Clinical Trial Protocol
Iranian Registry of Clinical Trials

22 Jul 2026

Effect of Spirulina microalgae on Semen Parameters in Men with
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Protocol summary

Summary
Based on several claims on the positive effect of spirulina
migroalgae in the treatment of male infertility, this study
is aimed to assess the effect of spirulina microalgae on
semen parameters in men with idiopathic infertility.
Inclusion criteria included idiopathic infertility (abnormal
sperm motility and morphology based on WHO index),
evidence of wife fertility, and age 20-40 year. The
patients with medical situation or surgery that can cause
infertility, previous history of chemotherapy, history of
varicocel of cryptorchidism, body mass index 30kg/m2 or
greater, alcohol, drugs or other substance abuse, history
of androgen or anti-androgen drugs consumption, severe
kidney insufficiency (serum creatinine greater than 2.0
mg/dl), sever liver insufficiency (serum bilirubin greater
than 2.0 mg/dl), azoospermia, and immune-suppressant
drugs usage were excluded. Forty males with idiopathic
infertility will be randomly assigned into two groups. The
intervention group will receive 2g spirulina plus standard
therapy for indiopathic infertility (L-carnitine, zinc sulfate,
and 50mg/day clomiphene) for 3 months whereas the
control group will just receive the standard regimen for 3
months. Sperm motility, morphology, and count will be
assessed at baseline and 3 months later as a primary
outcome. Only analysts are blinded in this study
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Scientific title
Effect of Spirulina microalgae on Semen Parameters in
Men with Idiopathic Infertility

Public title
Effect of Spirulina microalgae on Semen Parameters in
Men with Infertility

Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteria: patient with idiopathic infertility
(abnormal sperm motility and morphology based on
WHO index); evidence of wife fertility; age 20-40 year.




Exclusion criteria: medical situation or surgery that can
cause infertility; previous history of chemotherapy;
history of varicocel of cryptorchidism; BMI 30kg/m2 or
greater; alcohol, drugs or other substance abuse;
treatment with androgen or anti-androgen drugs; severe
kidney insufficiency (serum creatinine greater than 2.0
mg/dl); sever liver insufficiency (serum bilirubin greater
than 2.0 mg/dl); azoospermia; treatment with immune-
suppressant drugs

Age
From 20 years old to 40 years old

Gender
Male

Phase
N/A
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No information
Sample size
Target sample size: 40
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Randomized
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Blinding (investigator's opinion)
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empty
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Health conditions studied
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Description of health condition studied
Idiopathic male infertility
ICD-10 code

N46
ICD-10 code description
Male infertility

Primary outcomes
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Description
Sperm motility
Timepoint
Baseline and 3 months later
Method of measurement
Laboratory analysis
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Description

Sperm morphology
Timepoint

Baseline and 3 months later
Method of measurement

Laboratory analysis

3

Description
Sperm count
Timepoint
Baseline and 3 months later
Method of measurement
Laboratory analysis

Secondary outcomes
empty

Intervention groups
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Description
Intervention: administration of 2 g spirulina daily plus
standard regimen for the treatment of idiopathic male
infertility for 3 months

Category
Treatment - Drugs
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Description
Control: just standard regimen for treatment of idiopathic
male infertility ( L-carnitine, zinc sulfate, clomiphene
50mg/day) for 3 months

Category
Treatment - Drugs
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Recruitment center




Name of recruitment center
Faghihi hospital
Full name of responsible person
Farzaneh Foroughinia
Street address
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Sciences
City
Shiraz
Postal code
Phone
+98 917 713 6095
Fax
Email
farzanehforoughinia@yahoo.com
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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
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empty
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empty




