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Abstract

Detecting methods for HER2 gene amplification in

breast cancer tissue
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Objective: To evaluate the detection of HER2 gene amplification effectiveness by high-resolution melt
polymerase chain reaction (HRM-PCR) and compare with fluorescence in situ hybridization (FISH) and/
or immunohistochemistry (IHC). Methods: HRM-PCR was used to test 98 clinical samples which has
detected by FISH and/or IHC, and the results of FISH and IHC were compared. Results: HER2 negative
and positive cell lines can be distinguished by HRM-PCR (P<0.05) with well repeatability. The difference
between negative and positive samples results was significant (0.18+0.14 vs 1.42+0.88, P<0.01),

and 80.33% consistency with IHC (kappa=0.6, P<0.01), 87.88% with FISH (kappa=0.7, P<0.01).
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Conclusion: HRM-PCR is a reliable and effective method to detect HER2 gene amplification which has a
high consistency with FISH/IHC.
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Table 1 Primers sequencing

FEH 519F31(s—3)

HER2-F CACCCTAGAGTAACTIGATGCCT
HER2-R AAGGAATTGAACTITGCCTGTG
RPPH-F GCAGGAGATGCCGTGGAC
RPPH-R GGGTACCTCACCTCAGCCAT

1.2.2 HRM-PCR # M|
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Figure 1 Distribution of HER2 negative sample of difference

peak height ratio
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Figure 2 Distribution of 98 breast cancer clinical sample of

difference peak height ratio
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Table 2 Comparison of PCR and IHC test results
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Table 3 Comparison of PCR and FISH test results
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