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Survival Curve
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Age
Mean (Range) 50 2580
Gender (n,%)
M g 52
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Other* (1 each) 8 24
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1-3 4 | 0
>3 14 50

FIG. 21
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Part A: Accelerated {145) Dose Escalation
Dose level 5,60mg | N =7, 2 DLT ~ fafigue, mucositis

ity
Dose level 4,40mg | N =8, 1 DT - resh
.ﬁu
Dose level 3, 30mg | N =9, 1 DLT ~ hyperglycemia
&
Dose level 2, 15mg | N = 2

@
Dose level 1, 7.0mgj N =1

DLT Definition:

grade > 3 Comp. 1 reloted AL, except rash ¢ 4 days, diarrhea/vomiting < 3 days
fasting hyperglycemia: grode Z > 14 days, grade 3 > 4 doys

heme; F&N, grade 4 ANC or plateleis > 7 days, grade 3/4 platelets with bleeding
liver: grade 3 not essocioted with PD in liver, and grade 4
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Glucose vs. Insulin (C108)
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