
Rt wmr ]
aripiprazole LAI 50 mg 131 o B D ES T
Ll PR
b o
= 4p 52
S aripiprazole IM-depot 400 18-60 i F £y g | 2 6 AL LD
s 2 mg & 269\ g o B [ 4 A
Kane, |"~ ~ CREES SRR R
2012 |2 ¢ 403 EREFIRT ) L |$E B A
(ASPIR | ( EORIRT FEE | E R e R
EUS) |7 12 IV IRAR B 2 R |24 R ¥ clozapine
)T placebo 134 RE2ZLELLD |F AL Mk
ESa, ER A g
R
18-65 A ~ & |H @ 2R 4
Kane 340 aripiprazole IM-depot 400 168 DSM-IV-TR 2 %7 | 2 44 5 s
2014 mg Z R RAHR R 0| B ~#E% 90

g A

% 4 4gif 30 =
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oA ~ PANSS |2+ r’il‘%f}?‘a {
score >80 M 2 | F & FE i
P 5F & 326 45 | ¢~ 40 PANSS
Hif FI>4 & o $F| score it iE PF

placebo 172 A E L | R B
F ﬁ%(“ﬁz 7 >30%2_ /{;'7 .
clozapine ™ ¢ 7| Ak % bt o

ZFH ) A DRI

B o

Hiuwzbp F4a
:}j;:]];; Ao~ 7}%5}]?‘,
B AR
BRY 4 SR
g YodF N BN
WA AR
IR T EX,

= 4 (>18
)~ BMI

18.5-35 « s 4 *

E ﬁy% Fam

o] - TH EEz -
arlplprazolme II\/IE depot 400 278 ) ﬁ i 114 NP RO
g (D ¢ AT g b

— HP% lz:i—r'-h’

x . N 1@} il
PI\”?‘ ;qv (2)?:] $ F ffi:v’ & f

P RER 0 FUlF

?os(p é&wwfé * rPR %d#t'%]i&“f
" 3, B RIUR (2
A5 aripiprazole 5 (3)| ™ o 2
e ffi:l A gm L (s 2 R [ﬁ}’%‘lL% =

/ : - F /t' Y s sEeE (43 A
Ishigook | * & i LV UREE IR i;fn fﬁf ], ;4;;
a, i | e aripiprazole 75 * »
2015 Eg)- foo 0 b E Al e.ﬂ ‘g 73 r&j
ST A R T3 ”fﬁﬁjgf
3 12 1 35 A gps | PR AR
¥ pg D L A A
5% . P e m e 4 7 8N
| g7 [rT %gb oy | AR R D B
e M W EREL 1
R vmﬁ B R
T JR aripiprazole ‘e 227 G ER g ;, w12 TR E

e 7ed jl_ I

~

Frwz ﬁﬂrf,a‘s \ ;% ,’f&ﬂz‘f}%?
Bl L . :M.@T i{"‘ﬁ%ﬁ
N

clozapine # & &
B rHEE R
ed F 7 e R
s 2 Aol

» Rk ;rﬁ A o

W
@

- L EFRRITLIET R

(A ERE 3L F 35 TN =&t deiE ?AF Lz
& & (95% Cl) (95% Cl) B4 F

% 281z QLSscore i A | %A > A Emink| P LEBE LS g,::;gq A2 H a Rk
A En kB A H B2 | <35 A28k 2= F ¥]: aripiprazole LAI 400 mg ‘e
¥ (least squares mean - [LSM % &% % 3 QLS (10.7,| 11.1%(16/144)r+ 2 paliperidone
LSM) .2 % &g+ 95%Cl- [0.70;20.7], palmitate = 19.7% (27/137) Fin
aripiprazole LAl 400 mg | p=0.037) ~ CGI-S(—0.44, | i 4z # 2% & & d ok %
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Naber,
2015
(QUALIFY)

2 (n=136) % 7.47 + 153
r2 2 paliperidone
palmitate % (n=132) % 2.80
+162;3 2 X RiEs
4.67(95%Cl: 0.32-9.02 ;
p=0.036)- % 7+ aripiprazole
7 % * paliperidone - 57 g
B & ¥7+ B ot aripiprazole
ALY A AN
paliperidone - e p
aripiprazole >+ CGI-S
% |AQ score '# B o PP B
AN REY A
CGI-S z LSM % i& 3
—0.28 (95%CI: —0.48 %
~0.09 ; p=0.004) -

95%CI: [-0.83; —0.06],
p=0.026)2 2 TAQ (-2.65,
95%CI: [-5.28; —0.02],
p=0.048)- @ >35 & %k # 2 L
# R 5 QLS (2.81, 95%Cl:
[2.02;7.63], p=0.25)
CGI-S (-0.22, 95%Cl:
[0.44:0.01], p=0.061) %
TAQ (—1.02, 95%CTI:
[2.77;0.73], p=0.25) *

BFA>5% W LA HE R4
HIREEA, M E AR l‘?fa’it" b
AW LE R ELT R
SRR S R O 5%0 4
287 EREH AR IL(bk’ﬁ,_k&m
Ap#2) % aripiprazole LAI 400 mg &
0.2 + 5.9 kg (n=100) 4 %
paliperidone palmitate % 1.4 + 6.6
kg (n=83) ; = A8 & 3 4r vt b 5
11.1%vs. 14.6% - 4p F 11> & B fl
¥ R #= 5 aripiprazole LAI 400 mg
*® 9.7% vs. paliperidone palmitate
2 5.8% -

Fleischhacke

LRIsKE S 2631
Kaplan-Meier #i-3% 4 47
#-15 % & aripiprazole
LAl 400 mg =5 7.12% ~
T JR aripiprazole & %
7.76%2 % aripiprazole
LAI50mg ‘% 21.8%
Loz TRAFFALLE
% aripiprazole LAI 400
mg ‘£ v R aripiprazole
% —0.64% (95% Cl —
5.26to 3.99)% 7 £ »TH|
A2 g 3o PRAA o
400mg #| & %> 50mg £

=

WF 2RI HRA 2 PR
(time to observed impending
relapse): aripiprazole LAI
400mg 2 ¥ v PR aripiprazole
in & % 4p i1 (log-rank test, P=
0.992) » & 5o AR T
aripiprazole LAI 50mg %
M ORE At g 4R 3 PR
(P<0.0001) © I H e gL AP
AR F VA S B
FrERAFFRA
(P<0.0001) - @ #p g

By 2L fu: X RTE
% 6.2% (41/662) ; % et b A
aripiprazole LAI 400 mg & 5.7%
(15/265)~ v R aripiprazole ‘& 5.6%
(15/266) 12 % aripiprazole LAI 50
mg =5 8.4% (11/131) - 8% ¢ &
A d4er= Ty - pr JRETF]
.u”ﬁ,??}n%m o= ¥ - B
ar|p|prazole LAI50mg =% p #%

,oﬁﬂ'iﬂwuﬁ r";w]’“*j_%
BESE RPN % 2 8 F)7
LF AR e ’mJ;é
aripiprazole LAl 400 mg ‘= 7.9%
(21/265)~ v R aripiprazole & 7.1%
(19/266) 12 % aripiprazole LAI 50
mg ‘e % 18.3% (24/131) - F1% 4

r, 23t R & (P<0.001) - @ g
2014 B MR K LS aripiprazole LAl 50mg ‘> & | &5 F 7% (psychosis) vt #1]> 2%+
(ASPIRE |Kaplan-Meier %3:\ iz 2 | gt bl 2t aripiprazole |z g s u] % aripiprazole LAl 400

EV) TR g & qpig > [LAIA00 Mg P AR R (75.2%|  mg i 1.5% (4/265) - v IR
aripiprazole LAI 400 mg  |vs. 89.8%) > & & 153"+ & | aripiprazole . 1.9% (5/266) 1 %
% 6.79% (18/265)~ r PR |%& (P<0.0001)° >+ in 4 - &) aripiprazole LAI 50 mg % % 6.1%
aripiprazole = % 7.14% |} o 2 ET AE IR A ((8/131) 0 A o LA A 2 p (T
(19/266) 12 % aripiprazole PRI 6 B S #| & aripiprazole LAl 400 mg
LAI50 mg ‘= % 18.32% | aripiprazole LAl 50mg =74 |3.09 (8/265) ~ r & aripiprazole ‘e
(24/131); 7£ %_aripiprazole| A e+ 5(55%) " &+ £ & | 1 906 (5/266) 12 % aripiprazole LAI
LAI400mg # % *t v pg | @ ke (aripiprazole LAI 400 |50 mg i % 6.9% (9/131) - % = #)
aripiprazole (95% Cl — mg = 81.1%1 2 ¢ PR | ¢ & w4 4Rl bR iz VI#B MR
5.06 to 4.36, P= 0.8740) » |aripiprazole i 75.6%)# 1% «| 4 1¢ 6 % aripiprazole LAl 400 mg
2 gt aripiprazole 50 e 21.9% (58/265) ~ v IR
mg(95% ClI —19.38t0 — ar|p|prazole 11.7% (31/266) A
3.67, P=0.0005) - aripiprazole LAI 50 mg & 3

12.2% (16/131)
Kane, |BFH A7 ®s %t o oot ot d @aledx|  KE? 2 2nppio R
2012 BETRAp G EEPE AR RRP A aripiprazole 12 % aripiprazole
(ASPIRE |if i e > 485 ) 5 [ & > & i o v &) 5 | IM-depot 400 mg ‘e 5 1.4% 12 %
us) aripiprazole IM-depot 400 | ;5% e 24.9%4p #2030 % A |4.3% - @ 4p 0t % FA 2(6.7%) »
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mg ‘& 10.0% (n = 27/269)
¥HBE A e 39.6% (n=
53/134)HR=5.03 ; 95%CI
3.15-8.02 ° B {5 ~» 7 E T
R R FLE B G
T bk Ak e £ (195
CGI/PANSS) (7 fe
74.1% vs. % A%
86.8%) ~ M F(ioi e
25.9% vs. % [ e
9.4%) ~ p ARG (oR e
3.7% vs. % & 2 1.9%)
1 E % 4 I'E'.f?’ﬁ?r__(/r' ;
2 37%vs. % EAR
(7.5%) -

@2 54.5%- T 2 PANSS A
BRI R L (R
TR (S HP R A
P R L SIS PR )P AR
Lo RAEH A IRE 0 IR
B (+1A)P B R T B e
(+11.6) » P<0.0001 - % CGI-S
Ay BREE T
R L01smE Al 0.7
P<0.0001 -

4.1%-° 7 eriE— BE F LK oot

aripiprazole IM-depot 400 mg = %

5>1% % #F 4! Lz (psychotic
disorder) - aripiprazole IM-depot
400 mg ‘e i 1.5%vs. =% |&| e 2
3.0% ; 123 & 4 3 5z (IM-depot
aripiprazole & 5 0.7%vs. % & #I
2 15%) . 23RF)F ALK A%
# e b 5 aripiprazole
IM-depot 400 mg & % 7.1% (n =
19/269) vs. = [ 2 13.4% (n =
18/134) - sgp A ke ? £ 4
AgEd p e 2P 3 2(1.1%)
FAELA AT LR AR
B @ ;1 Bf Ak A (72 100-point
VAS:=E) & ok f 5 5 iEkE
I > aripiprazole IM-depot 400 mg
2(5.1/4.0)2 2 = & e
(5.1/4.9) » @ ;L B4R JF
aripiprazole IM-depot 400 mg &+t
b g (1.9%) > % /& 20t 5] 0%
LR S-S U AP R R
(1.9% vs. % & e 7.1%) -
Avripiprazole IM-depot 400 mg & %
14.9% 2 2 % A& e 9.7% 11 31
SRR bR IE M o F LR R
(5.6% vs.6.0%) ~ 3 #+ I3 7% (0.7% vs.
1.5%) ~ #wsk 4 2 > (1.9% vs.
1.5%) ~ ta & B (8.2% vs. 3.0%)
2 & F Ak (0.4% vs. 0.0%) o
F A e N - bR E %m
Fod 2 BEH A B G
aripiprazole IM-depot 400 mg &
(6.4%) 2 2 =% A e (5. 2%)

KANE
2014

PANSS &, & 3t 55 e p
B & J R e (Least
squares [LS] mean change
—15.1[95% CIL, —19.4 to
-10.8] ; P <.0001):z %
CGI-S (-0.8 [95% CT, 1.1
to—0.6] ;5 P <.0001) - &%
RBEAS1TS BT ek ik
A e xR
Fhhiehe iRy BNR

A e e

TR G o PRER
A > PANSS & 402 §
om B SR B F TP Bk
% (P<0.0001) » PANSS ~ &
P B N aoR i g (Do
i 60/162 [37.0%]vs. % &
i 24/167 [14.4%] ;
P<0.0001)1 2 % 12 i¥ i Bt
25 (e 2 56/162
[34.6%]vs. = & #| = 26/167
[15.6%] ; P<0.0001) - PSP
score >t Bk G o ke
(LS mean (SE) changel2.3
[1.2]) > = E# «(5.2[1.2]) >
P<0.0001 - 12 i+ B % &
(13.0[1.2] vs5.5[1.2] ; P
<.0001) - * 35(SD) CGlI-I
score % P A ik e ok

BRA¥ LA AFEIMEN S
HOARMEF LD GNNR e
@3 A e R ‘%F'Efa" BE7 2
F bR 2 4.8%(8/167)
A% Erirf‘)%l | e 3 5%(6/172) o ARk
cF ABER LF R
A %ﬁ % F% S Ge e e 3/167
[1.8%] > <% & # 2 3/172 [1.7%]) 14
oM IR (s R e 2/167
[1.2%] » = & #) 2 2/172 [1.2%]) -
Teof 8 % R 2. EPS scale LS
(SE) T3=% B % SAS total score
-1.0(0.1) 4= 0.1(0.2) ; AIMS
movement rating score 0.1 (0.1) 4=
0.1(0.1) ; 12 2 BARS global score
—0.1 (0.1) and —0.1 (0.1) = %8 & 3 4c
A ot B 5 sk 21.5% vs. %
B A e 8.5%

(P<0.0001) » 2.7 (1.2) vs 3.7
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(13)wz 12 F i ek &
2.6(1.2) vs 3.7 (1.3) © ip i &2
Lt DS =

& A ke (92 vs 60 days ;

P=.0029) -

26 F 2 @ w2 Fom gk
Erf g tvs
aripiprazole OM ‘& 95.0 +
1.5%%pe v pRe Q4.7 £
1.6% £ & 5 0.3%(95%CI
—3.9 % 45) ¢ @ B {4 52
Fa w2 B E gk g
&R b 5 aripiprazole
OM /& 92.9-94.5%%4 & v
JR2 92.3-94.1% o @ 5 4
Efp»ed mg L
6.6% > @ &?;@Fﬁiibb
B3t d i 92.5% o

Ishigooka,
2015

“E 4% 4 i%dp 2. PANSS score
WA E A
aripiprazole OM /e 54.4 + 0.8
$HP IR 53308 A %

e g‘ I‘ij,{&_ﬂ]hm@%t‘
BT EEFLR Tio
CGI-Sscore ** s £ £ %
+ (aripiprazole OM % 0.0 £
0.1%tpr Re-01+01);
@ T 3 CGl-I score >+ % 52
TS Y 5 354
01 v F &R Fx R
Jef v B & aripiprazole OM
2 25.9% > v JR ¥ 33.5% >
HR 0.74(95%CI 0.52-1.03) -
SF-36 & £ &1 4 2 5
R4 g FEARS:
aripiprazole OM e 47.3+0.8
fr 49.4+0.6 ; v JR% 475+
0.8 {r 49.9+0.7 - %t 52 i¥
2. SF-36 & £ 4 & w iz
% % aripiprazole OM ‘e 0.82
+0.60 #tp v JR¥ 0.38 %
061l; Mz 43> g
aripiprazole OM % 0.23 =
0.58 #tp v Re—0.27

52 ¥ » PANSS score & #% %_

* 2 F i % 4 A& (aripiprazole OM
42 57.9% ¥/ v R 2 56.4%): ¢
A (15.8% vs. 18.1%) 428 @ Fed
7 A F 205 5 3.1% vs. 3.5%- %
F ot bl s 7.5%vs. 11.5% - 3
CEENES ¥ R T
0.9%¢ @ 4488 b i 1% 2 40 B Y
R s w5 16.2% vs.
141% ; @ #F &7 5 35 5.7%
VS.6.2% o TIoRgE i L
aripiprazole OM & 0.87 + 4.45kg
(n=168)%tpe v FR 2. 1.44 +5.23 kg
(Nn=149)c T 32 q % H 4 5 682
11.8 ng/mL (n=228) 4 6.8+
9.1 ng/mL (n=227); % 52 #Fz &
2 41 5-16+£93ng/mL(n=
167) ¥ —0.5+3.0ng/mL (n=
149) -

0.58 -

(I)EdkfRELTH

EEHE TR 2 oA B

P

r ~ BTG B

£

ﬂ

1.

EF e & 2

*ﬁ*wxﬁk”@‘é
1% 2 33 % (QUALIFY) »
2B Mo 45:5?

7
“~

=8

i

-~

v fre BT A

28 i¥
E =i £ »F) aripiprazo

T
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D% 28 2. QLS score i3t fgn
£ 2 (least squares mean > LSM). % &+ aripiprazole LAl 400 mg &
(n=136) % (7.47 + 1.53) 12 2 paliperidone palmitate

b

FeA g

71+ 3b
le & pallperldone palmitate

B A

2 (n=132) = (2.80 +
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1.62);% 2 % 8 5 5 4.67 (95%Cl: 0.32 t0 9.02;p=0.036) % 7+ aripiprazole %
% *% paliperidone -

b EEAEY 0 B BisR <3S St 28 2 3R LSM £ 2% 5 QLS
(10.7, 95%CI: [0.70 to 20.7], p=0.037)~ CGI-S (~0.44, 95%CI: [-0.83 to —0.06],
p=0.026)12 2 TAQ (-2.65, 95%CI: [-5.28 to —0.02], p=0.048) - @ >35 & %%
2 £ @5 QLS (2.81, 95%CI: [-2.02 to 7.63], p=0.25) ~ CGI-S (-0.22,
95%Cl: [-0.44 to 0.01], p=0.061)# IAQ (—1.02, 95%CI: [-2.77 to 0.73],
p=0.25) -

ATE 2R 2 AR G < f Biop £ k3 sk & B aripiprazole LAI
400 mg & 11.1%(16/144)2 2 paliperidone palmitate % 19.7% (27/137) - F]in
FUAF2Z 7 LFE A BN H T F 5% B LS ME R s A R
IR AR AR AR A LR SR RS B A
o] 3t 5% % 283 A A E 4o 1L (22 AH B Ap ) 5 aripiprazole LAI 400
mg & (0.2 £ 5.9) kg (n=100):2 2 paliperidone palmitate ¥ (1.4 + 6.6 )kg
(N=83) ; & A E M 4rrt ] 5 11.1% vs.14.6% - 4p &< > & BRI E RIE S
aripiprazole LAI 400 mg e 9.7% vs. paliperidone palmitate . 5.8% -

AL L B - BB R ;gwwiag[w] I B
aripiprazole & »cH| 4|3t & 2P 2 ¥ H B § 2 R EORAAM A g
B FP T LR B T - EE

1R FRPETR AR 2 L

» CADTH(%: £ <) & 2014 & 12 * =+ aripiprazole £ »x;i &3
(long-acting injection » 12 ™ f§ £ LAD) %3k 0 % > 23k je i ot %90 &
© f&£ % _i¢ * v JR aripiprazole z_ = & L4 4 2 & (schizophrenia) éiﬁ -+
w % s (maintenance treatment) » ¥ %% H 8 2L Al FuiE A 2 5
LAL 2 fc e ffa) -

> PBAC(EM ) »+ 2014 27 " #F - Pl 2B L -2HK e ¢ aripiprazole

2 5+4] (300mg 2 400mg) * **isf LA 4 & K  PBAC 4 1|5

28 % ;1 %F- =t 390mg A &2 & s E 22 paliperidone & 28 % ;1 &% -

=z 80mg #p % > PBAC I & K 7# #% 1112 paliperidon LAl i® 5 3§ § 2 +v*

P BB RERAN ST S At b

NICE (# /) :2014 & 3 7 2% - (>4 %4¢ & (ESNM39)

> SMC (g#pi) » 2014 # 4 » 4 p g+ - (»:®wEk (SMC No.

962/14) » 1% 3 fc §¢ aripiprazole 400mg £ »c i f& 53 s A fE TR ¥ ¢
PR aripiprazole z_ = & L % A g gdﬁ b pLIEaER A AT - IF L R

A\
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Gk ORI AR USFIPLELA R R %Jfﬁi’fﬁ’v& o AESR
FATIRET R - o ed N EFERVCRER W A
Phu AP A R R AR R X 2R R T AR -

R e

\\?{r

&
~ % % % Aripiprazole (Abilify Maintena® )z. ATC 4 ##% 5 NO5AX12 -
NERVOUS SYSTEM/ PSYCHOLEPTICS/ ANTIPSYCHOTICS/ Other
antipsychotics 2. & o &2 A ¥ & 5 ATC f 5 NOSBAX » = @ ZEFAR L 3

WY H X F 2 &3 > 4~ H 5 risperidone (NOSAX08) 2 paliperidone
(NO5AX13)

A % % 5 Aripiprazole (Abilify Maintena® ) 53 4 M7 § g s ~= ¢
FREES TR AR E -

¥+>% aripiprazole sni® % {83 p % 5 4 P Fx > ¥ Ao aripiprazole x4 i £_iF A
5= D2 e & S-HTIA < 18 _'rhem\ e 15 % A0 A & 5-HT2A
BX R adBs ) Gl BT A A4 ok o 444 D2~ 5-HT1A v 5-HT2A
EXMz g XA 2 eniTr > 4 v 2 - & aripiprazole ehH i 7
2 F 0 B4 ¢ aripiprazole ¥+ %+ ’ﬁl% MalfEsfadEbisr > % (54
2E MR

$ 2R ETA PR B S R R A D TR S AR
Fli mi2AFFRY ¢RI A E S #W‘*;CL},%& TR L YR ER AR R
AR S R I P AR R PR }%&3{,,, POF T Mg B
WERG - o N - LRIy FP o A ARTREY - AE
Boo R BRI R (o kR 2 SRR KANE » 2014[22]) £
L rmwam,w £AD R AT &Y EOTHIA L H TR R
A e e AR JE -

AR E R U PRAA L A 2013 & ¢ ’3—}}‘ (R S s ,,/;.Ky,ﬁb‘
=) PR AR - FRRGERE AL RS R
BEpARfe 2L 0 - RREH TR Y ST 481
i L RorRER) 0 BERET alplprazoleﬁ MR B 2 H A f
ORI Ao fhor BER 0 TR A SO 4 BR R L RRS  w AL

AEFST R AN TRT BT .
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(- )ERF RN AP Fpr GAEE Y

BRELASHAILHAERBRIAN L EFFERFFY -

A4F £ 1 % £4 CADTH/PCODR-PBAC * NICE 2 ¥ #3754k % 2
REREZFTHCRFEH R FREPR TR EREE S
CRD/INAHTA/Cochrane/PubMed/Embase #p i ~ /F*Je » B fEL R %5)% TR E
$L$H§ﬁapﬁﬁiﬁﬁpié%o

&k FE P
CADTH/pCODR 22014 & 12 7 19 prERARA P ER L o
(v &)

PBAC (i) 32014 & 7V EGARL Y EHLEH o

NICE (= &) % 2014 # 3 * 24 — i» evidence summary e

R FRA#=r  SMC(ERtH ) 2014 = 4 2 4 p =2 - i F R/ 3=

i EER BTV R
TEPRE Cochrane/PubMed/Embase 4% 2 % o
EkFH 2 TR SapinC ¥ 4 - 2015

3x : CRD % Centre for Reviews and Dissemination, University of York, England.ﬁv&%,’.@, °

INAHTA % International Network of Agencies for Health Technology Assessment iz 8 -
1. CADTH/pCODR (4t £+ ) [13]

o £~ FH % AL R ¢ (Canadian Drug Expert Committee > v+ ™ f§ £ CDEC)
% 2014 & 12 * =+ aripiprazole & »c/3 &+&| (long-acting injection » ™ T §§ 4
LAl) =% 2% % » 23k Jefh gt S3E B e R ' ¢ R aripiprazole 2 = & L & 3
s (schizophrenia) ,&—gi s ddF ok (maintenance treatment) o ¥ £ H @
Zhy AP A F e LAL 2 e i3y 0 R AT T A IR
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(1) 4%t fE2 i@ * v IR aripiprazole 2 & & 3k & F & 17 05 AT A
%Ak 25 (randomized controlled trials - RCTs) % % % 7+ - aripiprazole
LAI ﬁ,—“‘?;,’? F IR A 7 3o PR aripiprazole (i#5k 247 5 N=662); %A
AR PR IR B ARt J A (8% 246 5 N=403) -

(2) Ff k2 R E R L 4% 45618 ~ (300mg %= 400mg H = i@ * 2
aripiprazole LAl ) » ¥ & 13 ?,—’"4 P& G4 1629 ~ 0 #& 75mg
paliperidone LAI (47 17.03 m/ﬂ v Fow ¥4t — =0 )0 1% 37.5mg
risperidone < (4c % 17.48 ~/p » E A ¥ F4v— =)o

H P G AT iR A AT

BBFHSELEANERLF S HRJN- PIRE o R ) AT
(cost-minimization analysis) > ~ 478 B 52 2 & » & % = A & FEE T K~ 424
£ = & (loading regimen costs) % {7 yc= x (administration costs) - I i& 3 ki
PR Y A% A2 sS4 (network meta-analysis © NMA) g % » B3k
aripiprazole LAI ¥ risperidone LAI ~ paliperidone LAI ~ olanzapine LAI ~ haloperidol
LAl ~ v PR risperidone 2 v PR aripiprazole f7»c~ % 2422 B H @fx & = 5 $54p
o A & (& e i@ * 300mg & 400mg) 2 paliperidone LAl (= & i i@ *

12.5mg > 25mg > 37.5mg & 50mg) z_ = AT F o

%4 £ % A (CommonDrug Review » 12T @ # CDR) 3u % B 42 412 &
5 T IR &L

® Aripiprazole LAI 2 paliperidone LAI # risperidone LAl # 9§z +F 2. 4p 2 %
% »o# £ (dose equivalency) 84 & F 2 FE 1 o a7 &2 CDR & 412 »c
373 % 5% 7 paliperidone LAIL 4c g T 35H| & X 5 116mg » @ 2L L 4L 8
&5 e & % g183mg e

® FURRIRY vIRAL MY FEL LS ERLFEL R

® @z BEXMUE i%%%lﬁf{}é}i&#%ifﬁiﬁéiﬁi”ﬁ ?FE R o

it g

® R 246 81 247 2 B VAL AR DC JEEAR A ST IRA) gk
B E MR H B om RORE PR Y B R PR AP 2
BEw g
o = iz‘*‘i!k:".az*{ﬁﬁ PR i s iR EAEEL R LAl A O E 52
% * T

FEpI o BEANTT
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2. PBAC (;£') [15]

BB GTRA L R ¢ (Pharmaceutical Benefits Advisory Committee > 12
THAPBAC) 3+ 2014 & 7 2 g H - Pl B L o ke aripiprazole j1 54 ]
(300mg %2 400mg) * >tk L 2 g B ¥ q e HE@mRind 40T

PBAC /i & FIA 7 223k 2 aripiprazole LAl =0 2 A >t #2 (relative
price)> 7= W L e A T PRE S $2. 1.79 i > i 4 PBAC & % olanzapine LAI -
risperidone LAl % haloperidol LAl z % F P~  fd > 3% o 5| 24 R ¢

(Economics Sub-Committee » 12 f§ # ESC) A & ¥ paliperidone LAl &% i p*
Fbikgpamit 2 R0 @A ATdR 2 A& i (cost minimized) * 3¢ > @ PBAC
%+ j& T| paliperidone LAl z_ #7112 & % % FFplie 746 8 2 £ %] 5 2 (o dsk? o
A AR R BT B s R et R 2 #F‘#Lﬁp‘ EARTUKET Lok
EA) 0 dpdom gk E AR 0 B F & AR Ap$HaE A (dose relativity) ¥

fe P R B A e R Y ;;—A‘tit‘ aripiprazole LAl 524 32 (ASPIRE US
#2 Hough 2010) shi 4% ¥ 1 & & A hAE IR AT @ % & &2 paliperidone en%
»H £ 0 & PBAC + g F|&F 28 % 1 &- = 390mg + 52 E 2 # & R &
paliperidone # 28 = ;3 #+— =t 80mg 4p % >PBAC I & K7 4% 11 12 paliperidon LAI
Fodbil § 2 V& BRRTERAEP BHES A 2

Eﬁﬁéﬁﬂi;zﬁﬁzéf’ *‘f"ilpt‘ uf»&%iﬂq\ﬂxg;; - EI T E

O LAl B FFARMG AT a0 of dEenig ¥ §H 4 ZS%E\J—?’{
LAl s 88 7 H-= £ 5 3 4c 25% ¢ i@ ¥ PBS/RPBS % I # e ) & %3
dv iR 372,196 & 465,765 ~ o
® 3 & AP olanzapine & & 4§ (iR ¥ o
® FEART ARDELFED | U ST AEE AR LR Y A
g A AT % che PR aripiprazole &) € ¥ it #.10mg F - Bk & & § 3,082
Arig * koA ¥R % 15mg cho JR aripiprazole > B % T £ § 4\:; 4
306,609 ~ ;&% ”'* °
® AP RH BRI E L v RL AP g E DR

e 3}*3

PBAC % & FI$H 82 * < fef il s LAl F 52 4 FE 4 R
e LA S R A BT naﬁ:q@z TN
ABRALFLAFLREY T A AL EABRLFTT R > dopt m i H W PBS
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Jo b 2 At AL LB - T o

PBAC ¢ & ESC 325 B ¥ 7@ $*»x* (utilization) % PBS #§ 7
% iz 7 5 M s PBAC e PR qwfrmg AN &P {8 KB~ % paliperidone 40%
7% H-3 3 4 K o PBAC 23% » & ¢ paliperidone LAI 2 risperidone LAl & 5 #
I 1+ (interchangeable ) » 2 ¥ olanzapine LAI #] & -

3. NICE (# ) [16]

#RRRIER 2 RE R 457 7 2 (National Institute for Health and Care
Excellence » » ™ fj 4 NICE) #** 2014 & 3 * =% - (»§F %4 & (evidence
summary ) > #t ipdE &R ¢ g S A FE A4 0 B g MEAINS o gFL P WA
£ g e LR ] 2 B A o &R0 ¢ 7 % - 1 (haloperidol ~ fluphenazine
flupentixol ~ pipotiazine 12 2 zuclopenthixol ) ¥z % = % (aripiprazole ~ risperidone -
olanzapine % paliperidone) % &2 % %= % (dose regimen) % $ g2 # R # %

L AL b

HES R PRVAT 32 R fr "
Aripiprazole 4 % — =t 400mg B4 2,645 ~
Risperidone & & ¥ - =t 25-50mg ® 4 2072-3712 ~
Olanzapine pamoate # & ¥ - = 150-300mg # 4% 2894-5789 ~
BEriF- =%
300-405mg
Paliperidone palmitate & 1 - % 25-150mg ® 4% 2207-4711 ~
Haloperidol decanoate # ¢ ¥ - =% 50-300mg # 4% 50-197 ~
Fluphenazine decanoate £ - 3 I % - £ |®4H13-227~
12.5-100mg
Flupentixol decanoate #wi¥- =t 50mg I & & | ¥ 43 49-156 ~
¥ - = 300mg
Pipotiazine palmitate # 7 ¥ - =% 50-100mg 43 212-347 ~
Zuclopenthixol decanoate | # - I w ¥ - = | ®4% 26-189 ~
200-500mg
“m R kp e eme ZE S22 A SFEEE (summary of product
characteristecs oyt M| £ 7 it 2 R & 973 PR Y OME T R ALK E
4 (therapeutic equivalence ) »
XAk MIMS> 2014 & 21 o

SRR TRERE BV EREE 15245 LR E % g k4T sk
g

T R L%ﬁx:}mﬁzéf}%é% ) TR B K G A% F - E R A
SinR 0 D EMR{4cD 8% I ¥ 2 & H 4 412%0

47172
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4. A B FRPHEG R
(1) SMC (&t i) [17]

ghit &4 L R € (Scottish Medicines Consortiuum> r2 = f§ # SMC)*t 2014
£ 40 4 pgH - =ik (SMC No. 962/14) » &3k < §* aripiprazole 400mg
FR R L S AP L o R aripiprazole 2 < E LR A AR L H P o 2R
BRI AN - BV REHRL SR T R U R LT AR % i‘%ﬁ’z\ f
o RAEER RS CIRED S - o ed W EFRCRER 0 U A RS
H i 2l A PO A E S R AR RORE F 2RO AR

ViR Y B AR R IR e

MPpREI- P AL FHRL > HFHEAFFHRE LR ¢ R
aripiprazole oz > &# L E X AR R JF,Z » v % aripiprazole £ »z% (prolonged
release » 12 ™ i # PR) £ risperidone PR 12 2 paliperidone palmitate PR j3 #47%] 2
Fho AAEGZFRFRETZLE AR RAITRG 5 & o Buf &R0t i
72 (mixed treatment comparison - r27® f§ # MTC) » i * %g#»< /&3] (random
effects model ) 4 475 »< > 11 B oo i i3] (fixed effects model ) 4 7% > 4+ % >
BB TR AYNEEF 2L Fra L 2RI EFALAR LR A
MTC = 22 A5 5% » @ 2L 2t it % o

FE

+ k& JaAcderE B (initial phase) 2o % 5B~ 5 &k ~ BdE s
K 8P 2. B 5

B AZE FA A AT BEHIEY F K2 *C'?r} » A R B LR
*ehlFA) o B RASARIF R Y o Blfo Ak F4pt > @ % risperidone PR #-3 4c
¥4 636 ~ it 1> F i * paliperidone PR > BIM 5 &4 1177 ~ o 37 ¥ g4
el By * o R i@ % risperidone PR -3 4 m 48 638 ~ih A F Qg H
paliperidone PR > P34 5 #43 858 ~ o TR L A TR RF 2 5 & > ¢ % A5
RARRE LS ELGY T (& risperidone PR #p't v & % 3,146 w4 » &7
paliperidone PR #p+t ¥ & 74 4328 & 43 )o & © % Jg & 5= A P| & * risperidone PR
Hng 4 280 w4 end 4y > @ % paliperidone PR -3 4 1,208 ® 42 e ) o i 4 d
A g2 BB {8 2 A iz paliperidone PR X > @ {7 gc = A B iz risperidone PR 4

SR o

77
A

A
A

¥
]

e

3

SMC i RMpHRNZFLF LT BB g:

® RGN W PR MTC A e % L4 .
O dNAREGY 2 HPALREETAHTE G ? > SMC ¥ & RGP
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Bk 5—;{ il A% RF R ES BERAIT ¢ 7 AIaRER
1@ % * (hospital based nurse administration ) > & 2 ¢ 7 & ¥ 2 Afe s A
(hospitalization costs ) » @ » & F &t g2 (F5cF 2 G LR 0 A

-7
@ HEARANWEEEARTY ARTUESEI Y Rt RAELLHELS A

=2
FLEFRT - FAELEMEFT E2 &Y T o A ikdp Scottish
Prescribing Cost Analysis 7 4L &g » M| & 3 2 7RA-F 4k i@ * o

“'hdr ~

BB TFEEMBRETG > ARPBLERY ARG PEE A KAET - £ Y
37 A 35T EX 186 A > AkT EIFPR2ZF P FLFH - Eh 4% F T Een
20% - FRHEERELL%- 210§ FBI 5T 2h 494§ 54 o

f

5. TF FALEARM 2 pr
(1) #=->32
~4F £ * 3248 & Cochrane/PubMed/Embase & + 3t B2 & 2 ! 4o !

T 5 PICOS #h #0F i 14 > THOF B L& AL RATELHGE ST 24
¥ (population) ~ ;5% = % (intervention ) ~ J <% P& % (comparator ) ~ & % i
2tk (outcome) % #7733+ 2 ;2 (study design) > H 3#F if & FIZ 4o

Population PoriEE e B AR A Be (schizophrenia) 2
:é}‘ ;fﬂz

Intervention Aripiprazole long-acting / persistent release/

once-monthly injection

Comparator AT

Outcome A 3% L

Study design cost-effectiveness analysis; cost-utility analysis;
cost-benefit analysis; cost-minimization analysis;

cost-consequence analysis; cost studies

& pg + it 2. PICOS - i% 1% Cochrane/PubMed/Embase % <~ )gk}ﬂii » %> 2017
£ 7% 26 p > 12 (schizophrenia) % s M4t 2 730F - F T i 3- L 'ék -
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2) #F %

% % 4t L vg 0% > PubMed ~ Cochrane 122 Embase % < gk 3 32 {7
WF o 5 GRATE R R e 5 23K %2 PICOS 7 - sk ),?H B 3
%ivmvﬁwrﬁm*% “n@%mé&¢ﬁ@¢ww“”m T a
MR AT 0 £ AR HF Lk L

A. Cost-effectiveness of aripiprazole once-monthly compared with
paliperidone palmitate once-monthly injectable for the treatment of
schizophrenia in the United States.[24]

Citrome L, Kamat SA, Sapin C, Baker RA, Eramo A, Ortendahl J, Gutierrez B, Hansen K,

Bently TGK.

J Med Econ. 2014; 17 (8) :567-576.

ARRRET AR RP LT .

EERERT O OME P # & & - - aripiprazole once-monthly
(AOM) ¥ paliperidone Iong actlng injection (PLAI) 2= &3t F o |
K AHER) 0 ¥ % 53 & % £ 2xét# (long-acting injection) 2o 4
%ﬁﬁ&ﬂ’ﬁﬁ§1&’ﬁ%£ﬁmw%ﬁ¢ﬁﬁé$’& KEF#
Ziehtev s Toe AT ) HFFISK 1 E2) FRE S mmfé‘
F @ * 6 a@; Do L SRR E 4 s (standard-of-care
long-acting injection » SOC LAl ) > ¢ % fluphenazine ~ haloperidol ~ %
risperidone; 3) #]1&| ¥ * (adverseevent)m >+ 6 B * prig 5 # < SOC LAI
o A)d N EBRF(FZATE) A6 B PR AR o S AN
AEEEERY R ET CRFLZRY (F PPN AL F
ﬁ#ﬁ~iﬁwﬁ$%$§~ﬁiﬁﬁwﬂy®WG%$%‘&%%
BlE* ARz F% o ficdpkp 2B FTHRE 3 o> SR T2 F
T g A IRl RO L 6 B 282 S kR SOC
LAI s iz § RITE® o s 30a B2 08 3 2 i o (7 5 A0 5]
17 AOM £ PLAIl tee A Z &R HE T 2 5% LTk @k & * 28 E
2) Fwi* &lE (real-worlddosing); 3) P HEZEZRHME 1 4) g v *
HE o

ﬁﬁé%@ﬁ’ﬁ?uvwﬁﬁw’ﬁwAmw?%“&ﬁﬁﬁﬁﬁ

SR RFERYBELEEF Y FAES AT “f TR R
7 AOM jof 4 T & PLAL &% 3 * > 5 k% {v¢ (dominant) -
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Pharmacoeconomics of long-acting atypical antipsychotics for acutely
relapsed chronic schizophrenia in Finland. [25]

Einarson TR, Pudas H, Goswami P, Impe Kv, Bereza BG.

J Med Econ. 2016; 19 (2) :121-130.

.

j\}g‘,éf_?$j\gf”§ ;El':pl,o

.r—g AR %% S48 (relapse) ERER R ﬁ:ﬁ.&ﬁ
i# * aripiprazole( ARI-LALI )~ paliperidone( PP-LAI )‘risperidone(RIS-LAI)
% olanzapine (OLZ-LAI) = £ »cé-%) (LAIl) 2 P F
( cost-effectiveness) % = & »zc* (cost-utility) o ,%Hﬁ#ze;: f{— R
BisRte 0 FAFBRES S Z ReK o ¥ 2 R LA pTieTri s
clozapine - FFRF % B 2 — & » W4 § %3 & & % (Finnish Ministry of
Health) B4 2 &4 > & 7 52 0 33 p * - ?5?:&‘; LR R
* 2 %f}%‘l‘%f% (&%) §* > d 357 & & (adverse events) 7%
P AL ERERELR  wA A g o mERAS A RARF CRFF (2
SRS DICERE -1 LEE SR R s L = 30
H- AR R 1 DEHT FBEF S RAPFERL AL
+7 (pairwise multivariate probability sensitivity analysis ) » & #& 2 =4t 1
¥ = o

2% &1 > PP-LAI ~ ARI-LAI ~ RIS-LAI 2 OLZ-LAI z_ & Tié.»"ﬁ =~
A& w5 41,148 ~ 41,543 ~ 42,067 %2 45,406 §c ~ 0 3t P 4 W] 5 0.683 ~
0.671-~0.666 %2 0.672 rﬁ'ﬂ%‘f A E B }133 £ T X WA w5 13212261144
% 1255 % » £ i~ B 5 0.039 ~ 0.041 ~ 0.050 2 0.052 =x » & » =
F 4wl % 0.236+0.285- 0. 288 % 0.283> zxgr H 8 £ »cétE|4p v > PP-LAI
B BREE G (FAB T B R AR L PSR
TN E MR F AR ) AATR R AL 2 E Y R 14 % \’T .\,ﬁ@i*”
oo PP-LAL 7 5 B iR vk o B RI0 AR R A 1758 % o o T
(adherence rate ) ~ i¥ 1 & (dropout rate ) ~ 42 % & (relapserate) % %
ol g R H ZPP-LAI 22 ARI-LAI 2. £ L8R > 8 R ¢ B
PP-LAI 27 RIS-LAI 2_ £ 2 B8 5 o 5 A B A 478 % 57 o
PP-LAI i ARI-LAI-RIS-LAI 2 OLZ-LAI s 5 4 %] 5 75.8%~83.1%
3 957% ; F w4 20,000 /5 E A E TS oA AT Flg iz
(NICE) » B] PP-LAI # ARI-LAI ~ RIS-LAI 2 OLZ-LAI £ L F e
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W e w5 77.2% ~ 86.1%)4 2 96.3% -

C. Pharmacoeconomic comparison of aripiprazole once-monthly and
paliperidone palmitate from a head-to-head trial in schizophrenia: a US
analysis. [26]

Sapin C, Hartry A, Kamat SA, Beillat M, Baker RA. Eramo A.

Drugs Context. 2016; 5:212301. DOI:10.7573/dic.212301

KRR T EKP R LT

i idp- 9F 28 3% 0 BN S RE R H B A IREHE R
3#5% (open-label, rater-blinded - multinational > head-to-head comparative
study) (QUALIFY study>NCT01795547 )- i& = aripiprazole once-monthly
(AOM) % paliperidone palmitate (PP) 2. # 4 'gid®h - 23 ¥ % 5
& ¥ 2 18-60 ;%a&%f%g%:;i:})% Ao d A paigt v pRES TR A~ aw
ﬁﬁl%\%ﬂﬁ“%\*?{%ﬂ%%ﬁﬁﬂﬁﬁﬁw BH+ 295
s BEHs e kX AOM & PP 2 - AOM ‘e @ F| 400mg (v ix @
ﬂ 'T %3 300mg) o PP e & w ik A E 78-234mg v i@ * 20 ik o 11 3
R FFRE . F AL o~ B PELERPIS S~ 8
FoRd hBAFH S A R EMAR G %R 28 F L F QLS
(Heinrichs-Capenter Quality of Life Scale) # CGI-S (Clinical Global
Impression-Severity ) %~ #¥ A # & (baseline) 2. £ & -

% A4 > AOM & PP 2 & & 5 % £ 8,908+186 % 9,675+190 =~ >
QLS A #% i % 5.97 (95%1% #f % F¥ % 3.87;8.08) £ 2.85 (95% 1 if %
F 0.56:508) 4 » CGI-S 4 4% i 5 -0.59 (95%¢: #f % A-0.71 : -0.47)
21-0.37 (95%7% 47 % R-0.46 5 -0.27) A o AOM £ PP fast » & &b
% 4766 < > QLS 3 4r 3.12 4 > CGI-S & > 0.22 & » 7 % AOM ?:?ﬁi
SRS -8 N IS 1 L

D. Cost effectiveness of paliperidone long-acting injectable versus other
antipsychotics for the maintenance treatment of schizophrenia in France.
[27]

Druais S, Doutriaux A, Cognet M, Godet A, Lancon C, Levy P, Samalin L, Guillon P.
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Pharmacoeconomics. 2016; 34 (4) : 363-391.

AR RT AR RP LT -

e vz g G e ( French health insurance perspective ) » +*
# paliperidone long-acting injectable( LAI )¥# risperidone LAl ~aripiprazole
LAI ~ olanzapine LAI ~ haloperidol LAl ( & haloperidol decanoate) %
PR olanzapine 78 4 Pk & b 2 % Ak o ik gz Wik & 8 French
Ministry of Health) 2 35351 » 72 % ¥ £ A0 - B2~ BF 2B piE
oo Ze BRI RBUsh B iinhk RFE - > %J“ﬁn"é
R ZRDIF LEADRELFHE (episode ) f& P& » 42 2
2 A4 B (initial phase » 0-3 B " ) Fink = # REX R FITFH D
(prevention of relapse phase » >3 & * )> & & ~»cd (HFFHEFL £
QALY) % R =t ficz AT RACES & > # 3B 5 - Bk > 3740
Fa A% A F B2 RE S 2 M Tk g S TR R
o R BRI AFFFTHEApZRIETRE? 2 aRmbh % % 2
e S R IR AR SRR - i A S SRS AR
AFTHT RG22 FEAIEPPEETI L TR E P F AR R AL
e idle kBRI &% -

Z5 kT o K,$ 7 paliperidone LAl 2. 5 & {= % = 4 % 50,880 % = >
03 EoacgtAl (LAD) R 2L 272 %5 9% 55000 gcr 2+ o v R
olanzapine 2. 3 * s& R i1 (50,379 Fr ) fLrcg » it (& FHE A
EfRU s g i ) 0 #2 paliperidone LAIL 4+t ICER & 5 2,411
# ~~/QALY - Paliperidone LAl 4 aripirazole LAI ~ olanzapine LAI ~
haloperidol LAI 4p vt » 7= % b (& S5 AE A B 4o 5o 5 g ek
¢ risperidone LAl Apvt » =3 > > A FE L £ 78 0 ICER & &
4,770,018 % ~/QALY - & it L &g (willingness-to-pay) % 8,000 %~
IQALY e » & * paliperidone LAl § 42 i 50%:04% 3 5 B & { vk o

6. ZkFRELAL S Amgmy TR

ERE LR

BAREELTR R ELE R ASE L6 Eons
A2 D A F 0 ArifAeT .

+ 1\\

Cost effectiveness analysis of aripiprazole once-monthly versus paliperidone
palmitate in Spain. [28]
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Sapin C, Gimeno de la Fuente V, Blancher P, Beillat M.
Value in Health. 2015; 18:A335-A766.

A %% 4 % ISPOR 18" Annual European Congress - i 4 2 E R o

TH kdp— o0 28 F > Bt %Rl F 8 p i~ %F% (open-label »
rater-blinded study ) » =iz A d 317 & fE T2z LEL A S E B dﬂf s 1
aripiprazole onIy-montth (AOM) 400mg % paliperidone palmitate( PP ) 50-150mg
TR 2R A E o 2t E Bk Sk 28 %1 é,i QLS (Heinrichs-Capenter Quality
of Life Scale) 2 CGI-S (Clinical Global Impression-Severity ) » #icig 2. ¢ % o 4]
* gk & AT % (health economic assessment questionnaire » HEA ) » Jc & &
ﬂ,-L F?J,v?fl‘fo TR B PR AFRPRIFZ T o R REIRIAE A kp 2014
# % #7150 ;5% (Basque country) z #cig o

2

.

RHT O LEMFRRER TN 0 AOM mEF T PP & (£}
T3ai % 1,935 %~ vs. 2475 %~ o p £<0.001) S R &L & Kk p N ERBRET
2 AR (1,237 %~ vs. 1,889 &~ » p i£<0.001) - fwff%ﬁepﬁp ¢rﬁ‘.‘@_ﬁ'3
RUPERy BHELR AR RS A»E L7850 > @ % AOM = AR iKfe 22 7
B o s RARE o AR F A Ak 0 2w P LA (willingness-to-pay )
REL P> AOM ¥ B = A»xF - 4@ 3 > 22 paliperidone & »cg-&|fp it » =
' {¢ * — = aripiprazole & »x4-E| ¥ kg E R I%Tﬁ}%s\%\ BN s B
TG FLT e R UL ARREEFR IR ST 5./’*‘?*%1:5_"

A AR REMBEE

(- )5 b 3

TRALEETHEY 2006 2 2016 £ > - A &P 5 ICD-9-CM=295
& ICD-10-CM=F20 ~F25 2 ¢ # R A i (¢ 7 &2 ) ¥ FIL T4
JE :T‘A;CL Maz (¢ 2482) 8> & E1215 1%-25%a0 n’yu]ig ‘e > 2 2016
3 ,,T;b;/;&gt]g > A2 0.53% -

ICD-9-CD=295,

2006 2007 2008 2009 2010 2011
ICD-10=F20, F25

LA AR LY A #| 106,031 | 108,026 | 109,757 | 112,163 | 115,002 | 116,802

o — F W - 1.88% | 1.60% | 2.19% | 2.53% | 1.57%
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S 0.46% | 0.47% | 0.48% | 0.49% | 0.50% | 0.50%

ICD-9-CD=295,
ICD-10=F20, F25

2012 2013 2014 2015 2016

LA A AR LY A #ik| 118,254 | 119,375 | 120,928 | 122,888 | 125,253

o — F R 1.24% | 0.95% | 1.30% | 1.62% | 1.92%

bR A TG 0.51% | 0.51% | 0.52% | 0.52% | 0.53%

()t 33 Sk

* & &= WHO ATC/DDD Index 2017 % 7% 3 NO5AX12 - 4 " NO5A :
antipsychotics ; =7 " NO5SAX : other antipsychotics | #f » & F Jf ot #f ch& 2 & 3
10 52 ( ¢ #& prothipendyl -~ risperidone ~ mosapramine ~ zotepine ~ paliperidone -
iloperidone ~ cariprazine ~ brexpiprazole ~ pimavanserin ) [29] » & i & 5. ¢ > 2§t
HAREFERERT YR LR AN ER A DF D REP D L L R
% risperidone (Risperdal Consta® ) % paliperidone (Invega Sustenna® ) » # % %
PsR A BELITL P ST S

(Z )33 58

R A RER AR ELPBRETREL > FRE SRS F R P
aripiprazole ( Abilify Maintena) & »cé-®%s » g % - £ 1 % 7 & F #5500
E&WO?&ﬁiﬂﬁ&ﬁ%£$&$%’&éﬁ%ﬁﬂiﬁﬁag,;ugg
BAEE PIAAY - BRI EFESFEOII0F A 25T EREE 92700 F
o F IR YRR F?F‘?%’),?E_F”F/;-,ﬂw IR SRR P s
- EMLREERESE3B0F A0 2 HT ERE Y5300 F Ak ) o 2R T
@”mﬁﬁ9”ﬁ’ﬁ9“3@%%?li’%£%%k@@’i%%kiﬁi
b Md - E188%H 4 d H T £:400% 0 FUEFRE A kT - &
BLRESE 5108~ 25T EEY lBOOTQm;?I/WﬁZ?wﬁ% Y
K- EHLEFESEHL100F A 25T E2NE4 35008 5 0 RS 7
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TRAEFLCLART Y > FUEFRE AR - BRI RESEYIT0F R
IHRTEHNEE2700F s p BT BB AR Y - ERL RS YK 280
Fo 5T EREE 36005~ Bz O BERBEEASH T K 5T%
%”' Eope ALY - ERLIREFESFEOI0F A~ 15T 298827005

3

Y
T“+

ALEMNGMTYRE A RS - ERLEREFOM0OF A2 FT ERGY
#5000 F & e ERBAOTASTEL A% E U EF RS A K
- ERLRESEYI0F A2 5T £ E 2700 F A0 F AW Y Rk
ARF - ERLEREEY60F L0 1 5T EREE95700F % o

A

B L AT R RS Y 4R 2 Bdp A & K P 2010-2018 & i KR
FHARBER(T GHT T2 IMS #5535 5435 F 4 (IMS National
Sales Audit > T A IMS F4L) > H 31 & fx;{& ®d 4T o

1L RS " ERFVHTIFARYE IMS TSR HRLET §RE
- BEE S TR BB o

2. =& # i % risperidone & »z 44| (Risperdal Consta® ):ﬁr,— B A gz:@:gsa& 2 IMS
FTALY L ERA 2014 %253 2016 %4524 B8 UFHLERE
(FL77%) pe Ak E 32488 b ERHELE X ikdpH wpvw‘éa
¢ @& % risperidone 2 &K § 90% s & A R £ ¥ T o Fpet
LEREY Afc % &£ (2018 F ) ¥3600 4 > 2 %T & (2022 &) 4
2,700 ~ -

3. & &% palilperidone £ »c4-#| (Invega Sustenna® ) Js & * #ic @ o v F
ﬁf AFh? o #& paliperidone & s A FAL > @ IMS Fofle 3 11 £ 2 408
i,iﬂ:,]gg&?ﬁ,]}'ﬂf& s &l %:},rﬁ,&; s 7 eﬁé-i\ﬂ?-fiff’rﬁé‘éizﬂ'ﬁ»fy\
paliperidone & »c4-#|>t 2017 &# % 1 £ 1 2022 # % 4 £ 2 = £ F ¥
risperidone £ »zc4-&+ 7 (6% 11 532 % b FH L E2 T4 L £ 3
(429%) - #>&- HI* IMSFHFEEFF AR L F2HEE - H55
ERA G R o ERE T ERK 2014 & B HIHLATR K 2015 EASATH 2 @
K P FTR ﬁ vk B E r&}iaﬁfrfe‘ PEEEgRY F Ao b
[5@,“'?4’&;:* [ fpfp i A fckd % - &X5900 4 #+4 1 %7 & X11,600 4 o

4, @ } 3 L*Fi;ﬂiﬂ;j{ * 5 (aripiprazole £ »c4-&] ) 3 » %8 % - 1 7 & 2
@ b 5 ¢ 22 paliperidone £ »cd- B » R iR 2 FA5 ek > ¥ - & 5.6%’

PSP D 5T Eh624% - R F X RIF L ER rlsperldone 2
paliperidone & »c4+-#| i * A Fclp B3 F & » FEX AXTH RSB
ﬂmﬁ ST RS ==y SN PR

5, AFIpHRF AFIALP > FEERLEIFHRY AL F- £H5004 3 %
7 #%8,900 4 -

6. AEEAEEEF ERFENED RY A FA00Mg 0 T b K - B

s

B r IR 14 % 15mg gharipiprazole » m 35 A % - & Z 184 12 &) > 11 %
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P14 R A A B R o EA T A 12 WA o B K s

AEEE Sy - EEH 949400 ~ 0 % - EAE R 948,900 ~ -
B ik PA AR EER EREFHRS O Y risperidone £ AL H F A E R
Abt- = 0 BR L 25-50mg v H- ik FA Y C IR 21 X 4mg ih

risperidone » fm 3t A % - & F 1526 &1 E2 v PR 21 X B R, % - EA42
FOLBT 26 A L BPE H R ER E AL 2T F F i T IEY o Y RS
ie risperidonew AL o B - FER 946200 & 0 B EAER Y
45,600 ~ - % paliperidone £ *3:& A 3R L ’L*’iz—’“a% 1o % - & A%t 150mg
(paliperidone % & ) — i /2 %+ 100mg (pallperldone TE) WA G
loading dose » 2 f&6 & % jidt— =t o f3tE A - EZ LA I3 0 K- E4e
WZ s 124 0 %= AlAcz B LD §3~4c+§—~1i31§_ o ¥ b E i K
o * paliperidone £ »c4-# & 4 % - £ H § ¥ 57,000 ~ » % - Ed=E}
% 52,500 ~ -
ﬂ%%?(wg”“)ﬁ@ﬂw%ﬂa&&%ﬂiﬁp—ﬁf»
% A x (ICD-9-CM=295) \lgiz » B - BN E
FoREEAEIPLRY (22 PESFT) N5 T0 50 BRE
EORER G E B lﬁ#}% ﬁtéf‘;‘ e ﬁ#’xﬁtﬁ “'Eﬁ;a’ ) r; & %wéiﬁ
&)

kS 9,100 o ré * paliperidone & »z 44| %iﬁ g 4} * AL 54,600
SRR 41%\“]4200fu °

gk Ryp Y praE S > ¥ R 5 - risperidone £ paliperidone £
il & H L E 2 4pw e w X 11.9% ~ 8.8%% 18.7% -

ER =R gﬁﬁﬁﬁﬁiﬁ‘%ﬂiﬁﬁ—ﬁi%wéwﬁ AR E
(ICD-9-CM=295) i,&—“‘ P Bt EPNE G AR ETsHR] ‘"&rﬂ ' ip
B Lias A& EG Fﬂ;Fl % 39,000 ~ OL*J; B ?,—‘*‘%E R =L e R
Fo X E 4R K B A% s risperidone % pallperldone £ ER|EF A EOE L
= F * 4 %)% 4,700 ~ 3,500 2 7,300 ~ -

ﬁ:

Bk o B R TR T R A 4 AT

ERE BB T AT LRGP SRR
SARZEE S S A f'F“‘J THRAFWMEP 2 FOEK T2 B E DN
risperidone £ »x4+& ¢ * 4 L F 4 A g &i 2V G o

@:;fﬁﬂz % IMS FE ‘; risperidone % pallperldone AT ERR| 2

FHRGF RHLETHFERYFVT NG EL NRWAEZER D

b
® 2
'F_k
(e

1:# N FR%? S 2 RS B AR AP e o o

A I ;ﬁ HOig f§ K e fe o fg 5
¥

FRARERMRY 5

I
Em
=l
il
e
*m\t
T‘k
*}"%
s

|
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Eﬁ I VES l]% ¢RIl 52 423 5 (relapse rate)

*
";ﬁ@:%‘“’\ € GFeiph » FIPL ¥ A B g Al o

LY s ikipEAARTIINY LR R R R EZFERTREY TR P
L (¢ 3482) F3-1Z2%HB 50K 23 E (ICD-9-CM=29%
ICD-10-CM=F20 & F25) & ¢ » @ * rlsperldone paliperidone & »x4+#] (11T

M| A R-LALZ PLAI) 2 FERARE -

Bt ABE D Fehip HNA > R-LAL A 2004 # 6 7 Ax i ~ GRS ¥ 4R
BiEEH 40 L 2014 EAFE S 0 A P-LAI B 2012 & 30 A=~ i TE
fg_ﬁ'ﬁ‘ﬁ‘f'&t’;]2014-&“ FAed SRR 0 T RARMR L o
WA, A R-LAIZRA » @ % 2014 &% - %3 2016 # % - 52 5¢ g8 »
ﬁgé'ﬂﬁ(ZZG%)]Pﬂ#\j\ ?éfﬁ fso4cidaic ART £#3pdpY R E
% - # (2018 & ) % 50,000 % 7 & (2022 #) % 35,000 % ; & P-LAI
? EJ'“&H“*E]% ’\’1‘”,#\1 ?E‘ FEE AR AKRT EEYHY FE
% - #£ %5 51,000 % 7 #% 100,000 £ - FHELERELGY Ao

2016&,&?‘7&&—1&9“‘ iﬁ»ﬁx(R-LAl [14EPLAlYT7T L ) e kT &
%% A ke D R-LAI % - #£% 3600 4 3 %7 &% 2500 4 P-LAI % - & 4
7,200 X % % 7 ¥ 14,000 4 o ¥ kg A Bt GlIEE EFR (MEF B0 EE)

5 (ﬂkw}h%lklﬁ—)7?5$ wx*z*’i;iﬁﬂza&%’lﬁx&%
KT &> AFD 5 - £ 56%P-E RS % T & 624% 0 i r A
B BT ’#\1 ﬁ%wné? AEcthy - #5600 4 3 %7 EX 10,400
A5 R-LAI 2 P-LAl A k7 &5 F F2 (&% 4P|k GRS o
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e - s AR G F &S AR 2 (106 £)

1.2.2. 3w 4 54| Antipsychotics

1.2.2.1.Clozapine (4 Clozaril)

1A L & ﬁ”ﬁﬁ % oo

2% 18 xR * pFo B F Fu LIRSk F A - P A 18 i
AV iF- X6 g s -

BT Rtk L BRI L o

1.2.2.2.Second generation antipsychotics (f§ #£ % = * Fulf 42 s & & 4o
clozapine ~ olanzapine -~ risperidone ~ quetiapine ~ amisulpride ~ ziprasidone -
aripiprazole ~ paliperidone ~ lurasidone %) : (91/9/1 ~ 92/1/1 ~ 92/7/1 ~

94/1/1 ~ 95/10/1 ~ 97/5/1 ~ 99/10/1 ~ 106/1/1)

LAMgR Az @& * 7 2 &7 5iF £ (95/10/1 ~ 97/5/1 ~ 99/10/1 ~ 106/1/1) :
DR * T5% = St mE S FE S pfEd

FRZd £ FE 2 Tk B8 = % & (Clinical Global Impression »

# CGl) 2 & -

(QgRRle ™ » 1 AT FEMTE AR B0 pfed | R FHTR
F2 A d e

@) p FEAZET AR AL o F0p e

clozapine 400 mg/day

risperidone 6 mg/day

olanzapine 20 mg/day

quetiapine 600 mg/day

amisulpride 800mg/day (92/1/1)

ziprasidone 120mg/day (92/7/1)

aripiprazole 15mg/day (94/1/1)

paliperidone 12mg/day (97/5/1)

lurasidone 120mg/day (106/1/1)

2.hEE R B TR A B2 B 1 - (95/10/1)

3.0lanzapine * **3g [ it n B4R % FF > *T lithium ~ carbamazepine ~ valproate
FELICRYAEILY o S RN AL BT P o (95/10/1)
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%+4%= ~ Clinical Global Impression (CGI) Score

1. Severity of illness
Considering your total clinical experience with this particular population, how
mentally ill is the patient at this time?

0 = Not assessed

1 = Normal, not at all ill

2 = Borderline mentally ill

3 = Mildly ill

4 = Moderately ill
5 = Markedly ill
6 = Severely ill

7 = Among the most extremely ill patients
2. Global improvement: Rate total improvement whether or not, in your judgement,
it is due entirely to drug treatment.
Compared to his condition at admission to the project, how much has he changed?
0 = Not assessed
1 =Very much improved
2 = Much improved
3 = Minimally improved
4 = No change
5 = Minimally worse
6 = Much worse
7 = Very much worse
3. Efficacy index: Rate this item on the basis of drug effect only.
Select the terms which best describe the degrees of therapeutic effect and side effects
and record the number in the box where the two items intersect.
EXAMPLE: Therapeutic effect is rated as ‘Moderate’ and side effects are judged ‘Do

not significantly interfere with patient’s functioning’.

Therapeutic effect Side effects
Do not . .
o Significantly )
significantly ) Outweighs
) ] interferes i
None interfere with therapeutic
with patient’s
patient’s o effect
o functioning
functioning

Vast improvement.
Marked 01 02 03 04
Complete or nearly
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Therapeutic effect Side effects
Do not .
o Significantly )
significantly . Outweighs
] ] interferes )
None interfere with therapeutic

with patient’s

patient’s o effect
o functioning
functioning
complete remission
of all symptoms
Decided
improvement.
Moderate ) o 05 06 07 08
Partial remission of
symptoms
Slight improvement
o which doesn’t alter
Minimal 09 10 11 12
status of care of
patient
Unchanged
13 14 15 16
or worse

Not assessed = 00
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ASPIRE US Hough 2010
18 Ty BEa K= BEp
PBO PP LAI PP LAI PBO
ARI LAI ARI LAI ) ; . .
] . n with|n with | n with | n with
n with | n with
event/N(%) | event/N(%) event/ N | event/N event/N event/N
(%) (%) (%) (%)
3 i@ | 345/576 170/269 83/134 569/849 | 91/205 91/203
TEAE (59.9) (63.2) (61.9) (67) (44.4) (44.8)
B & | 25/576 11/269 9/134 116/849 | 11/205 26/203
TEAE (4.3) (4.1) (6.7) (14) (5.4) (12.8)
%] TEAE | 28/576 19/269 18/134 52/849 3/205 1/203
TR eK | (4.9 (7.1) (13.4) (6) (1.5) (0.5)
3 5 Rk | 34/576 5/134
The 8/269 (3.0) NR NR NR
T (5.9) (3.7)
. 40/576 26/269 13/134 15/205 2/203
34 ~6.5%
(6.9) (9.7) (9.7 (7.3) (1.0)
=i EPS 75/576 40/269 13/134
& EPS #p 13.0 14.9 0.7 9% 6% 2%
gge B0 @9 D)
F#EPS # | 98/576 45/269 14/134
) 12% 10% 6%
P * (17.0) (16.7) (10.4)
Prolactin | 23/564 5/257 (1.9) 9/126 204 204 19
M AEs | (4.1) 7 ’ ’ ’

éﬁ’ﬁ, : AEs=Adverse events; EPS=extrapyramidal symptoms; NR=not reported; TEAE=treatment
emergent adverse event - *i¢ * L% gk & 4 (ASPIRE US)

2. BRI BRGEEZ A ARt 4

Aripiprazole LAl | Aripiprazole Aripiprazole LAl
¥ 400 mg tablets( FR) 50 mg

n with event/N (%) | n with event/N (%) | n with event/N (%)
iz ™ TEAE 219/265 (82.6) 213/266 (80.1) 106/131 (80.9)
<€ TEAE 15/265 (5.7) 15/266 (5.6) 11/131 (8.4)
%] TEAE 2z 3 ip

21/265 (7.9) 19/266 (7.1) 24/131 (18.3)

R
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Aripiprazole LAl | Aripiprazole Aripiprazole LAl
¥ 400 mg tablets(— FR) 50 mg
n with event/N (%) | n with event/N (%) | n with event/N (%)
VR 20/265 (7.5) 6/266 (2.3) 1/131 (0.8)
£ H 4 24/265 (9.1) 31/266 (13.2) 7/131 (5.3)
= EPS & EPS
e 58/265 (21.9) 31/266 (11.7) 16/131 (12.2)
i U B 52/265 (19.6) 46/266 (17.3) 18/131 (13.7)
Prolactin, -~ mean -0.33 (3.07) 0.79 (5.30) 1.11 (3.64)
change (SD)
% ® : EPS=extrapyramidal symptoms; LS=least squares; SD=standard deviation;

TEAE=treatment emergent adverse event.
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TR hi@ P Y & ik J
41 MESH TERM (‘schizophrienia’) AND 103
(‘aripiprazole long acting injection’)
49 #1 AND  Randomized Controlled 1
Pubmed 2017.08.01 Trial[ptyp]
. #2 AND  (systematic[sb] OR 1
Meta-Analysis[ptyp])
#4 selected 4
(‘schizophrenia'/exp OR schizophrenia)
AND ‘aripiprazole'/ex OR
#1 . (aripip P . 132
aripiprazole) AND long AND acting
AND (‘injection’/exp OR injection)
Embase 2017.08.01 42 #1 AND (‘meta-analysis/de OR 13
'systematic review'/de)
#1 AND ‘'randomized controlled
#3 _ 29
trial’/de
#4 selected 3
Schizophrenia AND aripiprazole lon
# oI PP 9125
acting injection
Cochrane
) 2017.08.01 #1  AND health  technology
Library #2 . 1
assessment AND review
#3 selected 0
Schizophrenia AND aripiprazole long
CRD York #1 o 0
. . 2017.08.01 acting injection
University
#2 selected 0
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T R JEE R

TR Py |# B 4 RS
Pubmed 2017.7.26 | 1. schizophrenia 127,341
2 Avripiprazole 3,367
3 Long-acting 23,352
4 Persistent release 5,632
5 once monthly 2,288
6 AOM 3,198
7 cost-effectiveness analysis OR 350,451

cost-utility analysis OR cost-benefit
analysis OR cost-minimization
analysis OR cost-consequence analysis
OR cost studies

8 (LAND 2) AND (3OR4OR50R6) |12

AND 7
Cochrane | 2017.7.26 | 1. “schizophrenia” in “Economic 213
Library Evaluations”
2. “aripiprazole” in ”Economic 20

Evaluations”

3. “long-acting” in “Economic 139
Evaluations”

4 “persistent release” 9

5 “once monthly” in “Economic 65
Evaluations”

6 “AOM” in “Economic Evaluations” 10

7. 1 AND 2 AND (30OR4 OR5OR 6) 4

Embase 2017.7.26 | 1. 'schizophrenia'/exp OR schizophrenia | 191,240

2 aripiprazole 12,570

3 ‘long-acting’ 34,904

4 persistent AND release 8,646

5 ‘once monthly' 1,297

6 aom 4,323

7 ‘cost effectiveness’' AND analysis OR | 268,529

(‘cost utility' AND analysis) OR (‘cost
benefit' AND analysis) OR (‘cost
minimization" AND analysis) OR
(‘cost consequence’ AND analysis) OR
(cost AND studies)
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1 AND 2 AND (3OR40OR50R6) |42
AND 7
8 AND 'pharmacoeconomics'/Ink 19
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