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We conducted multi-institutional randomized trials, which might establish an evidence influencing
clinical practice guidelines for management of hepatobiliary and pancreatic cancers. The
establishment of operative procedures with a scientifically reliable proof of their effectiveness and
safety is mandatory.

From the planning of these trials in April 2014, clinical study coordinators and biostatisticians have
supported our clinical research, and manage data and statistical analysis. Our activity started as
Japan HBP-Surgical Trial Group, from February 2014. Our six institutes have been recognized as a
board certified training institution A. (Japanese Society of Hepato-Biliary-Pancreatic Surgery) Our
clinical research comprises the following clinical trials.

1. The safety of liver surgery with No-Drain concept: a multicenter randomized controlled
trial. (ND-Trial)

This prospective randomized study determined the influence of closed-suction drainage on the
incidence of postoperative complications after elective hepatic resection. A series of 400 patients who
undergo elective hepatic resection are randomly allocated to either a non-drainage group (n = 200)
and a drainage group with closed-suction drainage (n = 200). Liver resection might be performed
without abdominal drainage, which could contribute less invasiveness and improvement of
postoperative quality of life in patients with hepatectomy. The recruit of patients will complete in
October, 2017. The data analysis and their publication will be done in 2017.

2. Comparison of Berizym and Pancrelipase for the effect to suppress onset of Hepatic
Steatosis after Pancreaticoduodenectomy -ESOP Trial-

The risk of hepatic steatosis should be a concern after pancreaticoduodenectomy. Treatment with
pancrelipase was more effective compared to other enzymes. This prospective randomized study was
conducted to evaluate the incidence of hepatic steatosis after pancreatectomy and whether
pancrelipase improves steatosis more effectively than other conventional digestive enzyme. A series
of 300 patients who undergo elective pancreaticoduodenectomy are randomly allocated to either
Pancrelipase group (n = 150) and Berizym group (n = 150). The recruit of patients started in
October, 2016, and will complete in September, 2019. The data analysis and their publication will be
done in 2019.

3. Reconsideration of an appropriate selection of biliary drainage in jaundiced patients before
major operative procedures

The aim of this study is to review the current management of jaundiced patients with hepato-
pancreatic biliary malignancy and reconsider appropriate preoperative procedure before major
surgery. To confirm the appropriate procedure, the prospective study might be mandatory.

However, two patients died due to acute severe pancreatitis following endoscopic retrograde biliary
stent procedure in 2014. Our group concluded that the current study design might be inappropriate,

in March 2015.
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