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Saturday June 11th session – CML Clinical 1

The BELA Trial: Bosutinib versus imatinib in patients with CP CML – 16-month follow up.

This is the Phase III comparing Bosutinib to Imatinib with newly dxed CML CP patients.  Bosutinib is a dual SRC/ABL TKI that minimally inhibits PDGFR or c-kit.  502 patients were enrolled, 250 went on the Bosutinib 500 mg QD the remainder went on IM 400 mg QD.  Safety analysis included all treated patients; efficacy analyses included all randomized patients (ITT – Intention to treat) population. At roughly 16.6 months for Bosutinib and 16.8 months for IM, 69% and 78% of the patients were still receiving TX. Treatment emergent adverse events (teae’s (20% of patients) were diarrhea (68% for BOS vs 22% IM), vomiting (31% vs 14%), nausea (31% vs 35%) rash (21%, 16%) and muscle cramps (4% vs 20%).  PE’s were seen in 3% of BOS patients and dyspnea (2%).  It was interesting to note the median cumulative duration of diarrhea was reported ot be 33 days for BOS and 17 days for IM.  Greater or equal to grade 3 laboratories abnormalities for BOS and IM in this trial were; elevated alanine aminotransferase (23%, 3%), thrombocytopenia (14%, 14%), elevated aspartate aminotransferase (11%, 3%) neutropenia (9%, 21%) and hypophosphatemia (4%, 17%).  As for the percentage of paties who discontinued the trial because of AE’s, 22% for BOS and 6% for IM.  Deaths occurred in 1.6% of BOS patients and 4.8% in IM.

As for efficacy rates for CCyR after 1 year in the ITT population were 70% for BOS and 68% for IM, with a slight increase in the evaluable population for BOS of 78% with IM remaining unchanged 68%.  Not much change in cumulative CCyR rates at 1 year, but what is positive is the rate of MMR being achieved, 39% for BOS vs. 26% for IM.  In this case however, cumulative MMR rates were higher, showing 47% for BOS and 32%, for BOS and IM respectively.  Although times to achieving CCyR and MMR were stated to be shorter for BOS, they were not given.  Transformation due to disease progression occurred in 2% of the pts. On BOS and 4% on IM.  Importantly, tx failures were reduced in the BOS group (3%) vs the IM group (10%). EFS were similar for both, 92% and 90% for BOS and IM respectively.

Note: in some cancers the data was quoted directly from the abstract to ensure that it was not misinterpreted.
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