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Effect of omega-3 fatty acids supplementation on metabolic status, serum
levels of high-sensitivity of C-reactive protein, adiponectin and visfatin in

polycystic ovary syndrome patients

Protocol summary

Summary
This study is a randomized double-blind placebo
controlled trial on 64 women with polycystic ovary
syndrome. A general questionnaire (including age,
weight, height, body mass index) and 3-day, 24-hour
dietary recalls will be completed for each subject at the
beginning of the study. Then the subjects will be
randomly assigned to intervention and control group.
Fasting venous blood sample(10 cc) will be obtained
from each patient at the beginning of the study and
biochemical parameters like blood glucose, insulin level,
triglyceride concentration, total cholesterol, LDL and HDL
cholesterol, hs-CRP (High-sensitivity of C-reactive
protein), adiponectin and visfatin will be measured.
Patients in intervention group will take 4 omega-3
capsules (containig 180 mg eicosapentaenoic acid and
120 mg docosahexaenoic acid) for 2 month and control
group will take placebo capsules containing paraffin oil
for 2 month. The participants should keep their diet and
physical activity with no changes. At the end of the study
the anthropometric measurements and food intake will
be evaluated again and blood sampling will be obtained
again for measuring biochemical parameters
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Inclusion/Exclusion criteria
Inclusion criteria: woman with polycystic ovary
syndrome, 20-35 years old and BMI of 25-40. Exclusion
criteria: thyroid disorders, hyperprolactinemia, Cushing
syndrome, liver, kidney and cardiovascular disease,
diabetes, pregnancy and lactation, smoking, use of anti
obesity drugs, lipid lowering agent , glucocorticoids, anti
coagulation drugs, use a lowering weight diet, have a
usual sports program, receiving omega-3 supplement
during 2 month ago and receiving any nutritional
supplements during the study

Age
From 20 years old to 35 years old

Gender
Female

Phase
2
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No information
Sample size
Target sample size: 64
Randomization (investigator's opinion)
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Randomization description
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Double blinded
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Placebo
Used
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empty
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Health conditions studied
1

Description of health condition studied
polycystic ovary syndrome

ICD-10 code
E28.2

ICD-10 code description
Polycystic ovarian syndrome

Primary outcomes

1

Description

fasting blood glucose
Timepoint

baseline and at the end of intervention
Method of measurement

enzymatic method

Secondary outcomes

1

Description

fasting serum insulin level and insulin resistance
Timepoint

baseline and at the end of intervention
Method of measurement

Elisa method and HOMA-IR formula

2

Description
lipid profile(TG,LDL,HDL,Total cholesterol)

Timepoint
baseline and at the end of intervention

Method of measurement
Enzymatic method with special kits for assessing TG,HDL
and total cholesterol and friedewald equation for
assessing LDL cholesterol

3

Description
hs-CRP
Timepoint
baseline and at the end of intervention
Method of measurement
immunotorbidometric method

4

Description

adiponectin
Timepoint

baseline and at the end of intervention
Method of measurement

Elisa method

5

Description
visfatin
Timepoint
baseline and at the end of intervention




Method of measurement
Elisa method

Intervention groups

1

Description
Intervention group: 2 capsules of omega-3 containing
360 mg EPA and 240 mg DHA for 2 months
Category
Other

2

Description
Control group: 2 capsules containing sunflower oil for 2
months

Category
Placebo
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