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R X b‘y Diaceutics Have you updated your reporting practice on

iagnostic Network ‘ Better Testing, Better Treatment H E R2 exp ress i o n ?

Check whether your lab's report format enables you to record comprehensive
details of the parameters assessed for HER2 to ensure that HER2 status is more
accurately captured. This will bring clarity to oncologists when considering the

optimum treatment options for their patients™.

Recent updates to country-specific guidelines recommend that specimens scored as

IHC 1+ or IHC 2+/ISH- can now be categorised as HER2-low. HER2-low classification
utilises existing ASCO/CAP parameters for IHC assessment?.
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HER2 expression pathology report checklist

Consider including the following in the pathology report:

Specify the HER2 IHC assay used 247 Include the estimated percentage of tumour cells stainedt and

P B 61256
Assay selection can be an important factor when determining low levels of HER2 staining intensity

expression, as assays were historically optimised to detect high levels of HER2

expression. Ensure the HER2 IHC assay has been validated to detect HER2-low Documenting this level of detail for IHC staining is important in differentiating

between IHC 0 and IHC 1+, and therefore HER2-null or HER2-low status

Report the HER2 IHC score as 0, 1+, 2+ or 3+"3.57 Conclude the report with the final HER2 interpretation and

estimated percentage staining357
Complement with information on the guidelines followed by the lab

Specify any notable specimen, pre-analytical, and IHC/ISH scoring factors that
influenced the interpretation

Report the HER2 ISH result (if completed) as negative or positive,

as well as the HER2 and CEP17 copy number and ratio’2:5¢ 1 IHC 0: no staining observed or incomplete and faint/barely perceptible in <10% tumour cells; IHC 1+:

incomplete membrane staining that is faint/barely perceptible in >10% of tumour cells; IHC 2+: weak to
Reflex ISH is performed on samples scored as HER2 IHC 2+ or indeterminate to moderate complete membrane staining observed in >10% of tumour cells; IHC 3+: circumferential
assess final HER2 status membrane staining observed in >10% of tumour cells

1 Range (1-10% or >10%) and actual percentage of staining. § Partial, weak, moderate or strong staining.
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