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Grade ≥3 adverse events other than hematologic toxicities will be recorded, graded, and reported as 
appropriate.  AEs will be collected for the duration that the patients remain on protocol.  AEs that do 
not meet the requirement for expedited reporting will be reported to the IRB as part of the annual 
renewal of the protocol.  Myelosuppression and associated complications are expected events during 
leukemia therapy; therefore, myelosuppression and associated simple complications such as fever, 
infections, bleeding, and related hospitalizations will not be reported as individual AEs but will be 
summarized in the annual report to the IRB. 
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