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FRUZAQLA is indicated for the treatment of adult patients with metastatic colorectal cancer
(mCRC) who have been previously treated with fluoropyrimidine-, oxaliplatin-, and irinotecan

based chemotherapy, an anti-VEGF therapy, and, if RAS wild-type and medically appropriate, an

anti-EGFR therapy.
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Fruzagla 1 mg contains: fruquintinib 1 mg/capsule
Fruzagla 5 mg contains: fruquintinib 5 mg/capsule
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6.1 Clinical Trials Experience

()

Other important adverse reactions (all grades) that occurred in <10% of patients
treated with FRUZAQLA included urinary tract infection (4.6%), epistaxis (3.9%),
proctalgia (3.5%), pneumonia (2.4%), gastrointestinal hemorrhage (1.5%),
gastrointestinal perforation (1.3%), pancreatitis (0.7%). -thrombotic microangiopathy
(0.2%), and posterior reversible encephalopathy syndrome (0.2%).

(...)

Other clinically relevant laboratory abnormalities (all grades) that occurred in <20% of
patients treated with FRUZAQLA included pancreatic enzymes increased (3.9%).

()

Other clinically relevant laboratory abnormalities (all grades) that occurred in <20% of
patients treated with FRUZAQLA included pancreatic enzymes increased (4.3%).

8.3 Females and Males of Reproductive Potential

(..)

Infertility

Females and Males

There are no data on the effects of fruquintinib on human fertility. Based on findings in
animal studies, FRUZAQLA may impair female fertility [see Nonclinical Toxicology

ALD].
()

11 NONCLINICAL TOXICOLOGY

11.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

Carcinogenicity studies have not been conducted with fruquintinib.

Fruquintinib was not mutagenic in the in vitro bacterial reverse mutation (Ames) assay or
clastogenic in the in vitro Chinese hamster ovary chromosome aberration assay.
Fruquintinib was not genotoxic in the in vivo rat micronucleus or alkaline comet assays.

In a fertility and early embryonic development study in rats, post-implantation loss was
observed at doses approximately equal to the recommended clinical dose of 5 mg based on
BSA.
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