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Legacy Laboratory Services has adopted the American Society
of Clinical Oncology (ASCO) and the College of American
Pathologists (CAP) joint, updated guideline aimed at improving
the accuracy and reporting of human epidermal growth factor
receptor 2 (HER2) testing in patients with invasive breast cancer.
HER2
Positive

2013 updated
guidelines for
HER2 testing

IHC (3+) : >10% of
invasive tumor cells display
complete and intense
staining.

ISH: Amplified ratio of
HER2/CEP17 of >2.0 or
average HER2 signals ≥6.0
signals/cell (regardless of
ratio) in population of
>10% of tumor cells.

HER2
Equivocal
(must reflex test)

HER2
Negative

IHC (2+): Circumferential
membrane staining that is
incomplete, weak, or
moderate within >10% of
the invasive tumor cells; or
complete and
circumferential membrane
intense staining within
<10% of the invasive tumor
cells.

IHC (0): No staining
observed, or membrane
staining that is
incomplete, faint/barely
perceptible and within
<10% of the invasive
tumor cells.

ISH: Dual Probe
HER2/CEP17 ratio <2.0
with an average HER2 copy
number >4.0 and <6.0
signals/cell.

ISH: HER2/CEP17 ratio
<2.0 or HER2 signals/cell
<4.0 regardless of ratio.

IHC (1+): Incomplete
membrane staining that is
faint/barely perceptible
and within >10% of the
invasive tumor cells.

Indeterminate
Technical issues prevent assay from being conclusive (issues with controls,
specimen handling, artifacts, or analytical failure). Assay must be repeated
before final diagnosis can be rendered.

For technical information, contact:
Roberto J. Anker, MD, PhD
Anatomic and Clinical Pathology,
Director, Molecular Genetic Laboratory
503 413-1863

Jianzhou Wang, MD, PhD
Anatomic and Clinical Pathology
Director Cascade Center, Breast
Pathology
503 413-8195

* Observed in a homogeneous and contiguous population
ɫ See Data Supplement 2e for additional information on these rare scenarios
The final reported results assume that there is no apparent histopathology discordance observed by the
pathology.
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