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We planned clinical researches of lung squamous cell carcinomas, lung small cell
carcinomas and pancreas carcinomas. To determine the research design, proper endpoints and
adequate sample size, enough discussion was made 9 times in group meetings. This group has
made a research system which manages clinical samples and information without deficiency or
omission. In this system, University of Miyazaki receives and manages clinical samples and
information from other facilities, and promotes patients entry.

This research group took over the part of data and samples of the preceding research of
lung adenocarcinoma. To search a novel biomarker for the early detection of neoplasms, mass
spectrometry of protein fragments in urine samples of the lung adenocarcinoma patients was done.
Urine samples of 9 healthy volunteers and 58 advanced lung adenocarcinoma patients, and urine
samples of 39 healthy volunteers and 39 early lung adenocarcinoma were analyzed. Two kinds of
urine protein fragments, which were expected to become candidates for as early cancer markers,
were found. The urine protein fragments K1-A provided 88.7% of sensitivity, 60.6% of specificity
and 0.68 of the area under curve of a receiver operating characteristic (ROC-AUC). The urine
protein fragments K1-B also provided 54.9% of sensitivity, 83.3% of specificity and 0.74 of the
ROC-AUC. These results were reported to the AMED as the forms of invention notifying to make
a patent application.

To investigate a novel biomarker for early detection of brain or bone metastasis, which
influences the patients’ quality of life seriously, the similar analyses described above were done.
These analyses included a comparison between 24 lung adenocarcinoma patients with bone
metastasis and 68 lung adenocarcinoma patients without bone metastasis, and the other
comparison between 11 lung adenocarcinoma patients with brain metastasis and 41 patients
without brain metastasis. From these analyses, three kinds of biomarker candidates for detecting
bone metastasis, one of which provided 63% of sensitivity, 83% of specificity and 0.72 of the ROC-
AUC, and seven kinds of biomarker candidates for detecting brain metastasis, one of which
provided 54% of sensitivity, 90% of specificity and 0.71 of the ROC-AUC were found.

To search a novel biomarker for the diagnosis of pancreas cancer, urine samples of 49
healthy volunteers and 35 patients with pancreas cancer were analyzed. We found two kinds of
urine protein fragments, which were candidates for detecting pancreas cancer. One protein
fragments provided 88.6% of sensitivity, 81.6% of specificity and 0.88 of the ROC-AUC and the
other fragments provided 85.7% of sensitivity, 87.8% of specificity and 0.90 of the ROC-AUC.
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