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A randomized phase II/III trial commenced in May 2014. Endoscopic balloon dilation (EBD) with
steroid injection is the current standard treatment for patients with refractory anastomotic
stricture after esophagectomy. The purpose of this study is to confirm the superiority of radial
incision and cutting (RIC) with steroid injection in terms of both re-stricture-free survival and
number of dilations within 24 weeks compared with EBD with steroid injection for these
patients. A total of 130 patients will be accrued from 30 Japanese institutions over 3 years. The
primary endpoint in the phase II part is proportion of Grade 3/4 intraoperative hemorrhages,
postoperative esophageal perforations, esophageal hemorrhages, pneumothorax, lung or
mediastinum infections, or other unexpected adverse events. Co-primary endpoints in the phase
ITI part are re-stricture-free survival and number of dilations within 24 weeks after treatment.
Secondary endpoints are proportion of patients with anastomotic diameter > 10 mm at 8 weeks
after treatment, proportion of adverse events, proportion of patients experiencing improvement
of dysphagia score at 2, 4, 8, and 24 weeks after treatment and proportion of patients with
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dysphagia score < 1 at 24 weeks after treatment. This trial has been registered in the UMIN
Clinical Trials Registry as UMIN000014017
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