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ABSTRACT

Open Clinical Trial to Assess the Efficacy and Safety of Quetiapine in
Patients of Schizophrenia

Hong-Shick Lee, MD,! Dae-Yeob Kang, MD,? Dong-Ho Song, MD,’ Young-Shin Kim, MD,*
Duk-In Jon, MD,? Se-Joo Kim, MD,* You-Seok Kim, MD' and Suk-Kyoon An, MD'

'Department of Psychiatry, Yonsei University College of Medicine, Seoul,
’Medical Corporation Yong-in Mental Hospital, Yongin,
isan Hospital, National Health Insurance Corporation, llsan,
*Department of Psychiatry, Hallym University College of Medicine, Seoul, Korea

Objective : The efficacy, tolerability and safety of quetiapine in schizophrenia patients diagnosed by the diag-
nostic criteria of schizophrenia of the Diagnostic Statistical Manual 4th edition was studied in psychiatric de-
partment of 4 hospital in Korea. Methods : Sixty-four patients (male 31, female 33 ; age 34.2+10.4 years ; illness
duration 8.1£8.3 years) who showed acute exacerbation, partial response, or intolerable adverse event to previous
antipsychotic drugs were recruited. Doses of quetiapine were adjusted to maximize efficacy and minimize adverse
events. Efficacy was assessed by the Brief Psychiatric Rating Scale (BPRS) and Clinical Global Impression
(CQGI) scale. Tolerability and safety were assessed by reports of adverse events, clinically significant abnormal
laboratory values and changes from the baseline to week 8 in the Abnormal Involuntary Movement Scale (AIMS)
and Simpson-Angus total score as index of extrapyramidal symptoms (EPS). Results : Fiftythree patients com-
pleted the 8 weeks trial. The clinical symptoms indexed by BPRS were significantly improved (baseline
score=37.91+13.0, score at the end=24.3+13.6 ; F=41.5, d.f=2.4, p=0.000). The CGI score of severity of illness
was also significantly reduced (baseline score=4.7%1.1, score at the end=3.6+1.2 ; F=27.6, d.£=2.2, p=0.000).
The frequencies of the worsening of AIMS and Simpson-Angus scores at the end of study were 7.5% and 4.2%,
respectively. The most common adverse events of at least moderate intensity were EPS (9.3%), constipation
(6.3%), and sedation (4.7%). Conclusion : The results of this study suggest that quetiapine is effective, may
have a favorable EPS, and has overall safe tolerability in the patients with schizophrenia, and schizophreniform
disorder. (Korean J Psychopharmacol 2004515(1):51-57)
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Table 1. Demographic and clinical characteristics of
schizophrenia patients (n=64)

Characteristics

Age (years) 34.2 (10.4)
Sex (malel female) 31033
Duration of illness (years) 8.1 (8.3)
Mean peak dose (mg/d) 525.0 (225.1)
Diagnosis (N, %)
Schizophrenia, disorganized 2@3.0)
Schizophrenia, paranoid 30 (46.9)
Schizophrenia, undifferentiated 23 (35.9)
Schizophrenia, residual 8 (12.5)
Schizophreniform disorder 1(1.6)

Values represent mean (SD) or frequency (%)
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Figure 1. Change of BPRS fotal score in 53 schizophrenia
patients who finished quetiapine treatment for 8 weeks
(n=53) *0 Repeated measure one-way ANOVA p<0.050
BPRS total score significantly decreased compared to
baseline for week 2 through week 8 (F=41.5,¢ =0.6, df=
2.4, p<0.000).
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Figure 2. Change of BPRS tofal score (n=64) *0 p<0.05
compared to endpoint by paired samples t-test (1=7.87,
df=63, p<0.0000 95% C.l.00 9.42—16.09).

Figure 5. Response Rafe in 2 weeks, 4 weeks, 6 weeks,
and 8 weeks that is reduction more than 30% of BPRS
total score in 64 schizophrenia patients (n=64).
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Figure 3. Change of CGlI Severity of lliness score in 53
schizophrenia patients who finished quetiapine freat-
ment for 8 weeks (n=53) *Repeated measure one-way
ANOVA p<0.050 CGl Severity of lliness score significantly
decreased compared to baseline for week 2 through
week 8 (F=27.6, ¢ =0.54, df=2.18, p<0.000).
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Figure 4. Change of CGl Severity of lliness score (n=64)
*0 p<0.05 compared to endpoint by paired samples 1-
test (1=6.90, df=63, p<0.0000 95% C..0 0.75-1.37).
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Figure 6. Change of Simpson-Angus scale score com-
pared to baseline.
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