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Annual Report

Title : Development of novel neoadjuvant therapy for locally advanced esophageal cancer to improve long term
outcome.

Principle Investigator : Ken Kato, MD, PhD, Gastrointestinal Medical Oncology Division, National Cancer

Center Hospital

Result and progress of research

During the period from April 2016 to March 2017, the total number of patients (pts) enrolled in
“JCOG1109: A randomized controlled phase Il study comparing CF versus DCF versus CF-RT as
neoadjuvant treatment for locally advanced esophageal cancer” reached 487 surpassing the initial target
number of enrollment, 450 . 118 pts were enrolled this year alone, ten enrollments per month approximately.
Patient recruitment was as scheduled. Thirty nine surgeons were newly approved as operator for minimally
invasive esophagectomy.

Thirteen cases of severe adverse events (AEs) were reported: three grade 4 hyponatremia, three grade 4 ileus
or herniation, one grade 4 dyspnea, one grade 4 recurrent laryngeal nerve paralysis, one grade 4 tracheal fistula,
and one grade 4 postoperative hemorrhage. One death, due to stomach perforation, was reported. All serious
AEs were reviewed by the JCOG Data and Safety Monitoring Committee, and continuation of the study was
approved. Details of each AEs were presented at the JCOG Esophageal Cancer Group meeting. It was
recommended that careful attention should be given especially for common AEs. Specifically, for example, it
was notified that sodium should be added to the intravenous drip when administrating cisplatin. There were no
significant differences in the number of occurrences of serious AEs among each treatment arm; three each in
groups A and B, and two in group C. We will continue to share key safety information within the JEOG.

Monitoring reports were released twice and protocol violation cases were reviewed. Quality control, such as

notifying each site about the necessary corrections of the clinical report form, was performed constantly by the
study coordinator. There were only several minor violations, such as incomplete documentation or enrollment of
ineligible patients, and were considered to be overall acceptable. Study progress and important notices are reported
every month via e-mail to JEOG members.

It should take one more year to finish patient enrollment if the current enroliment pace is kept. We will continue

to carefully monitor patient safety and maintain study quality.

Others
Along with other JCOG studies, patients participating in JCOG1109 were also recruited to take part in the
JCOG hiobank and 184 patients (37.2% of the total enrolled) have registered so far. We plan to make further efforts

to strengthen patient recruitment.
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