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0
Phase II study of docetaxel with or without plinabulin = NH N
(NPI-2358) in patients with non-small cell lung cancer N o o NH
(NSCLC). 7(1\/ :
A. C. Mita, R. 5. Heist, 0. Aren, P. N. Mainwaring, L. Bazhenova, 5. M. Gadgeel, ©
R. H. Blum, J. Polikoff, J. Biswas and M. A. Spear Plinabulin

Results: Enrollment of the 110 patients in the 30 mg,’m2 plinabulin dose group is complete, and
continues in the 20 mgfm2 plinabulin dose group. Neutropenia was seen as expected with docetaxel.
MNausea, vomiting, fatigue, fever, tumor pain, and diarrhea as consistent with plinabulin effects were
seen. OF interest, the incidence of neutropenia appeared lower in the combination arm (4% vs. 27%)
(consistent with preclinical studies) and the incidence of ileus appeared higher in the combination arm.
Out of 64 currently evaluable patients, 6/27 (22%} in the combination arm group had a PR while 2/37
(5%} in the docetaxel arm group had PR (p = 0.04}. The results indicate the safety and antitumor
activity of the combination.

Conclusions: The results demonstrate marked antitumor activity of the combination compared to the
control arm, with an acceptable safety profile. Efficacy and safety continue to be compared in a 20 mg,-'m2
plinabulin dose group to determine the optimal dose to bring into phase III testing.
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