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Olanzapineisa thienobenzodiazepine derivative which displays efficacy in patients with
schizophrenia and related psychoses. It has structural and pharmacological properties resembling those
of atypical antipsychotie {clozapine) and an improved tolerability profile compared with the classical
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antipsychotic drugs. The purpose of this study was to evaluate the efficacy, tolerability and safety of
olanzapine in chronic schizophrenie patients. In an open label study, 10 patients with schizophrenia (DSM-
IV), who met the inclusion criterin (CGI score of at least 3, 18 to 65 years of age, no serious unstable
medical illnesses), were assigned to receive olanzapine for six weeks after a wash-out period of at least
these drugs. Dosages were started at 10 mg/day for atleast five days and then adjusted according to each
patient’s response, but not increased to no more than 20 mg/day. Treatment efficacy , salety and tolerabi-
lity were evaluated with several well-known rating scales and blood chemistry. Olanzapine significantly
reduced the severity of psychotic symptoms (score on clinical global improvement, brief psychiatric
rating seale, and positive and negative syndrome scales) from baseline. At the end point, all the subjects
were found to have clinically improved (a reduction in total positive and negative syndrome scale and
reduction of 40.38 - 76.22 percent in Clinical global improvement). The only side-effects of Olanzapine
appeared to be weight gain and drowsiness that was mild in severity with no reports of extrapyramidal
side- effects, It was concluded that Olanzapine was well tolerated and effective in treating either positive or
negative symptoms in patients with schizophrenia,
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Exclusion criteria

Patients will be excluded from the study for any of the following reasons:

Serious. unstable illnesses including hepatic, renal, gastroenterological, respiratory, cardio

cal, or haematological disease such that hospitalization for the discase is anticipated within

Current jaundice, positive hepatitis B surface antigen {HBsAg) ar positive IgM fraction of

DSM-IV substance (alcohol or other drugs) abuse or dependence within the previous three

Participation in a clinical trial of another investigational drug within one month (30 days)

[ Female patients who are either pregnant or lactating.
(2]
vascular (including ischemic heart disease), endocrinalogical, neurological, immunologi-
three months or death is anticipated within three years.
[3] Marrow-angle glaucoma.
[4] Leukopenia or history of leukopenia without a clear and resolved etiology.
(5]
the hepatitis B core antibody (anti-HBe[IgM]). Mate: positive total hepatitis B core anti-
body (anti-HBc) is not exclusionary.
[6] History of severe allergies or multiple adverse drug reactions.
(7
months.
[8] Judged clinically to be a serious suicidal risk.
[9] One or more seizures without a clear and resolved etiology.
[10]
prior to study entry.
[11]

Treatment with an injectable depot neuroleptic within less than one dosing interval between
depot neuroleptic injections prior Lo visit 1.




Siriraj Hosp Gaz
WVol. 51, No. 5, May 1999

Efficacy and Safety of Olanzapine in the Treatment

of Thai Schizophrenic Patienis

340 Thienchai Mgamthipwatlthana, Sucheera Phatatharayuttawat

Busemdiiau Insansite

fthwoas185ue Olanzapine ¥iia 10 adindy
Tuvn 1020 Hadindu SulsznmAnaeiuithuazos-
a6 dlant Taoiidthoasdoaniumsinnusnms
$rn Taonansaesemo s assdiurantsmnag
Wuulszidiudg yaddand Selsznoudmnsos-
ilo Positive and Negative Syndrome Scale (PANSS)
1A Brief Psychiatric Rating Scale (BPRS) iile

- e
ATITEN 2. UHUATTFANHET

farsonanliounlasresnnsdnnuazents
Ay, Clinical global impression (CGI scale) 11#&
ivtsanems lassanvesdihe, uas UKU side effect
rating scale  Svziunislaiiunadrafosfion
Radunians 19
malszidiunauesnisfinymasniniulien
wIRuATY 6 FANTIAT (visit 7 8) WdThondumu
wwnisnnia iavimsasaieme assunlidendie

Visit sl fim

Intervention

i ¥
I -fadnndidns wAnumnnus a1
-aTuEAE AN LAz Y inform consent
-prrmadealfians

Wash-out period

-asnlssdiudanaiaailefving Sa {PANSS, BPRS,CGI,

UKU side effect)

2 _arnbszifiudiuniesilofiviinisin (PANSS, BPRS.CGL

UKL side effect)
-tlsziiiunmilaeadnluns 140

bl
TWesai 1

3 -asantlssiiudaunteaitafivinisdn (PANSS, BPRS,CGI Tunsait 2
UKU side effect)
-lsziiuarlasaiolunis 1o

4 - Uszilumniz CGI Wunfadl 3
-Usziivanudasadiolun T

5 -aranlisiiudannioslafiviinigin (PANSS, BPRS,CGI, Toniait 4
UKU side effect)
-sziiuartlasndelums 1m

6 - szifiumie CGl MWendsd s
-dszidivaraeadniolums 1 3

7 - J5siiunme CGI TS 6
-dsziiuarudasasiuluns Tdm v

8 -asrenaiealfiams Thunsai 7

_asavlsziiudaunieilefiingi S (PANSS, BPRS,CGI,

UKU side effect

Ed
AugamsAnuuazlszdiv
HANSAM




prAnulszimEnmuazamlaennyvoden  Olanzapine

A1IA31Y

Bl 5|,ﬂﬂ'u'ﬁ 5, WEMAIAY 2542

TumsFndihalsndamming

s o e -l o
moadn uine A, g% nnﬂqmssﬂﬁ'

ds=diupanissnuvanlszaninn  uazanu
dapady Tnenausumsfnu P 2

maansErveya

msAseians i deyadan Tisunsy SPSS
for Window version 7.5 lau 19 sfiAnuumssan dmiy
haseline 1A% output data uazmn1sfTowioy out-
come variables TAYATAS 123170 Wilcoxon Signed
Ranks Test n'lﬁl.ﬂﬂxﬁﬂ:‘iﬁqgl.ﬂulmu intention Lo
treat analysis ﬁ"muﬂmﬁ’uﬁﬁmwamﬁmmnﬁwﬁ
0.05 Amiudrum/doulaans scales #aq Ty
i ssens NI NI AT WA Kruskal
Wallis H Test Tnofmuadnivddiyuenanmandn
i 0.05

MO
dilavdruau 10 510 nomihuweane 4

- " o a

pazAM e 6 510 $30sEn i 23-55 1 dadiay
= = ar 1 o
win 36,51 aifagdhsulunsfnuiil nasaunTu 6
Ed ¥

Fulawi flhomaunianeasaazagimaudugans
finen

lszinsnnuedmn

rﬁ’ﬂwﬁwunnwmmaﬁﬁﬂm Olanzapine
Faensdnuanuazenisdnau Tas Sauuandaa
T2md10 scale e uun i ummwﬁ'u#qu
i adaihioddgmieeansssuanuiei
05 YLy PANSS, BPRS faludtu positive
WDE negative scores ‘:“mf’iﬂq CGI Score Tauld
Wilcoxon Signed Ranks Test fatlsingluans 14 3

7179137 3. Mean improvement from baseline in psychopathology rating scales after six weeks of Olanzapine

freatment
Measurement Baseline (visit 2) Final visit (visit 8) P-value
Mhean sD Mean sD

BPRS-total 29.67 11.75 9.67 T.09 L08R
BPRS-positive 11.56 2.88 4,00 3.00 007
BPRS-negative 656 3.74 1.56 1.94 007
BPRS-anxiety 4.56 16l 2.56 213 050
PANSS-tatal 8911 21.92 49.78 13.02 008
PﬁLNSS—gEnE:ra] 41.56 11.74 2478 589 08
PANSS-positive 2289 6.09 12.33 472 7
PANSS-negative 24.67 7.55 12.67 524 D08
CGlL-severity 4.78 083 278 083 007

ann AL imsAswasudwwesemedniuan uazeinsdnauanadeg i 40.38-76.22

wlesidd Asdsinglunisahn4




Sirirai H G Efficacy and Safety of Olanzapine in the Treatment
ITIray Hosp iz of Thai Schizophrenic Patients
Vol. 51, No. 5, May 1999 342 Thienchai Mgamthipwatthana, Sucheera Phatatharayutiawat

A15131 4. Mean, SD change in score and percentage change from baseline in psychopathology rating scales
after six weeks of Olanzapine treatment

Measurement Change in score % change
Mean sSD
.BPRS-total 20.00 7.84 67.41
BPRS-positive 1.56 1.74 65.40
BPRS-negative .00 287 76.22
BPRS-anxiely 2.00 240 4386
PANSS-total 3933 13.11 44.14
PANSS-general 16.78 1.56 40.38
PANSS-positive 10159 375 46,13
PAMNSS-negative 12,00 4.58 48.64
CGl-severity 2.00 .71 41.84
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Measurement  Baseline  (Visit 2) Visit 3 Visit 5 Final (Visit8) P-value
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