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Exploration of an early—detection and risk—stratification biomarker

for cancer screening using cutting—edge mass spectrometry
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Sample collection for application to in vitro diagnostics
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Patent filing and alliance for the collaboration.
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1. Developments and evaluations of the blood biomarkers for cancer detection, and
establishment of the diagnostic kits/
A. Sample sharing for exploratory research into an early-detection and risk-stratification biomarker for
cancer screening using cutting-edge technology for proteomic analyses.

Plasma and serum samples were shared between the National Cancer Center and Kumamoto

University, in_accordance with the instructions issued by the ethics offices of the National Cancer
Center and Kumamoto University.

B. Establishment of a measurement system by data-independent acquisition mass spectrometry (DIA
MS).

We have finished developing the measurement systems for DIA MS, and have started exploratory
research into an early-detection and risk-stratification biomarker for cancer screening using the
cutting-edge technology of mass spectrometry. We obtained plasma proteomic profiles from patients

with carcinoma of the pancreas, stomach, colon, esophagus, or liver, and also from healthy subjects.



2. Validation of clinical utility of plasma biomarkers which was developed by previous studies.

We validated the clinical usefulness of plasma biomarkers identified by reverse-phase plasma
microarray (RPPA) using MRM technology. Combination assay with IGFBP2, IGFBP3 and CA19-9

could distinguish patients with pancreatic cancer from healthy subjects, in comparison with a single

CA19-9 assay. This accomplishment was published in a scientific journal (Yoneyama et al. PLos One
2016).

3. Collections of clinical materials from multiple medical institutions.

We obtained ethical approvals for starting the project from the ethics offices of each participating

institute. Collection of blood samples has been started from multiple medical institutions.
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