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2 1 HBsAb ELISA
A: A; B: B; C: C; D: D; E: E F F;
2.1 cut-off HBsAb ELISA 1:10 mIU/ml; 2: 5 mIU/ml
cut-off 2.1
2 HBsAb ELISA HBsAb 10 mIU/ml 5 mIU/ml oD
n xxs CV( %)
Al 21 0.071 0.118 0.05 0.090 43 £0.012 10 13.38
A2 24 0.030 0.062 0.03 0.045 83 +0.008 56 18.68
B1 24 0.037 0.097 0.06 0.056 71 £0.017 02 30.02
B2 24 0.005 0.046 0.04 0.020 62 £0.009 80 47.54
Cl 24 0.067 0.123 0.06 0.087 83 £0.011 42 13.00
C2 24 0.039 0.059 0.02 0.048 42 +0.005 07 10. 48
D1 24 0.023 0.061 0.04 0.040 17 £0.008 318 20.71
D2 24 0.001 0.052 0.05 0.018 42 £0.011 869 64.44
El 24 0.115 0.167 0.05 0.135 04 £0.013 037 9.65
E2 24 0.065 0.097 0.03 0.080 12 +£0.011 168 13.94
F1 24 0.114 0.265 0.15 0.163 25 £0.040 62 24.88
2 24 0.049 0.097 0.05 0.078 46 £0.014 022 17.87
A A; B B; C: C;D: D; E: E; F: F;1:10 mIU/ml;2:5 mIU/ml
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Discussion on the coincidence rate and cut-off value

of six domestic hepatitis B surface antibody ELISA Kits
Han Weiwei' > Jin Qili® Liu Jiaqing' et al
('Dept of Clinical Laboratory The First Affiliated Hospital of Anhui Medical University Hefei 230022;
*Dept of Clinical Laboratory The Second Affiliated Hospital of Bengbu Medical College Bengbu 233000)

Abstract To verify the coincidence rate and evaluate the cut-off value of six kinds of domestic enzyme linked im—
munosorbent assay( ELISA) kits of hepatitis B virus surface antibody( HBsAb) and also to discuss the feasibility of
using cut-off serum. HBsAb in clinical samples and the HBsAb standard substances were detected by electro chemi—
luminescence immunoassay( ECLIA) and six kinds of domestic ELISA kits of HBsAb respectively. Using the cut-off
value of each kit to determine the results the positive rates of reagent E and F were 100% when testing 10 mIU/ml
of HBsAb standard substances. Reagent C and E had the highest precision. With 10 mIU/ml of HBsAb standard
substances as cut-off serum the cut-off value and grey zone of the six reagents were different. Reagent D had the
lowest cut-off value and the minimum grey zone while Reagent F had the highest cut-off value and the largest grey
zone. When the HBsAb concentration of clinical samples was lower than 10 mIU/ml 10 ~ <50 mIU/ml and 50 ~
<100 mIU/ml the positive coincidence rates of the cut-off value determined by the ELISA kit of most reagent
manufacturers was different from that of the cut-off serum. When clinical specimens with HBsAb concentration from
100 ~1 000 mIU/ml were tested the positive coincidence rates of the two results determined by the two cut-off val—
ues of reagent A B C D E and F were all 100% . There are some differences in the detection performance of
the six domestic ELISA kits of HbsAb and there are deficiencies in the way that the cut-off value was recommen—
ded to be calculated. The use of cut-off serum will change the positive and negative coincidence rate of the ELISA
kits which needs to be fully verified by clinical samples before use.

Key words hepatitis B virus surface antibody; enzyme linked immunosorbent assay; coincidence rate; cut-off val



