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We conducted a multicenter randomized controlled trial to evaluate the efficacy of
bursectomy, an operative procedure to remove the peritoneum covering the surface of omental
bursa. The objective of this study was to confirm the superiority of bursectomy to non-bursectomy
for clinical T3(SS) or T4a(SE) gastric cancer patients in terms of overall survival, Patients were

intraoperatively randomized to bursectomy group or non-bursectomy group, and received open
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distal gastrectomy or total gastrectomy with D2 lymph node dissection according to Gastric
Cancer Treatment Guidelines. As for bursectomy group, we conducted the dissection of the
peritoneal lining covering the pancreas and anterior plane of the transverse mesocolon. After
surgery, S-1 therapy was given for 1 year if patients had been pathologically diagnosed as pStage
IT-I11.

The primary endpoint was overall survival. In this trial, the sample size was calculated to be
1200 cases, under the hypothesis that 5-year overall survival rate in non-bursectomy group was
75% and 5-year overall survival rate in bursectomy group was expected 5% superior to non-
bursectomy group, with use of one-sided testing at the 5 % significance level with power of 80 %,
assuming 5 years of recruitment and an additional 5 years of follow-up. This trial was started in
June 2010 with the approval of the JCOG Protocol Review Committee in May 2010. The
registration progressed well and we had enrolled 1204 patients until March 30, 2015, earlier than
planned. Including of 1 year adjuvant S-1 chemotherapy, the protocol treatment of all registered
cases was completed in April 2016.

The second interim analysis was conducted by the JCOG Data and Safety Monitoring
Committee in September 2016. In this interim analysis, overall survival in bursectomy group was
shorter than non-bursectomy group (Hazard ratio for bursectomy was 1.075) with predictive
probability in favor of bursectomy at the final analysis of 12.7%. These results led to early study
termination based on the recommendation of the Data and Safety Monitoring Committee. The
result of this trial was presented at the ASCO-GI 2017 (at San Francisco) and at the 89th Annual

Meeting of The Japanese Gastric Cancer Association (at Hiroshima).
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