INTRODUCTION METHODS

Cabazitaxel (Jevtana®) is a chemotherapy agent used
for treating prostate cancer. The product monograph
Indicates once cabazitaxel is reconstituted with the
provided diluent, the solution Is stable for 1 hour at
room temperature (15-30°C). After the final dilution In
the Iinfusion bag with either 0.9% sodium chloride or
5% dextrose, the infusion solution can be stored up to
8 hours at room temperature or 48 hours under
refrigerated conditions (2-8°C).
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RESULTS

Liguid Chromatographic Method

The liquid chromatographic system consisted of a mixture of 54%
acetonitrile and 46% 0.05M phosphoric acid which was pumped
through 250mm x 4.6mm reverse-phase C18, 5um column
(Supelcosil ABZ+; Supelco, Toronto, ON) at 1.0 mL/min. The
effluent was monitored with UV detection at 230nm.

Assay Validation

The method was evaluated to ensure reproducibility, accuracy and
assay specificity. The system was shown to be capable of
separating cabazitaxel from its degradation products (Figure 1).
Accuracy and reproducibility of standard curves was tested over 5

Assay Validation
Assay validation demonstrated that degradation

products are separated from cabazitaxel (Figure 1).
Standards and quality control samples over the study
period showed an average absolute deviation of 0.93%
from the expected concentration. Analytical error with
replicate measurement (as measured by coefficient of
variation) averaged 0.51% within a day, 1.04% between
days and the standard deviation of regression averaged
1.63%.
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Concentration Results

Concentrations on each study day are reported In
Tables 1 and 2. All solutions stored at room
temperature (25°C), in the refrigerator (4°C), and in the
freezer (-20°C) retained more than 95% of the initial
concentration for the entire study duration in all
diluents and concentrations. The calculated beyond-
use-date, with 95% confidence, exceeded the 21 day
study period for solutions stored at room temperature
and In the fridge, and the 49 day study period for
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Reddy) raised questions of the stability of the generic ) | | temperature with 99% CONCLUSIONS
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1- Manufacturer’s provided diluent: 13% (w/w) ethanol in water for injection



