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B
5% 1 Bendamustinetrituximab ¥ DLT & grade3/4 @ Adverse events (3T
K 6)
Dose-limiting toxicity (DLT) and grade 3/4 toxicity associated with bendamustine plus

rituximab in patients with aggressive B-NHL

Number of events

90 mg/m2 120 mg/m?
bendamustine bendamustine
(n=3) (n=6)
DLT (cycle 17)
Grade 4 neutropenia:c 0 0
Platelets <10,000/mm?®$ 0 0
Other grade 4 hematologic toxicity 0 0
Grade 23 nonhematologic toxicity 0 0
Grade 3/4 events in all cycles
Lymphocytopenia, grade 4 3 6
Leukocytopenia, grade 3/4 3/0 5/1
Neutropenia, grade 3/4 2/1 3/3
Decrease in CD4, grade 3/4 2/1 2/3
Thrombocytopenia, grade 3 0 2
Febrile neutropenia, grade 3 1 0
Decreased IgA, grade 3 1 0
Decreased IgG, grade 3 1 0
Increased LDH, grade 3 1 0
Hypcokalemia, grade 3 0 1
Hyperuricemia, grade 3 0 1
Low back pain, grade 3 0 1

'DLT was assessed during cycle 1 only.

*Grade 4 neutropenia lasting >1 week and accompanied by fever (38°C or higher).
SGrade 4 thrombocytopenia or hemorrhage requiring platelet transfusion.

'”Any other grade 4 hematologic toxicity excluding lymphocytopenia and differential

white blood cell count (%).

IgA, immunoglobulin A; IgG, immunoglobulin G; LDH, lactate dehydrogenase.
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#*®2
¥ MCL 3 X OVDLBCL (2 %t4 5 Bendamustine+rituximab EEDOEF R (UL

6)

Treatment response by bendamustine dose and histology in patients (N = 9; FAS)

treated with bendamustine plus rituximab for aggressive B-NHL

+

- r:;s:z Hiysto‘lcgy’ ; Best response’, n ' ORR; % CR, o
N CR PR SD PD
90 DLBCL 3 0 1 1# 1 33 0
120 DLBCL 2 2 0 0 0 100 100
MCL 2 2 0 0 0 100 100
TL 2 1 1 0 0 100 50
Cohort total 6 5 1 0 0 100 83
All patients 9 5 2 1 1 78 56

TAs determined by an extramural central review committee.

*This patient was determined to be pathologically ineligible after completing the study.
Among the 8 patients with pathologically eligible disease, the ORR and CR rate were
88% and 63%, respectively.

CR, complete response; DLBCL, diffuse large B-cell lymphoma; MCL, mantle cell
lymphoma; ORR, overall response rate; PD, progressive disease; PR, partial

response; SD, stable disease; TL, transformed lymphoma.
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