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                Zydelig inhibits the p110 delta PI3k, a star player in the B-cell receptor signal transduction pathway that has been in industry's crosshairs for more than a decade. The oral drug was approved by the US Food and Drug Administration (FDA) on July 23 in combination with Basel-based Roche's Rituxan (rituximab) for the treatment of relapsed chronic lymphocytic leukemia (CLL) in patients for whom Rituxan alone would be considered appropriate therapy. It was also approved as third-line monotherapy for patients with two forms of indolent non-Hodgkin lymphoma (NHL): relapsed follicular B-cell non-Hodgkin lymphoma and small lymphocytic lymphoma. The indolent NHL lymphoma nods came through FDA's accelerated approval program seven weeks ahead of the drug's September 11 Prescription Drug User Fee Act date and were based on overall response rates. The European Medicines Agency's committee for medicinal products for human use recommended the drug for approval for certain CLL and indolent NHL patients just two days later, July 25.
PI3ks are a set of intracellular kinases that affect growth, differentiation and migration in normal, healthy cells. If the PI3k pathway is inappropriately activated, it contributes to cancer progression and immune disorders. Various inhibitors of PI3k are in clinical trials for hematological conditions, solid tumors and inflammatory diseases like asthma and rheumatoid arthritis.
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