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4 week DLT assessment

Indolent lymphorma includes follioular and marginal zone ymphoma,
0 Traziment cycles are 4 weeks. Rituximab is given weekly at Weeks 2-4 in Cycle 1 only

Up to 6 oycles of riuximab wil be given,
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C{evel 3 HubF%-G4 dosing regimen consists of 1 mgfkg priming dose on Day 1, then aloading dose
of either 20 o 30 molkg bice waskly x 1 week, followed by weskly maintenance doses of 20 or 3 mgkg,

Dose concentration to be defermined bythe C 0TS0

d Simon two-stage minimax design with an alpha of 0.1 and a power of 0,80, Ho=null hypothess;

Hi=altemative hypothess,

©1,10 mg/kg represents a first priming dose of 1 mgfkg followed by a maintenarce dose of 10 mghkg

of HubFS-GA one week after, similady for 1,20 mglko.
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Variables ffect size on odds for response P yalue
CD19 cell count at baseline 5 times increase is associated with 2 {.0021

time increase

% CD1 over lymphocytes at 5 times increase is associated wih 1.9 0.002
basaﬁime fime increase In the odds

Months from the [ast anti- 2 times norease is associated wih 1.9 0.007
(G020 therapy fime incraase in the odds

Rituximab concentrafion n 5 times inorease s agsoclated with 1.6 0.0014
stbject at baseline fime increase in the odds

Other variables evaluated: Hemoglobin, neutrophlls, platelets, ECOG stalus, time
from last therapy, LDH, alourmin
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Objective Response 14(33%) 10{62.5%)
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Complete Response 6 {14%) 4{26%)
(LR
Parfial Response {PR) 8 (19%) 6(37.5%)
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