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The committee will discuss the following new drug application (NDA) 21-986, proposed trade name
Sprycel ™ (dasatinib) tablets, Bristol-Myers Squibb Company, with proposed indications for (1) the
treatment of adults with chronic, accelerated, or blast phase chronic myeloid leukemia with resistance or
intolerance to prior therapy including imatinib, and (2) the treatment of adults with Philadelphia
chromosome—positive acute lymphoblastic leukemia and lymphoid blast chronic myeloid leukemia with

resistance or intolerance to prior therapy.
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Conclusion
11:10 a.m. FDA Presentation
Efficacy
Safety
11:45 a.m. Questions from the Committee
12:15 p.m. Break
12:30 p.m. Open Public Hearing
1:30 a.m.

2:00 p.m.

Questions to the ODAC and ODAC Discussion
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