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To develop new treatment regimens for pediatric and AYA (Adolescent and Young Adult)
generation recurrent solid tumors and to form evidence for expansion of indications, we
conducted three trials and examined four regimens.

Study 1: " Randomized phase II study of two cross-over sequences, Gemcitabine/
docetaxel (GD) and temozolomide/etoposide (TE), for relapsed or refractory
Osteosarcoma" was aimed at evaluating the efficacy and safety of GD and TE in
recurrent osteosarcoma cases. The primary endpoint is progression-free survival, a 1: 1
randomized Phase II study for screening purposes. The subjects were recurrent
osteosarcoma. The target number of cases was 38 cases (1 group 19 people). When
starting from GD or TE and meeting the discontinuance criteria, implement the other
regimen. Progress: Registration has started from September 2015. 15 institutional
ethics review committee approval has been obtained, nine cases are registered.

In study 2: " Phase I/II Study of Irinotecan and Gemcitabine (IG) in Pediatric,
adolescent and Young Adult Patients with Relapsed or Refractory Solid Tumors", the
dose-limiting toxicity and maximum tolerable dose of IG in recurrent pediatric solid
tumor were determined in phase I, the effectiveness and safety at the recommended
capacity evaluated in phase II. Phase I is 3 + 3 design, phase II is single unit design.
The subject was a recurrent childhood solid tumor, and the target case number was 35
to 40 cases (about 10 cases of phase I and 25 to 30 cases of phase II). G is administered
on days 1 and 8, and I is administered on day 1 to 5. In Phase I study,



pharmacokinetics was implemented. Progress: Registration has started from October
2015. 13 institutional ethics review committee approval has been obtained, 8 case
registrations have been made. Currently, phase I examination is in progress, phase 11
study will be conducted as soon as dose regulation toxicity / recommended dose is
decided.

Study 3: "clinical trial aimed at introducing Pazopanib (P) into a child / AYA generation"
was planed to evaluate effectiveness and the safety of P on the target patient (disease,
age) and the disease stage (patient status) which has not been examined in past trials.
Progress: The concept was completed, but it was not completed during the fiscal year.
The degree of achievement of the whole study was rated as 60%. The goal on recurrent
therapeutic development of childhood solid tumor is expected to be achieved by
recruiting cases in the future. Regarding adaptation expansion, however, as an exit
strategy it is scarcely necessary to publish excellent test results in domestic cases and
to apply to "evaluation committee on unapproved or off-labeled drugs with high

medical needs"
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Final report of randomized phase II study of two different outpatient setting regimens,

vinorelbine (VNR) with cyclophosphamide (CPA) and temozolomide (TMZ) with etoposide (VP).
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