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PATIENT HER2 STATUS BY HERmark™ BREAST CANCER ASSAY

HERmark™ RESULTS

N O T E S :

HERmark™ Breast Cancer Assay is a CLIA-validated,*  
quantitative assay, based on VeraTag™ technology,  
that measures HER2 total protein and HER2 homodimer 
levels. It is intended for use with formalin-fixed paraffin-
embedded (FFPE) tumor specimens.

HERmark™ Assay provides a continuum of values over  
a 2–3 log dynamic range.

HERmark™ Assay reproducibly measures HER2 levels from 
2,500 to >1 million receptors per cell.

HERmark™ HER2 Total Protein and Homodimer levels  
are reported using a scale that is controlled within assays 
using well-characterized breast cancer cell lines with a range 
of HER2 receptor levels.

* The HERmark™ Breast Cancer Assay meets the US standards for performance characteristics and all other quality control and assurance requirements established by the Clinical Laboratory Improvement Amendments (CLIA). HERmark™ Breast Cancer  
Assay is a proprietary, protein-protein assay based on an electrophoresis technology platform. HERmark™ and VeraTag™ are trademarks of Monogram Biosciences, Inc. This test was developed and its performance characteristics determined by  
Monogram Biosciences. It has not been cleared or approved by the US Food and Drug Administration.
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HERmark™ Assay results were compared to reference methods in 1090 breast cancer tissue specimens  
from the Hershey Medical Center/Medical University of Vienna cohort, The Mayo Clinic cohort and the 
FinHer Adjuvant Breast Cancer Study to determine the HERmark™ Patient Status.
Reference methods are immunohistochemistry (IHC) and/or in situ hybridization (FISH or CISH) performed by independent 
central laboratories.

Box plots show median, 25th – 75th percentiles (box), 10th – 90th percentiles (dots), and 5th – 95th percentiles (whiskers) of 
the population in the specified categories.
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