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Public Abstract:

Measurements from a routine biopsy of HER2-negative invasive breast cancer at the time of
diagnosis or surgery using a developed microarray-based predictive test could predict whether
a person with newly diagnosed breast cancer would benefit from neoadjuvant or adjuvant
chemotherapy containing a sequence of taxane and anthracycline-containing chemotherapy,
and/or subsequent adjuvant endocrine (hormonal) therapy. An independent retrospective
evaluation of this test showed that in 28% of patients who were predicted to be treatment
sensitive their probability of being alive and without metastatic disease at three years after
diagnosis was 92%, and this was significantly (18%) higher than the probability if they were
predicted to be insensitive to the treatment.

This proposal is to conduct a prospective trial to establish the true prevalence of these
prediction results in a representative population of people with newly diagnosed breast cancer,
and to test the feasibility of routinely performing this test within the clinical pathology
laboratory using tumor biopsy samples obtained from patients at the time of needle biopsy or
at the time of surgery. The ability to obtain quality test results in more than 85% of biopsy

samples will indicate the feasibility of using this predictive test. Recorded prediction results will
subsequently be compared to the tumor response and survival outcomes of the patients who
receive treatment that is relevant to the intended use of the test. This study has 80% power to
confirm whether the probability of survival at three years of follow up is as high as was
described in the previous (retrospective) study. This research will establish a higher level of
clinical confidence in the performance and utility of genomic testing in a pathology diagnostic
laboratory.

