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primary focus of this project is the development of assays to support research of suspicious lung nodules, but many of the selected markers are also An assay for the core lung cancer biomarker cytokeratin-19 was developed using a one-step protocol where-the detection antibody and samples were
relevant to other cancer types. These immunoassays include a serology panel, two biomarker panels, and a single-marker assay. The serology panel added simultaneously. The assay performance was evaluated using commercially sourced samples, including 81 plasma or serum samples from
includes assays to detect autoantibodies to p53, CTAG-1, and CTAG-2. This panel requires 25 pL of 2,500-fold diluted serum or plasma. A biomarker apparently healthy individuals and 76 plasma or serum samples from breast, lung, and ovarian cancer patients. This assay demonstrated sufficient
panel requiring 25 WL of 100-fold diluted serum or plasma detects the following biomarkers: CA15-3, SCFR/Kit, ErbB2, IGFBP-2, MIF, MMP-2, MMP-9 sensitivity in measuring native cytokeratin-19 levels in apparently healthy individuals. Samples can be further 2-fold diluted when sample volume is
(total), REG4, S100A6, and TNF-RI. A second biomarker panel requiring 25 pL of 10-fold diluted serum or plasma detects the following biomarkers: limited.

The biomarker panel of 10 assays requiring 100-fold diluted serum or plasma samples was evaluated using the following commercially sourced samples:
140 serum or plasma samples from apparently healthy individuals and 120 serum or plasma samples from individuals with lung, breast, gastric or ovarian
cancer. Five of the biomarkers in this panel displayed significantly different concentrations in various cancer samples compared to samples from
apparently healthy individuals.

CA125, Ca19-9, CEACAM-5 (CEA), EGFR, VEGFR-1/FIt-1, FLT3L, HE4, MMP-3 (total), and osteopontin. Finally, an assay for the core lung cancer
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Nineteen assays were combined into two multiplex panels (Table 1) and formulated as kits containing 96-well MULTI-SPOT 10 spot plates, blended 16 serum samples from individuals with lung cancer. Six of the biomarkers (data shown below) had significantly different concentrations in samples from anti-CTAG-1 1gG anti-p33 IgG
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