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An Analysis of Generic Drug Safety in Paclitaxel and
Carboplatin Chemotherapy for Gynecologic Malignancies
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Summary : Generic drug substitution is encouraged in Japan, but one problem with substitution is that there is no
requirement to include clinical testing in reports of equivalence. In the field of cancer chemotherapy, where safety
margins are narrow, differences in adverse events with substitution are especially likely to affect treatment. This
highlights the need for clinical assessment of these drugs. However, while comparative reports on generic drug
substitution are available for individual generic drug formulations, few reports have dealt with regimens of multiple
co-administered generic drugs, and treatment often proceeds without sufficient evidence.

In this study, we investigated differences in safety with generic substitution of paclitaxel and carboplatin chemotherapy,
one of the main treatment regimens for gynecologic malignancies. As a result, an equivalence was suggested in hemato-
logic toxicity, myalgia and arthralgia even after the substitution. For other non-hematologic toxicities, odds ratio showed
a decreasing trend after the substitution, although equivalence was not guaranteed. In addition, there was no significant
difference in the number of cases requiring dose reductions during treatment, which suggests that safety is guaranteed
even after the substitution. It is necessary to increase the number of cases and to report with more scientific evidence.
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