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II. 成果の概要（総括研究報告） 
 
和文 
本研究開発では、これまで有効な治療がなかった食道癌術後吻合部の難治性狭窄に対するステロイ

ド併用 RIC の安全性と有効性をステロイド併用内視鏡的バルーン拡張術（Endoscopic Balloon 
Dilation：EBD）とのランダム化第 II/III 相試験を Japan Clinical Oncology Group (JCOG)の消化

器内視鏡グループ 32 施設で実施した。 
【Primary endpoint】 
第 II 相部分（安全性評価）： 術中出血、Grade 3 以上の食道穿孔、食道出血、気胸、 
縦隔感染、肺感染、予期されない有害事象発生割合 
第 III 相部分（有効性評価  ：無再狭窄生存期間、24 週時点までの再拡張術の実施回数 
 
 
英文 
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 
III 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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