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1. Clinical trials for grade II and grade III gliomas

This study aims to establish the new standard therapy for grade IT and III gliomas. Gliomas are
rare tumors in the brain and their incidence is 500—1000 patients per year in Japan. The 5-year
overall survival (OS) of gliomas is 60—-70%. However, grade II and III gliomas recur and progress
for a long time and their 20-year OS is less than 30% and 10%, respectively. To improve their
prognosis, two randomized clinical trials by JCOG (Japan Clinical Oncology Group) Brain Tumor
Study Group, JCOG1016 and JCOG1303 are ongoing.
(1) JCOG1016 clinical trial

The standard treatment for grade III gliomas is radiotherapy (RT) with concomitant
temozolomide (TMZ) and 12 cycles of adjuvant TMZ. TMZ and nimustine hydrochloride (ACNU)
are alkylating agents, and ACNU was generally used in Japan before TMZ was approved for
marketing. TMZ is known to be effective for patients who are initially treated with ACNU. Since
July 2014, we have started the phase III randomized trial JCOG1016 in which patients with
anaplastic glioma are treated using RT with TMZ or RT with ACNU followed by TMZ. The
primary endpoint is OS and secondary endpoints are progression-free survival and adverse
events. Hundred and twenty-seven patients have already been enrolled until the end of March,

2017. No severe adverse events were reported.

(2) JCOG1303 clinical trial

Grade II gliomas include diffuse astrocytoma (DA) and oligodendroglioma (OL). The 5-year OS
of OL and DA after gross total resection are approximately 90%. The standard treatment for
grade II DA after incomplete resection is RT alone. TMZ is known to be effective for grade II
gliomas, and RT with TMZ is expected to improve the prognosis of patients with DA. Since
September 2014, we have started randomized phase III trial JCOG1303 for unresectable grade
IT DA comparing chemoradiotherapy with TMZ to RT alone. The primary endpoint is OS and
secondary endpoints are progression-free survival and adverse events. Nineteen patients have

already been enrolled until the end of March, 2017. No severe adverse events were reported.

2. Establishment of biobank of glioma patient samples

A biobank project which is the collaboration with JCOG and BioBank Japan (BBJ) was
established. Most of JCOG-BBJ Biobank mainly collects blood samples from patients with
various diseases. We are collecting the frozen glioma tissue samples and blood from the patients
participating in JCOG1016 and JCOG1303. We will explore the prognostic factors and predictive

biomarkers by examining the expression and mutations of the genes in collected samples.
10
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