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Abstract

Objective : To investigate the concordance between
immunohistochemistry (IHC) and in situ hybridization
(ISH) for HER2 status and to evaluate the correlation
in clinicopatholosgical characteristics in breast cancer
patients.

Methods : This study was a retrospective study enrolled
breast cancer patients of Sawanpracharak Hospital
who had IHC (2+ and 3+) and ISH results between
January 2018 to October 2021. The HER2 status of
invasive ductal breast cancer from 128 cases was de-
termined. The Concordance between IHC and ISH
and the correlation between HER2 ISH and their clin-
icopathological characteristics were evaluated using
a rank sum test and exact probability at a 95% con-
fidence interval.

Results : Total concordance was 79.7% with a Kappa
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coefficient of 0.485 (p<0.001). The concordance was
detected at 97.4% with IHC 3+ and 52.9% with IHC
2+. There was no significant correlation between
HER2, ISH, and the patient’s age, tumor size, tumor
side, or histologic grade

Conclusion : Our study showed a high concordance
rate between IHC 3+ and ISH. Regarding the results,
IHC 3+ breast cancer patients could be treated with
targeted therapy without ISH confirmation to decrease
waiting time and cost. Further ISH study should be
limited to IHC 2+.

Keywords : HER2 status, Immunohistochemistry, In

situ hybridization, concordance
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Variable Total HER2/ISH p-value
n (%) Positive (n=102) Negative (n=26)
Age (year)
<50 43 (33.6) 35 (34.3) 8 (30.8) 0.46
> 50 85 (66.4) 67 (65.7) 18 (69.2)
X (SD) 55.8 (11.6)
min - max 26 - 83
Tumor size (cm.)
<2 19 (14.8) 15 (14.7) 4(15.4) 0.39
21-5 81 (63.3) 62 (60.8) 19 (73.1)
>5 28(21.9) 25 (24.5) 3(11.5)
X (SD) 4(2.2)
min - max 1.2-13
Side
Right 69 (53.9) 57 (55.9) 12 (46.2) 0.25
Left 59 (46.1) 45 (44.1) 14 (53.8)
Histologic grade
2 74 (57.8) 58 (56.9) 16 (61.5) 0.42
3 54 (42.2) 44 (43.1) 10 (38.5)
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