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116%3 878 (75%)°) 5659 A7|A7E st XNEFFAAHY 565F PANSS F357t
20% o)A TAE FA= 878 801 (92.0%)01% k. PANSS 45y VI3, 7Y 85F, 167,
45T, 327F, A8F-FoA ZHzhe] Aol A frojet HAE BT PANSS $45Y, A4S,
AvrgA gl d oM 8FFRE FoF A4S Jehlen AR Ed &A1 FAE By
CGIoNA 7154, 8%, 165-F, 245F, 485F 2o} A|FAlold {23t F4E Bylct. ESRSIA
AF7|17E¢ BE RN F95 ASHE RojA] it SEAS, dwrd g, s, A=A

3 BE:

8 B8O QAU AW - P2dFE - AR

A Frol g Mgl gllont, AFel A FoAatA SIHEAH.

718 AT B AAEEH @2 g gasg e Ar1Fos ST YET ot
TR E A olH, SRR F-2-go] Aa, FAsH.

3

do

N E

19500 tholl ThIEZA|Q] #2bAIQl lysergic acid die-
thylamide(©]s} LSD)7} A 22W 3 frALEE S45
a8t LSDY] 27 AZEUT AR o
A AREdHe] Yeled MREY 7o) ALow
AZIHRACEY 1985\ Al2Ed 5-HT, -84l
733 AgAgn =9 D, A o AFE-S
ZEagle A FEQ AEHES FAEay @
Aol A FAstH g b, FAAZ RALE op|sHA] ¥
oA SAFAE THAA o T disid e
37t ickes 47 29971 RuEdY. £ 5
HT, F&A % Ad3 o2 sl geAds o
T F8AE JAste dREES FAEIY g2
A BIFANAE o, SFAol TAHL FH9
2 32go] 7AHA0? v%g Al7]d] Kane$’&
5-HT, T4A & st F2x30] AFH I
oFgo] ula] g HANEEY SR}e) X RA FolE
A g38 ryrtn Bustg. s Kap-
ur$} Remington®0] A 2EY - 99 A52keo] ¥
3 AATH 7)zet YA BRAE AVlEAT. &
AREYAE S+ Bupgl A49 AR
o ol ehR-9elA 47 =uvl 715E oAlst
A, AZEY ZAYAE FostH AxAdA =9
w174¢] @97 (disinhibition) & &8HA Ho] A7l
Ao 2% FAR S TAATH, AHFHel

A FAE ZHgo] AFAE BT sHict.

FaHEEL olgfd AZEY -Zatl ZAeA|(se-
rotonin-dopamine antagonist ; SDA)¢] 7Hde] <
3 =299 A2 AW gk NBABA 5-HT.L
D, $4A) 5o AgAL-& sh=d Dol viste 5-
HT.ol < 258 HE9) v] 73 AsHd& Holn, ol
Zaxg e AR 3}31e}0 o] D, Dy, a3} o, o}
g 584 2 S2E H, $EAE 2P
& A, oAEEd FEA) oigk 29 e §l
Aoz geix] gt st o glaveEe Al
ZEY HT, 44 23248 gaade] 83 f
Apsla 222 E9] 2008elY =8l D, 48A 4
3282 R Ed FAITh L R E

AAREE Agd gt gavEE 94 18
Aol tElME 198899] RooseSo] xgo& s
AT-E Fo A& At YEE AFoR B o)
e M A7} o] FWHATE 0] UATET Ffjol
ME ANEEE B ez A A9} vl
ATE B3l elavgES] 84S Budh v ek
3 9] 3970 olATEhE o] Fd ol A7
dME 87t v a7 S B
H“ %lq_'25)

o]gfF ATES EF B o Y2ugEL 4~8
mg §%F HA Ao Zdr} ANen, FATY
W oohe} AT E EAH ey, FA 2 BAE
< AYA gAY kR we] A Ak A
&L At
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aejy oitre] A-Eo] 85olue] w7k Fet Al
P A7) Wl 85 o]F 9 F7] R A7} A
7t g ofFe] A7jd. dA7A 8 iz
E9 A7|Roo] Bt Bk U9 kst A%
off Ba}aje},

ojol B Aol AME 37TEE tldo R 8FE<t A3
B 8 NEATPE S ARG ERFNA
FF 137 A7 5 E o3 11658 o 8
o % 5659 T MEATE B3 A7I1FAA g
w2 g9 Ydagel HgE =AM

i

p L=

T

1. g0

£ de 1996 49 5E 19961 99744 =) 39
7} tishg Y Ao QU B8 FAbo] otgisle
AT ARG FRE 2R 8770 g
EMTPE g SR A &3 137 22y
2l& 715 a7l Tog 197) i Lde] 1169
BAE g g g oA g ol

QA7 gAY ZINEL D 18~65419 A9 1,
@ BN AVEARY A 4 HDSM-V)e) 7] &
of o8 FaEdyen Agd g2 @ A7t £ A
& Aol Fo% FelAnh

AN7NEL O £ AT galrbsAel e dxe
24 AP W eg 99Ye st YAgE 94, @
PR T FHE, @ A4 (depot) Y FEL
gty QlE $4, @ o= AN v A
Ao it A, @ FAAAI} YF o s BEy
A HAYE Uehlie 44, © AR FAE)
dH oz dgd wANS vEE A%, @ DSM-
IV 7189 9% &AM (substance use) &=}, ® o}
E g 23 Aol

W B2 £ BEAe A gaveE P15 o
Tol #8) A ¢ F FFE 597 #xE g
2 ATE Aesislcl.

2. A7%Y

1) 4EEY
ATUE BAEL PadEE FoHd e ¥
A oFE R e GBS E83UE AL o8

BE RS ¥ A0 13 144 19 28] 74
Foiste] F 797 GE iAYIZEE JHA F glad)
=g Tt o, FEHAYITHE 8x1e F4to)
A3HA ostelo] Ayl dad o PanEy &
o7} sT7EYn AgEe Fedes Rz
2wl E 5o AZE £ QAT E B ATA
A 17Yo)d FNY FE B Purls GEE B
B5HA] L #Ae H ol FEUIAVIZE glo] B
W Eg T4 5 AN

ek 7)7ke] BUd the Agel wel g2g
=& At &, 4 ol A 1ol g2 E
Img¥ 14 23], A 2 Yol 2mg¥ 19 23], A13-7Y
A 3mgd 19 23] Tt A7YA CGI(Cl-
inical Global Impression) 237} A E o] 9leH
43¢ I $R832 “unchanged’, “minimal wo-
rse’, “much worse’, “very much worse ¢l - &
2HEE 3mgA e 249 1A, 030 24 o7 ggs
3t A 1494 CGI A7t “‘worse ¢l A%
F 3mg¥ EFst9ot. o, 19 1 16mgs 27aHA]
FEE &, A 20 4ANE & 71t £35S WA
e AL Ao A

A glavE Fo7)zke 15779 FEuE|zE
F Z 5657 Rosiqict. glxulEolele) U 4
A ofE S WEFElA] e AL d4Foz g
ot gladElE £oqF FAR SAo] Vel ¢,
ESRS(Extrapyramidal Symptom Rating Scale) &
%% Parkinsonism, Dystonia and Dyskinesia
(¢} questionnaire and behavioral scale)®l 7t &
E5(10, 11, 12 A1) 170 o4l A “moderate” o4
%= Parkinsonism €& Dystonia(o]4 physici-
an’s examination)9] zt §5F 17)0)4ellA 330l
d w &ZdA (benztropine) & F3tdct vy, 4
A FEAY JAA 999 A8 2eAgE Fos)
ek &, & AHF FojE BE B thsiME 9ok
9, 48%F, T, FABE 9 5497120 58 F4

7150 W glo] 7] AetEE sldct.

2) BN B $HEY WY

VY34 R 228 defRlE T 7)E 3
e Sn kB Fol 8, 167F URE, RTE
A%, 48%F 1213 567F0) 22 ST 1),
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Table 1. Summary of the study design

baseline week 8 week 16 week 24 week 32

4 5 6 7 8
week 40 week 48 week 56

Visit 1 2 3
Time
Physical examination X
Vital sign X X
Weight X X
Lab, EKG X X
PANSS X X X
CGl X X X
ESRS X X X

Global evaluation

X X

X

X X

X X X X X
X X X X X
X X X X X
X

Lab : Laboratory examination

(1) PANSS(Positive and Negative Syndrome
Scale) B7}

AAEEY $xte] HAIWElE "Positive and Ne-
gative Syndrome Scale’ (©]3} PANSSS)2 H7}st
Ak PANSSHEE KayE®o| THE A3 7130
o3 AYEM, FAHE TN 5, A= TN FE,
At A e 167] o2 A Qla, 7 g
EE 1394 7374 H7Rsles HAJQd, & A
(total score)t= 0|8 4| A=) oz Hof o},

(2) CGI (Clinical Global Impression) 7}

CGI®E AHAFolo] #AHA]] AWe] Ad=el 34
g FrstegE Hojtk A4 Brke not ill'
1, “extreme severely illI'2 72 AFslgon, &
A=E 71Eds vlagt AskE dokry] 98 “very
much improved & 1, “very much worse’ & 72 3
Tkl O HFHSE v g,

(3) ESRS(Extrapyramidal Symptom Rating Sc-

ale) B7}

ESRS™& F49 2 #2188 B7Istxg Hogioh
o] HrHAEE FAR S Al i digl Br1e
(@D #21¢& F4 : Parkinsonism, @ 271304 :
Dystonia @ %74l : Dyskinesia)o2 T o)
et o] WA EE FAHNHFER g A7 F
43 A5l izt HrldA 1 glgEe) 4l
w7t AA = gk ®

(4) 7289 Bn

B A7105 2AE B8 28 gauEs
o] #AA Aaglo] F28-9 I L AH A7), A

A%, wE, YavEEde] d¥Y, BERA
A Aol thate] Fell71EAM ol 71 5ES SA

(6) 77 A3 =

AT AlFdel] B Algel| Foldte RE AFAES
1AL NE g o]zl $18] PANSS, CGI, ES
RSell t& workshopoll #4134, PANSS %7} 1%
& 9138 video tapeE AMHE3t dAFE ATk EF
SA G & g7kt YA % (inter-rater reliabili-
ty)7} 0.8014<1 AelZ A E w7kA] dAsE s
&, E3t ESRSE 339 AgaA4S Algdel &
Y5 Aejol A ESRS H71H 5 & AM-s S sh)

(6) 57 H7} 7|&

2 guk8e) 7138 PANSS £ ganz e
T 7@ Aol vig] 4E FAF 20% o) 54
g 745 Aa o Josirt

3) WY B

BAAA 7|25 Al digh WE, Wby Wy,
AAAA E N AL, GEYFAAN(EEE, "o,
g RZE, HE7g, i, aur), ¥
B (JES, 4§, ZEddo|=, Fo Txg
20 Ayl xavebH, vGTP, sGOT, sGPT,
BUN, Z#o}eld, 84 VDRL, CPK), @AY,
g AY) HAd=zAMstandard 12-lead ECG),
F5 X-ray &9olA oldao] flv 8t & AT
of 3= E sk g2uEe] S okt
71908 S5 (it "eh), Foast, dAAgst, A
ARE 7184 gangE 59 8575, 27%, ¢
567F0 AAlEen, AFE Ve Fo 8FF
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% 56730 24U

4) B BN Y B F

RO 34 0 9 AEe @ B 94 39 o)y
AaNES B 2O A9, @ 44T RHEE
bl 24, @ 4t 849 Qe A & A
Ae FA5H: Aol $oha DR 49, @ BT} 2
NF Aol B BB 2T 492 A &
A % gD APNE 7T et L olfE 715
o AASES Selom, BE 49 BAS 8 4%
Bhe sslet,

5) MR EY

TAEL SPSS/PCHE o] 4314 MAabxe] st
AL ERAHNE 7|E0R 3 o fBFo 8F
T, 165FF, 2457F, 3%, 4055, 4855 565%
o] PANSS, CGI, ESRS #4 W32 one-way re-
peated-measure ANOVASZ HA3l¥1, AFE A
%L Modified Bonferroni t-test® v Z3lg{ch A
g, daAsiel, Ak, AFL Student’ ttestE W]
wset, WEy 2ge) ¥4 chi square testeE
BT Fo5ES p 3& 0.05 oJ3l2 Aot

bk Iy

1. 279y AR

857e] A gl Foldled A8 et
34379 AANEEH A oA 1970 ishE e 116
o] gadEE FrIFde Eosigint. o5 879
(75%6)°] 14zke] A71d+-8 AT, 29 (26%)
o] TEEHIANT. FHAE 50l BEFET BN
&, 3180] vlgE, 1'go] AL ulAlA), 20 0] 3 2A
7} oo 2)A] &gkt

F 5655 ¢ad 87Ee] ARG fA s Wit
AL 28.3+18.941(16~654 M A1, FAb= 534,
ARz 347 OIATHE 2). A H4lEH e ¥y A
B 24.618.941(14~6041 DA, A AN 49
AL 26.0+7.241(16~644 WAL o) 914 &
T BT 21263 (0~19 %0 olFHRE ]R3y
419 (47%) o2 717 Bk, §adol 38 §(44%),
% 69(7%), A4Y 1% (1%), 279 19 (1%)
Tl AT EL AR AP 715 o] 9

Table 2. Demographic data

Characteristic N=87
Men/Women 53/34
Mean(SD) age(years) 28.3 8.9)
Age at onset of psychiatric symptom 24.6 (8.9)
Age at time of first admission 26.0 (7.2)
Mean number of previous hospitalization 2.1 (2.6)
Schizophrenia (%)
Paranoid 41 (44%)
Undifferentiated 38 (47%)
Disorganized 6 ( 7%)
Residual 1 (1%)
Catatonic T (1%)
Family hx(yes/no) 18/69
mean(S.D.)
= A$E 81T 18%(20.7%)019eH, dda:
AAEEE, 25, AR, HAEoE Bt} 56

3
¢ Fold s 89 8 39 gt gls
H2E Fod e FANY oES Fowla |
@24 877 537(60.9%)0l3ich.

-IN

2. Mg

1) PANSS

PANSS #4549 49 7%, B9 8FF, 1657F,
247F, 3277F, 407F, 485F, 81 F8 A
565F-8 BlaA AR mE fog WalE nyd
(F=148.6 : df=7/602: p<0.001)(E 4). Zt A3
AR AR NN glavelE FolHl 7|2 ve)
of 8FF fro)tAl BAEALH, 8FF 1655, 245
T, 32F%, 485572 2] A Moo fod A}
ol & YERSITE.

#laHglE Fo8FF PANSS &H57t 20%0]3)
2 A% 49 878%F 70%8(80.5%) 0104, Fo
565F PANSS 357} 20%0l8t2 7Had A4E
87%% 808 (92.0%) 2.8 ZF7=E%ict.

PANSS $AHH =4 Al wg Fog AJolE
Bion, 71EAT s 855 fodh A, 85
FHEE 247F, 4057F, 565%) 2Hzke] AJH 7kl
Folgt zHolE YehNATE PANSS SAHEA AJH
of g o3 Aol& BYoew, 7FEY, 875, UF
F, 4855l Zzte] AHzhel frolsk e zjolg
YERAITE. PANSS dubgalwe) g s Alslel) npe
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Table 3. Mean daily dose during a 56-week treatment with risperidone

Mean dail

ezzsea'y Day 1 Day 2 Day 37 Week 8 Week 16 Week 24 Week 32 Week 40 Week 48 Week56
—

.sp(:gone 2 4 6 7.7 23) 65 (25) 55 (25 60 (24) 55 (2.6 53 (24) 50 2.2)
mean(S.D)

Table 4. Mean(+:5.D) scores on the Positive and Negative Syndrome Scale(PANSS), PANSS factors, and Clinical Global
Impression(CGl) scale over a 56-week treatment with risperidone

Baseline Week 8 Week 16 Week 24 Week 32 Week 40
17
Total pANSS 61.8 (19.5) 36.2 (15.7) 33.9 (16.2) 31.8 (15.8) 30.7 (16.2) 29.6 (16.5)
PANSS factors
R S N e
Positive 16.7 ( 6.0) 8.2 ( 4.7) 7.7 (4.9) 6.8 (4.7) 6.7 ( 4.9) 6.1 ( 4.6)
1 ' 1T !
Negative 15.8 { 7.5) 9.7 ( 5.2) 9.3 ( 5.1) 9.0 (5.1} 8.6 ( 5.1) 8.3 (5.0
s T i T s T Rt by
General 30.8 (10.3) 9.1 { 8.4) 17.8 ( 8.2) 16.7 ( 8.0 159 ( 8.1) 156 ( 8.6)
[_— * *] [— * “l ,_ * *‘ [‘— *
CGl 4.2 ( 1.0 25 (1.1 2.3 (1.0 2.2 (09 2.1 (1.0 2.1 1.0)
One-way repeated measure ANOVA
PANSS total score : F=148.6 ; df=7/602 ; p<0.001
Positive symptoms : F=151.8 : df=7/602 ; p<0.001
Negative symptoms : F=66.9 ; df=7/602 : p<0.001
General psychopathology : F=114..3 ; df=7/602 ; p<0.001
CGl: F=117.9 ; df=7/602 : p<0.001
*significantly different between two points(Student t-test, p <0.05)
Folgt Aolg eI oY, 71EA], 8FF, 16TF, 3. FHYZ FY

UFF, 9255 22ke] AT Freld AolE e
Rt

1) CGl

CGIe] MWzl Aol Azt PridA /e, 5
o] 8FF 1655, 4FF, 325F, 407%F, 485%, 1
g3 FRAHU 565FF HIAA] A5 & foe
H3E wok(F=117.9; df=7/602: p<0.001). Z
AN AN Ao 7)EH, 8FF, 165F, 247,
4853l Z4Zke] AjFALolel #3t Ato]& JERA
tHE 4).

CGIY AW A% "much improved” o]
o] &A0] FadBE T 87F 63.2%04 Fo 24
F5 67.8%. F9 407F 10.1%, ¥ 565F 78.2%
2 F7 AR 5).

ESRSY] Questionnaire, Parkinsonism, Dyston-
ia, Dyskinesia S37Fdoll A AT713EE< Aol w
E froj3t hskE Ho|x] gUurHE 6).

4, 858

ATF-FA AAQ 56570 gladelE FoEet 8
Ao Al BAYG g £ o= Qs FEE AT
Zo] glertel that Aol hsl “ANt 1 S5 o
TR 399 (44.8%), ATk L SHE AFAlE 48
(55.2%) A}, g2nEE Fol gt FA R A8
& g 495 8T4E 354 (40.2%) 2.2, o]F 311
(35.6%) 2 l2ugE Fof 8FA Yehgton, 4%
(4.6%)2 8F-FH-E] H6F-Atololl UERTE o]Z3s)
benztropine(Cogentin)& Fg 297t 26%(29.8
%), propranolol(Inderal) 147 (16.0%). 71€} &)
474 (4.6%) otk AF7IHESE &5 (dyskin-
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Table 5. Number(percentage) of patients in each CGI-C category over a 56-week treatment with risperidone

week 8 week 24 week 40 week 56
Very much worse - - - -
Much worse - - - -
Minimally worse 2(23) 2(23) 1(1.1) ( 1.1)
Unchanged 9 (10.3) 3(34) 4 ( 4.6) 3)
Minimally improved 21 (24.2) 23 (26.5) 21 (24.2) 184)
Much improved 46 (52.9) 50 (57.5) 48 (55.2) 52 (59.8)
Very much improved 9 (10.3) 9 (10.3) 13 (14.9) 16 (18.4)
Total 87 (100) 87 (100) 87 (100) 87 (100)

Table 6. Mean(£5.D) scores on the Extrapyramidal Symptom Rating Scale and Clinical Global Impression over a 56-week
treatment with risperidone*

Baseline Week 8  Week 16 Week 24 Week 32 Week 40 Week 48  Week 56

Questionnaire 1.6 (2.4) 1.8 (2.5 1.7 23) 15 2.0 15 (19 13 (19 13 (1.8 12 (1.8

Parkinsonism 39 (5.2) 45 (5.3) 46 (5.7) 44 (5.3) 47 5.7) 45 (5.5) 36 (4.5 35 4.7)

Dystonia 0.11 (0.64) 0.05(0.34) 0.08 (0.48) 0.13 (0.64) 0.14(0.82) 0.14(0.87) 0.11(0.78) 0.12(0.86)

Dyskinesia 0.7 25 09 (2.3) 0.7 1.99 07 (19 06 (16) 06 (1.5 06 (1.5 05 (1.2)
*There was no significant changes over a 56 week in all items of ESRS.

esia)o] A A4 18(L1%)ol1tt. E& i Table 7. Vital sign
E 2o 5655 34T Yubae] BRag o7 ¥ Systolic Diastolic Heart
69(6.9%). B9 47(4.69%)°)QT}. Time blood blood rate
pressure __pressue(mmHg) _ (b.p.m)
5. ﬂ-ﬁlg _E_I_\I(Safety analysis) Baseline 111 (11) 72 (9 86 (11)
Week 8 113 (15) 72 (10) 84 (11)
1) g’§17g¥ Week 32 115 (15) 76 (9 84 (11)
g, el EAZE NFEHY vas) 87F, Week 56 118 (12) 76 (9) 84 (2)
827%, 56%Fol 718 sk AITHE 7). meants.0)
9 o[BtE YAt Z itk (much worse) ¥ $EAE QISITHE 9),

879 9] HiAlol tigt ZE-ol| A o)A oFEd) Hls) g
2#2E T} o}F E%Hmuch better)t 1274
(13.7%), £t (better)T 5391(60.9%), 7+ £
(slightly better)= 169(18.4%), &Y 38tHt}(ide-
ntical)& 694(7.0%) °1Rem™, 24zk vptrh(slightly
worse), WttH(worse), o} Ygtchmuch worse)

Art P AL Al AL AR AL T
S X o3 HAPdelA 7)EH o vas] 855,
325%, 567l ¥ Wsh= glsloy, AL 7]
E3ol w8 8FF freolg S/1E Bylon, £ 565
59 AFL 8FFEG Fo)aHA F7HEHATHE 8).

6. SAHEIE A8 TS FUtE Ft A YAtHE 9).
2 AW E Bo o]Ho] U} gAY RS ALL
& #o] gl &l 879F 719 (81.6)01th. o)A n &

ofgo WjF] FadE Rzt oFF EUrHmuch

better) i -&&aF AFhe: 97(12.7%), %t (better) B A7 1169 AAEEY #AE e 3§

= 379(52.1%), % E4rH(slightly better): 18 o 565t BlaHEEY JAHNHA Fuke} ohdA

%(25.4%), HL3AHidentica) e TH(9.8%)Fe & A t# A Aol

o, efz} vtk (slightly worse), L¥tHworse), o} B ATE o3l Sl 1168 % §THoE 25%7)
£ g8, Mertens™-& 111999] Al
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Table 8. Laboratory analysis

Baseline Week 8 Week 32 Week 56
Hematological parameter
Hemoglobin (g/dl) 13.8 (1.6) 136 (1.8 141 (14 13.9 (1.6)
RBC (10/mm3) 46 (0.5 45 (0.6) 46 (0. 5) 45 (0.7)
WBC (fmm3) 6706 (1543) 6197 (1761) 6115  (1398) 6277 (1814)
neutrophil (%) 58 (10) 56 (9 5 9 57 9
lymphocyte (%) 31 (10) 33 (8) 34 (9 33 9
eosinophil (%) 2 (N 2 (M 2 (N 2
basophil (%) 0.9 (0.8) 0.6 (1.0) 0.7 (0.6) 0.7 - {0.9)
Platelet (10° /mm3) 243 (76) 256  (96) 238 (69) 244 (58)
Biochemical parameter
Sodium (mEqg/l) 141 (3) 142 (3) 142 (3) 141 (4)
Potassium (mEq/l) 39 (04 4.0 (0.3) 4.0 (0.3) 4.0 (0.3)
Chloride (mEg/l) 107 (3) 107 (3) 108 (3) 107 4)
Total protein (g/dl) 7.0 (0.6) 7.1 (0.5 71 04 71 (0.4)
Glucose (mg/dl) 91 (15) 90 (14 97 (17) 97 (32)
Total bilirubin (mg/dl) 0.7 (0.3) 0.7 (0.3) 0.7 (0.3 0.7 (0.2)
Alkaline phosphatase (U/l) 114  (56) 107 (55) 119 (58) 117 (59)
gamma-GTP (U/h) 20 (12) 19 (8) 20 (1) 22 (10)
sGOT U/ 21 ) 21 (9 23 (13) 23 9
sGPT (U/) 23 (15 21 (1 26 (25) 23 (13)
BUN (mg/dl) 10 (3) 10 (3) 11 3 11 @
Creatinine (mg/dl) 0.9 (0.2) 09 (0.2) 1.0 (0.2) 1.0 (0.1)
Uric acid (mg/dl) 50 (1.4) 56 (1.4) 52 (1.5 53 (1.6)
CPK (U/) 77 (39) 87 (61) 88  (46) 74 (48)
EKG parameter (ms)
QRS 85 (14) 84 (12) 85 (9 86 (8)
Qr 360 (39) 363 (39 375 (32) 374 (37)
QTC 401 (20)7 406 (26) 411 (20) 415 (37)
PR 147 (20 149  (20) 149 (20} 151 21)
Other
Weight (Kg) 63.3 (9.8 654 (9.9* 67.3  (11.0)**
*significantly different from baseline(Student t-test, t= 4.43 : df= 86 ; p<0.05) mean(S.D)

*significantly different from week 8(Student t-test, t= 2.20 : df= 86 : p<0.05)
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Table 9. Investigator-rated and patient-rated global evalu-
ation at week 56*

Investigator (N=287) Patients (N=71)

Much better 12 (13.7%) 9 (12.7%)
Better 53 (60.9%) 37 (52.1%)
Slightly better 16 (18.4%) 18 (25.4%)
Identical 6 ( 7.0%) 7 ( 9.8%)
Slightly worse 0 0
Worse 0 0
Much worse 0 0

*There was no significant difference between two groups.
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—— ABSTRACT ———————— J Korean Neurapsychiatr Assoc Vol 38, No 1, January, 1999 —

Efficacy and Safety Profile of Risperidone in Schizophrenia :
Long-term Follow-up Study

Min Soo Lee, M.D., Yong Ku Kim, M.D., Byung Jo Kang, M.D.,
Kwang Soo Kim, M.D., Young Hoon Kim, M.D., Hee Cheol Kim, M.D.,
Chul Na, M.D., Seung Ho Rho, M.D., In Ho Paik, M.D.,
Byeong Kil Yeon, M.D., Byoung Hoon Oh, M.D., Doh Joon Yoon, M.D.,
Jin Sang Yoon, M.D., Jong Bum Lee, M.D., Chul Lee, M.D.,

Tae Youn Jun, M.D., In Kwa Jung, M.D., In Won Chung, M.D.,

Ik Seung Chee, M.D., Jeong Ho Chae, M.D.,

Sang Ick Han, M.D., Kwang Yoon Suh, M.D.,

Korean Neuropsychiatric Association

Objectives : The purpose of this study was to evaluate the long-term efficacy and safety of
risperidone in the treatment of Korean schizophrenic patients.

Methed : This multicenter open label study included 116 schizophrenic patients drawn from
19 university hospitals. After a wash-out period of 1 week, the patients were treated with
risperidone for 56 weeks and evaluated at 8 points : at baseline, and the 8th, 16th, 24th, 32nd,
40th, 48th, 56th weeks of treatment. The dose was started at 2mg of risperidone on day 1,
and increased to 4mg on day 2, and 6mg on day 3 -7 and adjusted to a maximum of 16mg/
day according to the individual's clinical response. The psychiatric and neurological status of
the patients was assessed by PANSS, CGI, and ESRS scales.

Results : Eighty-seven(75%) of 116 patients completed the 56-week trial of risperidone.
Clinical improvement(as defined by a 20% of reduction in total PANSS score at end point) was
shown by 92.0% of the patients. The mean dose of risperidone was 5.0mg/day in the 56 week
follow-up. PANSS total scores showed significant improvements between consecutive two
points at baseline, 8th, 16th, 24th, 32nd, and 48th week of treatment. CGI scores showed
significant reductions between consecutive two points at baseline, 8th, 16th, 24th, and 48th
week of treatment. Three PANSS factors(positive, negative, general) showed a significant
improvement from the 8th week of treatment, and, after then, remained improved in the rest
of the study period. ESRS showed no significant change during the 56 week trial. Laboratory
parameters showed no significant changes during the course of treatment.

Conclusions : This multicenter long-term open study suggests that risperidone is a antipsy-
chotic drug with long term efficacy and safety in the treatment of schizophrenic patients.

KEY WORDS : Schizophrenia - Risperidone - Long-term efficacy - Safety.
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