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[ Abstract |

detection system in different laboratories,in order to provide the experimental basis for the mutual recognition of test results be-

Objective To investigate the comparability of the determination of hepatitis C antibody (anti-HCV) by ELISA

tween different laboratories. Methods In accordance with EP12-A2 files from the American association of Clinical Laboratory
Standards Institute (CLSI) ,a total of 100 patients were recruited, including 50 cases of anti-HCV screening positive and 50 nega-
tive. The domestic addcare ELISA 1100 full autokinetic enzyme analysis system(addcare ELISA 1100) was used to test HCV anti-
body under randomized blind method in different labs, and recombinant immunoblot assay (RIBA) and polymerase chain reaction
(PCR) were also carried out to provide a evidence of true positive for HCV antibody tests. Further, we compared the coincidence
rate of HCV antibody tests,estimated the comparability of test results. Results The sensitivity and specificity of the two laborato-
ries were 100% and 96 % respectively. The positive coincidence rate was 100 % ,negative coincidence rate was 100% and total coin-
cidence rate was 100% , the difference was not statistically significant(P>>0. 05). Conclusion The test results has a better compara-
bility and recognition between the two laboratories when use the self-built cut-off value under the good condition of the instru-
ments, the determination results are comparable.
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