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Standardization of HER2 Status in Primary Breast Cancer Tissue
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Accurate assessment for the HER2 amplification and overexpression is a prerequisite step in the management
of breast cancer patients since the anti-HER2 biologic therapy has been available. Most tests developed for the
determination of the HER2 status still require validation, although identification of the HER?2 status is impor-
tant for predicting the response to specific systemic therapy in breast cancer. Fluorescence in situ hybridization
(FISH) and immunohistochemistry (IHC) are the most widely used methods for HER2 assay. The results of the
FISH appears to be more reproducible than those of the IHC in the most studies. FISH is an expensive proce-
dure requiring special equipment to perform in day-to-day clinical practice. IHC is a simple and convenient
procedure which can be performed in individual institute. However, a considerable proportions of the IHC
positive cases are not confirmed by the FISH and reproducibility of IHC results is still in doubt by inter-observ-
er variation variable tissue preservation procedures. Poor reprodicibility of IHC hampers its clinical use in spite
of its practical merit. Accurate assessment for the HER2 status appears to be established by the laboratory qual-
ity control measures through the nation-wide validation procedures when using the IHC for the HER2 assay.
During the validation period, the results from the individual institute should be validated by central laboratory
by FISH. Standardization of HER2 assay is mandatory to provide more effective treatment to the breast cancer
patients and can improve the cost -benefit efficiency by reducing the false-positive cases.
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