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ABSTRACT: The use of injectable generic antineoplastic agents has been increasing. Few
studies have compared the quality of and adverse reactions caused by generic and branded
antineoplastic agents; therefore, generic agents have not gained wide acceptance. Paclitaxel
injections, which are used for treating solid cancers, are being marketed by some companies
in Japan. The degree of hypersensitive reactions to these drugs may vary because of the
differences in the chemical properties of the polyoxyethylene castor oil that is used as a
solvent in the paclitaxel preparations. Therefore, we investigated the incidence of pulmonary
edema as a hypersensitive reaction in rats administered with branded and generic paclitaxel
injections. Moreover, we compared the chemical properties of these preparations. We
found that the pH of these paclitaxel preparations diluted with saline was different; this
difference in pH may be attributed to a difference in the chemical properties of the additive.
We observed no significant difference in pulmonary vascular permeability, arterial partial
pressure of oxygen, and leakage of protein in the pulmonary alveolus between paclitaxel
preparations administered to rats. These results suggest that both paclitaxel preparations
induced pulmonary edema of similar level in rats irrespective of the differences in their
chemical properties.
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