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The preliminary application and evaluation of imported ELISA
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Abstract: Objective To evaluate the application effect of imported enzyme-linked immunosorbent assay
(ELISA) reagent in the detection of hepatitis B surface antigen (HBsAg) ,and explore the feasibility of reduc-
ing one time enzyme-linked immunosorbent assay. Methods From September 2019 to July 2020,105 737 sam-
ples of unpaid blood donors were used for HBsAg parallel detection with domestic and imported ELISA rea-
gent,and the single reagent reactive samples were tested for nucleic acid. Domestic reagent was used as com-
parison reagent and nucleic acid test was used as confirmation method,statistical methods was used to analyze
the coincidence rate, positive detection rate and positive predictive value of single reagent positive samples.
Results The retest coincidence rates of domestic and imported reagent were 27.42% and 51. 79 % respective-
ly,and the positive detection rates were 0. 30% and 0. 46% respectively, with statistically significant differ-
ences (X*=12.597,P<C0.05;X*=36.921,P < 0. 05). The positive predictive values were 5. 88% and 4. 26%
respectively, with no significant difference (X*=0.098, P >>0. 05). Conclusion The false positive rate of the
imported reagent is similar to that of the domestic reagent, but the stability and sensitivity of the imported re-
agent are obviously better than those of the domestic reagent. Domestic reagent and imported reagent are still
complementary to a certain extent,if the serological test only used imported reagent to do one time ELISA
test,there is the possibility of missed detection.
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