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Effect of two types of high protein diet on component of metabolic
syndrome, insulin resistance and inflammatory markers in women with

polycystice overy syndrome

Protocol summary

Summary
The objective of this study is to investigate the effects of
two types of high protein diet on lipid profile and
inflammatory markers in polycystic ovary syndrome
(PCOS) patients. This randomized crossover, controlled
clinical trial includes 30 patients with PCOS. Exclusion
criteria were considered any change in lifestyle during
interventions and new case of PCOS that using drug for
treatment. Participants were randomly assigned to
consume a control diet (containing 30% fat, 30% protein
and 40% carbohydrate) with animal protein; in
intervention diet animal protein (7ser/wk) in the diet
(containing 30% fat, 30% protein and 40% carbohydrate)
was replaced by plant protein, each for 8 weeks. Total
cholesterol (TC), triglyceride concentration (TG), LDL-C,
HDL-C, interleukin 6 and c reactive protein (CRP) was
calculated as cardiovascular risk factors parameters, at
baseline and 8 weeks after intervention.
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Scientific title
Effect of two types of high protein diet on component of
metabolic syndrome, insulin resistance and inflammatory
markers in women with polycystice overy syndrome

Public title
Effect of diet therapy in polycystic overy syndrome
Purpose
Treatment
Inclusion/Exclusion criteria
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Age

From 18 years old to 40 years old
Gender

Female

Phase
1
Groups that have been masked
No information
Sample size
Target sample size: 30
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Double blinded
Blinding description
Placebo
Not used
Assignment
Crossover
Other design features
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empty

Ethics committees

1
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Name of ethics committee
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Health conditions studied

1

Description of health condition studied
Polycystice overy syndrome

ICD-10 code
E28.2

ICD-10 code description
Polycystice overy syndrome

Primary outcomes

1

Description
lipid profile

Timepoint

2 month after intervention
Method of measurement
kit

2

Description

inflammatory markers
Timepoint

2 month after intervention
Method of measurement

kit

Secondary outcomes

1

Description
weight
Timepoint
2 month after intervention
Method of measurement
scale

Intervention groups

1

Description
in intervention diet animal protein (7ser/wk) in the diet
(containing 30% fat, 30% protein and 40% carbohydrate)
was replaced by plant protein

Category
Lifestyle

2

Description
control diet (containing 30% fat, 30% protein and 40%
carbohydrate) with animal protein

Category
Lifestyle
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Sharing plan

Deidentified Individual Participant Data Set (IPD)
empty

Study Protocol
empty
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empty
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empty
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empty
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empty
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empty




