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Summary of Research Project

Objectives of this research are to evaluate efficacy and safety of intensity modulated
radiation therapy IMRT) and to standardize the method of IMRT by conducting 4 multi-
institutional prospective clinical studies for head and neck cancer. All 4 studies were conducted by
the Japan Clinical Oncology Group (JCOG) or the Japanese Radiation Oncology Study Group
(JROSG). Both groups have a strong structure for quality assurance of radiation therapy (RT).
Recently many Japanese institutions started IMRT for head and neck cancer, and they wanted to
participate in our clinical studies. After assurance of dosimetry of IMRT plans, we allowed them to
participate in the studies. Ten new institutions were added to participating institutions in 2015, and
51n 2016. Progress of the 4 clinical trials will be followed. After the end of research period, patient’s
enrollment will be continued for 3 clinical trials to complete the studies.

A phase II study of IMRT with chemotherapy for loco-regionally advanced nasopharyngeal
cancer (NPC) (JCOG1015) was conducted to evaluate the efficacy and safety of two-step IMRT.
From April 2011 to October 2014, 75 patients with NPC were enrolled into this study. In the
preliminary analysis, acute toxicities and treatment compliance of a two-step IMRT method for
patients with NPC were analyzed. Acute toxicity and treatment compliance were reported at the
annual meeting of American Society for Radiation Oncology in 2016. The completion proportion of
concurrent chemo-radiotherapy was high, and acute toxicities were acceptable. The incidence of
xerostomia at 1 year was satisfactorily low.

A phase II study of simultaneous integrated boost (SIB) IMRT for cervical esophageal
cancer (JROSG12-1) was started in 2013. In 2015, revision of the protocol was made to extend the
study period. In 2016, 19 patients were enrolled and number of participating institution was
increased to 26 institutes. In March 2017, 42 of 44 patients have been enrolled.

A non-randomized confirmatory study of IMRT for T1-2N0-1MO oropharyngeal cancer

(OPC) (JCOG1208) was started in 2014. This study was conducted to evaluate the efficacy and
safety of IMRT using reduced prophylactic dose and field for early-stage OPC. In 2016, 10 patients
were enrolled and number of participating institutes was increased to 26 institutes. In March 2017,
26 of 57 patients have been enrolled. An associated protocol on human papilloma virus (HPV) status
and overall survival rate was approved in February 2017.

A phase II/III trial of postoperative chemoradiotherapy comparing 3-weekly cisplatin with
weekly cisplatin for high-risk patients with squamous cell carcinoma of head and neck (JCOG1008)
had been conducted by JCOG Head and Neck Cancer Study Group (JCOG-HNCSG). In 2014,
protocol amendment has undergone to allow usage of IMRT for credentialed institutes. In 2016,
the number of credentialed institutes for IMRT was 23 with additional 4 institutes. Until March
2017, 99 of 181 registered patients were treated with IMRT, and they increase steadily and

contributed to sufficient patient enrollment.
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