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Effect of Flutamide and Metformin administered in dieting overweight-
obese women with polycystic ovary syndrome

Protocol summary

Summary
Eighty overweight obese women with PCOs were enrolled
in the study according to inclusion and exclusion critical.
A physical examination, focusing on anthropometry and
hirsutism evaluation, was performed at base line. These
Lab test were asked for them: FBS, SHBG, Total
testosterone, free Total Cholesterol, TG, HDL, LDL,
DHEAS, testosterone, fasting Insulin and OGTT. Women
were placed on a hypocaloric diet C1200-1400 Kcal/daily
containing 50% carbohydrates, 30% Lipids and 20%
Proteins. They were advised to have contraception and
after one month they were visited and randomly placed
on 4 groups: placebo (n=20), Metformin (500 mg/TDS,
n=20), Flutamide (250 mg/BID, n=20) and both
Metformin and Flutamide. They were regularly checked
at monthly intervals to evaluate compliance with both
dietary and pharmacological treatment, and side-effects.
If having no problem, each woman took her intervention
for 1-month again. At the end of third month LFI and
renal function test were done. At the end of 6th month,
physical examination focusing on anthropometry and
hirsutism were done and all first labs were asked.
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Scientific title
Effect of Flutamide and Metformin administered in
dieting overweight-obese women with polycystic ovary
syndrome

Public title
Effect of Flutamide and Metformin administered in
dieting overweight-obese women with polycystic ovary
syndrome

Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteria: Reproductive age (range 18-45 yr),




body mass index (BMI) at least 28 kg/m2, and waist
circumference at least 88 cm, chronic an ovulation
severe oligomorrhea or amenorrhea, hirsutism (Ferriman
- Gallwey score 8), total testosterone levels at least 0.72
ng/ml and polycystic ovarian morphology at ultrasound.
Exclusion criteria: Use of any medication or a significant
modification in body weight within the previous 3 months
or dieting, hyperprolactinemia, cushing’s syndrome,
late-onset congenital adrenal hyperplasia, thyroid
dysfunction, diabetes, cardiovascular, renal or Liver
diseases, positive pregnancy test.

Age
From 18 years old to 45 years old
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Health conditions studied
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Description of health condition studied
Polycistic overian syndrome

ICD-10 code
E28.2

ICD-10 code description
Polycistic overian syndrome

Primary outcomes

1

Description
Anthropometric measurement
Timepoint
monthly
Method of measurement
physical examination

Secondary outcomes

1

Description
serum Lipid

Timepoint
monthly

Method of measurement
Lab

2

Description
serum glucose
Timepoint
monthly
Method of measurement
lab

3

Description
fasting insulin
Timepoint
6 months
Method of measurement
lab

4

Description
testosteroe, OHEA, SHBG
Timepoint
6 months
Method of measurement
lab

5

Description
hirsotism

Timepoint
6 months

Method of measurement
physical examination
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Description

Flutamide and/or Metformin
Category

Treatment - Drugs

2

Description
Hypocaloric dieting
Category
Lifestyle

3
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Placebo
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Placebo
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Recruitment center
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Fatemehzahra Fertility & infertility hospital
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Street address
Noshirvani street

City
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City
Babol
Postal code
4719173716
Phone
+98 11 1227 4881
Fax
+98 11 1227 4880
Email
ngh_pa@yahoo.com
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