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Safety Profile of CPX-351

Efficacy of CPX-351
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« Cytarabine and daunorubicin are bioavailable.
« The molar ratio of cytarabine:daunorubicin is maintained near a 5:1 range for >24 hours.
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« CPX-351 exhibits first order elimination kinetics and minimal early-phase distribution.

« Compared to Day 1, the Day 5 plasma elimination kinetics of both drugs and their metabolites are comparable but absolute concentrations are elevated and drug levels remain
detectable for 7 days after the Day 5 dose.

* Median t,, for cytarabine was 31.1 hours and 21.9 hours for daunorubicin, suggesting that cytotoxic drug levels are likely to persist into the second week of induction (Days 8-

« PK data establishes the bioavailability of cytarabine and daunorubicin, the markedly prolonged half life for both drugs and their metabolites and the maintenance of the intended
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molar ratio for periods greater than 24 hours.

potential or documented infections including fever, febrile neutropenia,
bacteremia, pneumonia and sepsis.

v PK data established cytarabine and daunorubicin bioavailability and
confirmed that liposomal encapsulation results in prolonged half life for
both drugs and their metabolites.

v’ Complete remissions were observed in 10 (9CR + 1 CRp) subjects with
AML and 1 with ALL.

v Phase Il studies are being initiated in newly diagnosed AML patients aged
60-75 and in 1st relapse AML patients aged 18-60.



