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The prognosis of patients with pathological Stage 111 (pStage I11) gastric cancer is poor, even if they receive the
standard chemotherapy following radical gastrectomy. The aim of this study is to establish an intensive preoperative
chemotherapy for pStage 111 gastric cancer patients by conducting a large scale clinical phase Il trial to improve
their survival.

This study consisted of two steps. We planned to determine adequate patients to receive preoperative chemotherapy
by analyzing the validity of preoperative examinations in the first step, and to verify the effect of preoperative
chemotherapy by conducting a large clinical phase 111 study in the second step. We intended that the first step would
be launched within 2014 and be finalized in 2015. Preparation of the second step based on the results of the step one
was projected.

The Japan Clinical Oncology Group (JCOG) conducted a phase Il clinical trial as the first step named JCOG1302-A
in which the 54 institutions participated. The aim of this trial was to determine a proper clinical criterion to pick up
pStage 111 gastric cancer by comparing preoperative and pathological findings. The primary endpoint of this study was
the percentage of pStage | gastric cancer in the cases with clinically T3 (SS) tumor and the cutoff point was less than
5%. Between 2014 and 2015, 1236 patients were enrolled in this trial and analyzed. As the results did not meet the
primary endpoint, clinically T3 or T4 (SE) tumor with lymph node metastasis (N-plus) was determined as a novel
selection criterion. The results of the clinical phase Il study were published in Gastric Cancer, 2017.

According to the results of the JCOG1302-A, a large scale clinical phase Il trial as the second step which verified
the superiority of preoperative chemotherapy using S-1 plus oxaliplatin to standard postoperative chemotherapy using

S-1 alone for patients with clinically T3 or T4 N-plus gastric cancer was prepared. The protocol concept of this trial
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was discussed in the several team meetings and was completed. The protocol concept was also discussed in the JCOG

protocol concept review board on November 12, 2015, and was approved by the JCOG governing board on December
26. This trial was named JCOG 1509 and the full protocol of the JCOG1509 was accomplished and was finally
approved by the JCOG protocol review board on June 30, 2016. The JCOG1509 had been launched on September 15,
2016, The IRB in the 52 institutions had approved the protocol of the trial, and 34 patients had been enrolled at March

31, 2017.
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We enrolled patients in the JCOG1302-A and discussed the analyzed results of this trial in the team meetings.
Furthermore, we cooperated preparation of the JCOG1509 protocol. After the JCOG1509 was approved in the
JCOG protocol review board, IRB also approved the trial and patients in our hospital were enrolled.
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