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Jevtana concentrate and solvent for solution for I.V. infusion
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Cabazitaxel 60 mg/1.5 ml
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JEVTANA® is a microtubule inhibitor indicated in combination with prednisone for the
treatment of patients with hormone-refractory metastatic prostate cancer previously
treated with a docetaxel- based treatment regimen.
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4. CONTRAINDICATIONS

JEVTANA is contraindicated in patients with

e neutrophil counts of < 1,500/mm?3 [see Warnings and Precautions (5.1)].

[ ]
-History-of severe-hypersensitivityreactions-to-cabazitaxel-orto-other-drugs
formulated-with-pelyserbate-80-hypersensitivity to the active substance or to any
of the excipients listed in section 10 [see Warnings and Precautions (5.2)].

e severe hepatic impairment (total bilirubin > 3 x ULN) (see Warnings and
Precautions (5.6)).

8. USE IN SPECIFIC POPULATIONS

8.3 Pediatric Use
The safety and effectiveness of JEVTANA in pediatric patients have not been
established.

JEVTANA was evaluated in 39 pediatric patients (ages 3 to 18 years) receiving
prophylactic G-CSF. The maximum tolerated dose (MTD) was 30 mg/m? intravenously
over 1 hour on Day 1 of a 21 day cycle in pediatric patients with solid tumors based on
the dose-limiting toxicity (DLT) of febrile neutropenia. No objective responses were
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observed in 11 patients with refractory high grade glioma (HGG) or diffuse intrinsic
pontine glioma (DIPG). One patient had a partial response among the 9 patients with
ependymoma.

Infusion related/hypersensitivity reactions were seen in 10 patients (26%). Three
patients experienced serious adverse events of anaphylactic reaction. The incidence of
infusion related/hypersensitivity reactions decreased with steroid pre-medication. The
most frequent treatment-emergent adverse events were similar to those reported in
adults.

Based on the population pharmacokinetics analysis conducted with data from 31
pediatric patients with cancer (ages 3 to 18 years), the clearances by body surface area
were comparable to those in adults.
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