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In this research and development with a focus on the clinical development of rare cancers, we
will investigate translational research and clinical information of current drug development with
the goal of developing new pharmaceuticals for these rare malignancies. This research will be
include to perform several investigator—initiated clinical trials using a Bayesian design for
submitting to new drug application.
In the planning of the investigator—initiated clinical trial, we negotiated the trial design with
a regulatory agency in Japan. In addition, we will implement a pathologic and imaging review system
for trial quality assurance.
We designed amulti—institutional, investigator—initiated clinical trial to evaluate the efficacy
of nivolumab. This therapeutic agent is for the treatment of clear cell sarcoma and alveolar soft
tissue sarcoma, which are rare sarcomas lacking a current standard treatment. Four institutions
have been selected as clinical trial sites and began patient enrollment in November, 2016 (National
Cancer Center Hospital, Tokyo; Aichi Cancer Center Hospital Central Hospital; National Hospital
Organization Osaka Medical Center; and Okayama University Hospital). Several clinical trial groups
were collaborated with to recruit these patients with very rare sarcomas. In addition, we
cooperated with the Japan Orthopedic Society for creating historical control data for patients
with clear cell sarcoma.
To plan the next new investigator—initiated clinical trial, we comprehensively examined clinical
drug developments, unmet medical needs, current research papers, and recent implementations of
translational research. We planned for an investigator—initiated trial using [drug name Y] for
the treatment of unresectable, recurrent, or metastatic [disease name X]. The use of this
investigational drug in this clinical trial has been negotiated with the pharmaceutical company
that developed [drug name Y]. Also, the utilization of existing registry data from
Investigator—initiated clinical trials of [disease name X] has been negotiated with several

clinical trial groups.
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