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Indicated for:
INLYTA is indicated for the treatment of advanced renal cell carcinoma (RCC) after failure of one
prior systemic therapy.
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5 WARNINGS AND PRECAUTIONS
5.8  Risk of Impaired Wound Healing

Impaired wound healing can occur in patients who receive drugs that inhibit the vascular
endothelial growth factor (VEGF) signaling pathway. Therefore, INLYTA has the potential to
adversely affect wound healing.

Withhold INLYTA for at least 2 days prior to elective surgery. Do not administer for at least 2
weeks following major surgery and until adequate wound healing. The safety of resumption of
INLYTA after resolution of wound healing complications has not been established.

5.13 Embryo-Fetal Toxicity

Based on its mechanism of action and findings from animal studies, INLYTA can cause fetal harm
when administered to a pregnant woman. There are no available human data to inform the drug-
associated risk. In developmental toxicity studies in mice, axitinib was teratogenic, embryotoxic
and fetotoxic at maternal exposures that were lower than human exposures at the recommended
clinical dose. Advise females of reproductive potential of the potential risk to the fetus and to use
effective contraception during treatment with INLYTA and for 1 week after the last dose. Advise
males with female partners of reproductive potential to use effective contraception during treatment
with INLYTA and for 1 week after the last dose [see Use in Specific Populations (8.1, 8.3), Clinical
Pharmacology (12.1)].

8 USE IN SPECIFIC POPULATIONS

8.2 Lactation

Risk Summary

There are no data on the presence of axitinib in human milk, or its effects on the breastfed child or
on milk production. Because of the potential for serious adverse reactions in a breastfed child from
INLYTA, advise lactating women not to breastfeed during treatment and for 2 weeks after the final
dose.



8.3  Females and Males of Reproductive Potential
Pregnancy Testing

Based on findings in animal studies, INLYTA can cause fetal harm when administered to a
pregnant woman [see Use in Specific Populations (8.1)]. Females of reproductive potential should
have a pregnancy test prior to starting treatment with INLYTA.

Contraception
Females

INLYTA can cause fetal harm when administered to a pregnant woman [see Use in Specific
Populations (8.1)].

Advise females of reproductive potential to use effective contraception during treatment with
INLYTA and for 1 week after the last dose.

Males

Based on findings in animal studies, advise males with female partners of reproductive potential to
use effective contraception during treatment and for 1 week after the last dose.

Infertility
Females and Males

Based on findings in animals, INLYTA may impair fertility in females and males of reproductive
potential [see Nonclinical Toxicology (13.1)].
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