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(3 §%) Aphase /Il study of crizotinib for recurrent or refractory anaplastic lymphoma kinase (ALK)-positive anaplastic

large cell lymphoma (ALCL) and phase I study of this drug for recurrent or refractory neuroblastoma
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The objectives of this study are to evaluate the tolerability and safety of crizotinib in Japanese patients with
recurrent/refractory ALK-positive ALCL or recurrent/refractory neuroblastoma (phase I part) and its efficacy in
Japanese patients with recurrent/refractory ALK-positive ALCL (phase II part). In the phase I part, crizotinib
165mg/m? (level 0) or 280mg/m? (level +1) is orally administered twice a day. Primary end point of the phase I part
is dose-limiting toxicity. In the phase II part, crizotinib at a recommended phase II dose is administered. Primary
end point of the phase II part is response rate evaluated by the central evaluation committee. Expected numbers of
patient are 3~12 for the phase I part and 11 for the phase II part, respectively.

From October 2017 to December 2018, eight patients were enrolled in the phase I part of this study. Statistical
analyses for the phase I part had completed on April 2020. From March 2019, enrollment in the phase II part of this
study had started. Until March 2021, nine patients were enrolled in the phase II part.



