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TargetPrint, a microarray-based assay, provides quantitative assessment of mRNA expression levels of the estrogen receptor (ESR1), progesterone receptor (PR), and 
human epidermal growth factor receptor 2 (HER2) genes. This assay was developed for both fresh1 and formalin-fixed paraffin embedded (FFPE) breast tumor tissue, 
and its performance characteristics were determined by Agendia. Breast tumor samples with a microarray score ≥0 in ER, PR, and/or HER2 are considered to be positive 
for the respective biomarker(s). Based on the analytical performance TargetPrint scores for ER, PR, and HER2, the median precision is 99.1% for fresh and 95.6% for 
FFPE, and the median repeatability is 99.1% for fresh and 97.9% for FFPE. Comparison between TargetPrint and IHC/FISH assessments determined by a central 
pathology laboratory has been performed in over 600 fresh breast tumors in the EORTC 1004/BIG 03-04 MINDACT trial, with a concordance of 98% [95% confidence 
interval (CI): 96-99%] for ER, 85% [95% CI: 82-88%] for PR, and 96% [95% CI: 95-98%] for HER2.2
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TargetPrint® Result

The TargetPrint Assay provides quantitative assessment of mRNA expression levels of ER, PR, and HER2, using a continuous scale between -1.0 and +1.0. A positive score 
in ER or PR corresponds to ≥1% tumor cells demonstrating positive nuclear staining with an immunohistochemistry (IHC) assay, while a positive score in HER2 correlates 
with a 3+ score by IHC or a HER2/CEP17 ratio of ≥2.0 by fluorescence in situ hybridization (FISH).

ER Positive, PR Positive, HER2 Negative

Agendia, Inc (05D1089250) is certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA) as qualified to perform high-complexity clinical testing. TargetPrint is a laboratory developed test regulated under 
CLIA by CMS. Decisions regarding care and treatment should not be based on a single test such as this test. Rather, decisions on care and treatment should be based on the independent medical judgment of the treating 
physician taking into consideration all available information concerning the patient’s condition, including other pathological tests, in accordance with the standard of care in a given community. This test was performed at 
Agendia’s Irvine, California laboratory. General information about TargetPrint can be found at www.agendia.com.
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Additional Comments:
Changed Pt. Name. 

Assay Description

ER: Positive aa+0.26

-1.0 0.0 +1.0

PR: Positive aa+0.33

-1.0 0.0 +1.0

HER2: Negative aa-0.36

-1.0 0.0 +1.0
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