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Protocol summary

Summary
Aim: Evaluation of efficacy of Tribulus teresteris on
sexual response in women with reduced libido Design:
Reduced libido is a complaint of 30-50% in women.
Despite its high prevalence, there are not enough studies
about its management. Aside from hormonal therapy,
there are no current FDA approved medical treatments
for reduced libido in female patients. Setting and
conduct: Many herbal remedies have been used for
reduced libido in women in the Iranian traditional
medicine practice including Tribulus teresteris. Our study
will evaluate this herbal remedy in such group of
patients. Participants: Inclusion criteria: Women with
reduced libido; without any serious disease; with a
recent normal pap smear (it coab be three months old);
and normal vaginal and breast physical examination are
the choice. Exclusion criteria: If the sexual partner is
present less than half of the month; past medical history
of breast or genital cancer and under therapy for
depression or other physical or mental disorders.
Intervention: This is a double blind study comparing the
herbal remedy with the placebo.The sample size is 60
women, who undergo an interview in the beginning ot
the study to confirm their reduced libido according with
DSM4 criteria. Measures: Subsequently they fill FSFI
(Female Sexual Function Index) questionnaire and
receive the herbal remedy. The subjects will be seen 2
and 6 weeks after being on therapy. They fill the same
questionnaire after being on treatment for 6 weeks. FSFI
guestionnaire evaluate five elements: desire, arousal,
satisfaction, orgasm and dysparonia. This study evaluate
the effect of our herbal remedy Tribulus teresteris, on
those five elements.
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Scientific title
Efficacy of Tribulus Teresteris in female sexual disorder
in reproductive ages




Public title
Efficacy and safety of Tribulus teresteris in female sexual
disorder

Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteria: Fixed partner; Persistent or
intermittent low libido; A normal pelvic examination; A
normal pap smear; A normal breast examination.
Exclusion criteria: No fixed partner; A serious medical
situation; History of genital or breast cancer; An under
observed depression or other psychological disorders

Age
From 15 years old to 45 years old

Gender
Female

Phase
2-3
Groups that have been masked
No information
Sample size
Target sample size: 60
Randomization (investigator's opinion)
Randomized
Randomization description
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Single blinded
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empty
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Name of ethics committee
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Health conditions studied
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Description of health condition studied
Female sexual disease
ICD-10 code
F-52
ICD-10 code description
Sexual dysfunction not caused by organic disorder or
disease

Primary outcomes
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Description
libido
Timepoint
At the begining of the trial, 7th day and one month after
end of the drug
Method of measurement
FSFI questionaire

Secondary outcomes
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Description
arousal
Timepoint
At the beginning of the study, 7 days after starting the
drug and one month after finishing the drug
Method of measurement
FSFI questionnaire
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Description
Desire
Timepoint
In the beginning of study, 7 days after it and 1 month
after finishing the drug
Method of measurement
FSFI questionnaire
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Description
Satisfaction
Timepoint
At the beginning of the study, 7days after it and 1 month
after finishing the drug
Method of measurement
FSFI questionnaire
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Description
Orgasm
Timepoint
At the beginning of the study, 7 days afteritand 1
month after finishing the drug
Method of measurement
FSFI questionnaire




5

Description
Dysparonia
Timepoint
At the beginning of the study, 7 days afteritand 1
month after finishing the drug
Method of measurement
FSFI questonnaire

Intervention groups
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Description
In the drug group: a syrup from Tribulus extract, 7.5 cc,
twice a day for 1 week

Category
Treatment - Drugs

2

Description
In control group:A placebo syrup, 7.5 cc, twice a day, for
1 week

Category
Treatment - Drugs
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Imam Khomeini hospital
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Akhtari Elham
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empty
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empty

Statistical Analysis Plan
empty

Informed Consent Form
empty
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empty
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empty
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empty




