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Evaluation of the effect of crocin capsule on positive,negative,general
and cognitive symptomes and prevention of metabolic syndrome in
patients with schizophrenia on olanzapin treatment

Protocol summary

Summary
The objective of this study is to assess the efficacy and
safety of administration of Crocin (from extract of Crocus
sativus) for 12 week in patients with schizophrenia. This
study will be undertaken in Razi Psychiatry Hospital,
Tehran, Iran. Male patients with schizophrenia aged
between 18-65, without prior history of metabolic
syndrome or using any herbal treatment or special food
diet will be treated with olanzapine 5-20 mg per day.
After 4 to 6 weeks, in maintenance phase of treatment,
they will be randomized to recieve either Capsule of
Crocin (30 mg/day) or placebo with the same shape
beside olanzapin. The main efficacy measures are:
change in BMI and Insulin Resistance, BPRS and MMSE
Score. The Metabolic Syndrome will be evaluated in week
2, 6 and 12; while cognitive, positive, negative and
general symptoms will be assessed in weeks 6 and 12 of
the treatment, and the results will be compared to the
baseline. ECG and complete blood test would be checked
at baseline and in weeks 2, 6 and 12 for assessment of
side effects. In addition, general satisfaction of
treatment, changes in quality of sleep and changes in
nicotine abuse of patients will be recorded.
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Purpose
Prevention

Inclusion/Exclusion criteria
Inclusion criteria:diagnosis of schizophrenia according to
DSM-IV-TR criteria; clinical stability without acute phase;
no acute medical problem; no coronary heart disease or
metabolic syndrome; no neurological disease; no
substance abuse or dependency accept nicotine; no
usage of anti platelets drugs or ASA or herbal medicines;
not being mental retarded; no special slimming or
obesity diets Exclusion criteria: Any unwanted side
effects that interfere with standard treatment or cause
patient refusal of treatment; Need to change olanzapine
in the course of treatment for any reason

Age
From 18 years old to 65 years old

Gender
Male

Phase
2
Groups that have been masked
No information
Sample size
Target sample size: 44
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Triple blinded
Blinding description
Placebo
Used
Assignment
Parallel
Other design features

Secondary lds
empty
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1985713834
Approval date
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Health conditions studied
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Description of health condition studied
Schizophrenia

ICD-10 code
F20

ICD-10 code description
Schizophrenia

Primary outcomes
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Description
Metabolic Syndrome Parameters (FBS, TGL,HDL, BP,
Waist circumstance)
Timepoint
weeks0, 2,6,12
Method of measurement
Blood Sample Test and Physical Examination

Secondary outcomes
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Description
Changes in Insuline Resistance, General, Positive and
Negative and Cognitive Symptomes

Timepoint
Insuline Resistence: week 0 and 12, others weeks 0, 6
and 12

Method of measurement
HOMA-IR (Laboratory tests), BPRS, MMSE.

Intervention groups
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Description
Intervention group: Olanzapin, 5 mg oral Tablets, 1 to 4
times per day for 4 months crocin (from extract of
saffron), 15 mg oral Capsules,2 times per day for 3
months

Category
Treatment - Drugs
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Description
Control group: Olanzapin, 5 mg oral Tablets, 1 to 4 times
per day for 4 months placebo, capsules with the same
shape, 2 times per day for 3 months

Category
Placebo

Recruitment centers
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Recruitment center
Name of recruitment center
Razi Psychiatry Hospital
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