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Abstract

Objective: T o assess the performance of a newly developed ELISA for the detection of HCV
core antigen and its suitability for use in the screening of blood units in order to identify infecting
samples that do not contain specific antibodies . Methods: 1 500 sera from blood donors, 400 gen—
eral population samples, 48 patient samples(without HCV infection), 55 HCV patient samples
(HCV RNA-positive, and anti-H CV-negative), 3 natural seroconversion panels, and 6 commer—
cial seroconversion panels were tested with HCV IgG anti-body test, core antigen test and RN A
PCR test C. Results: Eight (0.53%) blood donor samples, 0(0% ) general population samples,
and 1 (2.08%) patient samples (without HCV infection) were initially reactive; lsera samples
was positive on repetition. These 9 samples tested by reverse transcription-PCR were negative.
The specificity and sensitivity of HCV core antigen test were 99.94% and 94.79% .The reduc-
tion in diagnostic window period resulting from use of HCV Core antigen test and RNA PCR in
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the 9 panels was equal on average to 36 days. The intra- and inter-assay precision of HCV core

antigen assay was less than 10% .

Conclusion: The HCV core antigen assay showed high sensitivi-

ty and specificity and could obviously reduce the windows period of HCV .
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