A New Additive Diagnostic Assay for Breast Cancer Screening:

Total Biochemical Infrared Analysis of Immune Cells and Plasma
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Table 1b: Breast Cancer Patient characteristics
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The TM-B1 assay obtained a sensitivity of 86 % and specificity of 98 % for breast cancer
detection. The positive predictive value (PPV) was 95.1% and the negative predictive value
(NPV) was 93.5%. Dense breast tissue (BIRADS categories C&D) was present in 55 % of the
subjects. The specificity and sensitivity for patients with dense breasts was 99 % and 83 %
respectively. No major differences in accuracy of TM-B1 were found due to age, stage or
histology (including DCIS).

A total of 190 women were studied: 50 patients with breast cancer, 79 who underwent a biopsy
for benign breast disease, and 61 with no detectable abnormality. Breast cancer patients
included 6 cases of pure DCIS, 42 cases of IDC, 1 case of ILC and 1 case of LCIS.

Ten ml of blood were drawn and separated by Ficoll gradient into PBMCs and plasma. The
samples were dried on a zinc selenide window and analyzed by FTIR spectrometer. The spectra
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were analyzed by the proprietary software TodoSpectra to distinguish between infrared spectra
of cancer patients vs. patients with benign findings and healthy controls. The influence of age o TM-B1 Healthy Benign Cancer Total
and breast density on TM-B1™ results were evaluated. Clinic Conclusions
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