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[Abstract] Objective

discuss the necessity of setting gray zone range of ELISA. Methods

Analyse the results of hepatitis C virus antibody (HCV-Ab) screening by ELISA, and
A retrospective analysis was made on HCV-Ab
screening results of 34 942 cases,and then compared the relationship between HCV-Ab and HCV-RNA, clinical con-
firmed hepatitis C. Finally,in order to explore the necessity of setting laboratory gray zone range by ELISA,we col-
lected the samples whose S/CO value was in the range of 0. 4 to 2. 0,retested by different manufacturers reagents and
detected its HCV-RNA., Results HCV-Ab positive screening rate was 0. 61% and the highest rate was in the group
of 31 to 50 years old;the rate of men was higher than women's and the difference was statistically significant (P<C
0.05). When the sample’s S/CO==10. 0, there was high degree of compliance between HCV-Ab and HCV-RNA de-
tection, simultaneously; the same results arose between HCV-Ab and clinical confirmed hepatitis C when the sample’
s S/CO==3. 8. Gray zone sample detection rate was 0. 38% ,and the retested rate was still 0. 20% and 0. 05% by two
reagents and double holes detection. Conclusion In different regions,gender and age, there are differences HCV-Ab
positive screening rate; when they use ELISA method to test sample’s S/CO value is greater, the detection rate of
HCV-RNA is higher, HCV-Ab positive result and clinical confirmed hepatitis C are more conform. When the samples
of HCV-AD screening result falls in the gray zone range, we should retest them and detect their RNA,in order to re-

duce laboratory missed or false positive generation.
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