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Designing of Bioequivalence (BE) study protocol for oncology generic products poses several challenges for researchers
including but notlimited to selection of study population, selection of individual dose for the patients, selection of appropriate
study design (cross-over vis-a-vis steady state design), analysis of samples at investigator sites due to sample instability, high
patient’s dropout rates and regulatory scenario.

A bioequivalence study is generally conducted in healthy volunteers if the drug has shown safety profile in healthy population and
is not a narrow therapeutic index drug. But the same is not ethically and medically acceptable in case of the most of anticancer
drugs because of cytotoxicity in healthy population. Moreover the regulatory bodies’ recommendation and criteria varies in
different regions. For example, in case of bioequivalence studies of Imatinib USFDA recommends patients with gastrointestinal
stromal tumors and patients in their first three months of treatment for chronic myeloid leukemia (CML) while EMA accept
data of Imatinib in healthy volunteers also. This also translated into a challenge for the sponsors in finalizing the regulatory filing
strategy.Titration of the exact dose of anticancer drug product based on the body surface area of the patient is a challenge as this
has to be standardized in BE study. This talk will highlight the experience in the protocol issues faced in designing of bioequivalence
studies of oncology products with appropriate examples and an overview of the regulatory bodies reccommendation on some key
oncology molecules going off-patent in upcoming years.
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