Figure 2. Dose escalation and dose limiting toxicity

Dose level 1 (60 mg/m2)
No DLT
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Dose level 2 (80 mg/m2)
No DLT, 1 patient died outside of DLT period
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Dose level 3 (100 mg/m2)
DLT: 2 x grade 3 diarrhea, 1x grade 3 dehydration
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MTD: dose level 2 (80 mg/m2)
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Safety expansion cohort
After 12 patients treated at dose level 2, four had
experienced grade 3 diarrhea
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Dose de-escalation to dose level 1
Total of 11 patients treated at this dose level
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RP2D: dose level 1 (60 mg/m?)

DLT: dose limiting toxicity, MTD: maximum tolerated dose, RP2D: recommended phase 2 dose.



