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lung cancer and evaluation of the therapeutic effect and monitoring of recurrence by
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We conducted a randomized phase Il study of cisplatin plus S-1 versus cisplatin plus
pemetrexed with thoracic radiotherapy for locally advanced non-squamous non-small cell lung
cancer (SPECTRA). Nine institutions, including National Cancer Center Hospital East, Cancer
Institute Hospital, Shizuoka Cancer Center, National Hospital Organization Kyushu Cancer Center,
Aichi Cancer Center Hospital, Kansai Medical University Hirakata Hospital, Yokohama Municipal
Citizen’s Hospital, National Cancer Center Hospital, and Hyogo Cancer Center, participate in our
study. The primary endpoint is progression-free survival, and the secondary endpoints are treatment
completion rate, safety, response rate, and overall survival. The planned sample size was set to be
100. A total of 102 patients were entered into our study between January 2013 and October 2016.
The last enrolled patient finished the protocol treatment in February 2017, and surviving patients
have been followed up.

Quality assurance for radiotherapy, including 1) validity of irradiation field, 2)
uniformity of prescribed dose in planned target volume, 3) dose to to risk organ, was conducted in 76
patients. The average value of lung V20 was 24.7%, being kept within 35% as planned. The
maximum dose of spinal cord in 3 patients exceeded 50Gy, but the volume was less than 1cc. One
patient whose tumors located adjacent to heart exceeded the dose restriction of average heart. The
uniformity and variation of prescribed dose in the planning target volume were within acceptable
level. in the all evaluable patients.

We started a translational study to evaluate circulating tumor DNA (ctDNA) in patients
who entered into the SPECTRA study. Tumor samples before treatment and plasma samples at
pre-treatment, post-radiotherapy, post-chemotherapy, after 1 year from the start of the treatment,
after 2 years from the start of the treatment, and recurrence have been collected. The purpose of the
study is to evaluate the usefulness of ctDNA in respect of treatment efficacy of chemoradiotherapy
and monitoring of recurrence. Four institutes, including National Cancer Center Hospital East,
National Hospital Organization Kyushu Cancer Center, Aichi Cancer Center Hospital, and National
Cancer Center Hospital participate in this study. Thirty patients were enrolled between July 2015
and October 2016. Multiple targeted-gene alterations were analyzed in 18 pre-treatment tissue
samples and 30 pre-treatment plasma samples as of March 2017. We will further collect plasma
samples during and after the treatments, and assess gene mutations which associated with response

and resistance to chemoradiotherapy and monitoring of recurrence.
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