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In 2015 and 2016, using serum data from 44 surgically resected pancreas cancer patients and
571 samples used in previous studies (PlosOne e0118220) , we developed 36 diagnostic indices
with improved diagnostic ability from previous study. 32 of 36 indices showed higher diagnostic
ability in resectable pancreas cancer than CA19-9 (Max AUC=0.938).

Next, we constructed high-throughput system to introduce serum microRNA detection system
into clinical practice. Using this systems, serum from 104 pancreato-biliary cancers, 100 from
healthy volunteer, 35 colonic cancers, 35 colonic cancers, 35 gastric camcers, 30 chronic
pancreatitis and cholecystitis, 10 esophageal cancer, and 10 hepatocellular carcinoma were
evaluated, and 10 other diagnostic indices for the diagnosis of pancreato-biliary cancer were
established.

Taken together, 46 diagnostic indices were validated in multi-instutute prospective study. Study
protocol was established in April 2016, and was started in June 2016. The aim in this study is to
validate diagnostic indices for the diagnosis of pancreato-biliary cancers, and to compare their
utility with CA19-9. Scheduled registration number of patients were 550 including 120 healthy
control, 80 chronic pancreatitis or cholangitis, and 350 pancreato-biliary cancers. However, we
failed to reach scheduled registration number before April 2017. Entry period were putted off by
the end of April 2017, and were achieved. Data analysis will be performed by the end of July, and
new diagnostic tool for the detection of pancreas cancer will be established. Currently, clinical
follow up data of this prospective study is accumulated. Prognostic biomarker and drug effects

prediction biomarker will be established after the follow up period.
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