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CLOMIPHENE CITRATE (Group 3)

A. Evidence for carcinogenicity to humans (inadequate)

Only case reports of benign and malignant tumours occurring at various sites are
available!-S. These include testicular tumours in three young men who had received
‘clomiphene as part of hormonal treatment for oligospermia2, a hepatoblastoma in a female
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infant whose mother had received clomiphene citrate as treatment for infertility?, a liver-cell
adenoma in a women who had received clomiphene citrate for oligomenorrhoea4, and
unilateral testicular neoplasms in two of 650 oligospermic men who had received monthly
treatments with clomiphene citrate (daily for three weeks followed by a week of rest) for six
to 12 monthss.

B. Evidence for carcinogenicity to animals (inadequate)

Clomiphene citrate was tested in an inadequate experiment in newborn rats by single
subcutaneous injection; reproductive-tract abnormalities, including uterine and ovarian
tumours, were reported!.

C. Other relevant data

No data were available on the genetic and related effects of clomiphene citrate in
humans. It did not induce chromosomal aberrations or micronuclei in bone-marrow cells of
mice treated in vivoS.
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