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ErbB2 antibody chA21 alone and with Paclitaxel or Trastuzumab

Establishment and clinical application of a highly sensitive method to

detect HER2 protein in human serum
Gong Huanxiu' > Shen Aolin’ Xia Dong® et al
('Dept of Geriatrics > Anhui Provincial Key Laboratory of Tumor Immunotherapy and Nutrition Therapy
The Affiliated Provincial Hospital of Anhui Medical University Hefei 230001; °Dept of General Surgery
*Dept of Clinical Laboratories The Second Affiliated Hospital of Anhui Medical University Hefei 230601)

Abstract In this study using double antibody sandwich ELISA technology the anti-human epidermal growth fac—
tor 2 ( HER2) monoclonal antibody HuA21 andbiotindabeled HerA antibody were used as the capture antibody and
detection antibody respectively. HER2 extracellular domain( HER2-£CD) was transfected into CHO cell line and
the resistant clones were selected to produce the antigen protein which was isolated and purified as standard anti—
gens in order to establish a technique for quantitatively detecting HER2 in human serum and could provide refer—
ence for the treatment and prognosis evaluation of cancer patients. The sensitivity of the method was 7. 8 pg/ml and
the detection limit was from 0 to 500 pg/ml. The intra-assay coefficient of variation was 0. 2% ~10.9% and the
coefficient of variation was 1.4% ~ 12.4% . The recovery rate of the antigen in human serum was 86. 84% to
116.40% . Our method was used to determine the selected clinical samples that the serum levels of HER2 in pa-
tients with HER2-positive metastatic breast cancer was significantly higher than those in patients with early-stage
breast cancer and healthy subjects ( P <0.05) . So a double-anti-sandwich ELISA method of human serum HER2
detection is established and the determination result is specific stable and reliable and can be used to quantita—
tively detect the serum HER2 levels for the cancer patients.
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