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Exploration on verification of purchasing performance of HBsAg colloidal gold detection reagent
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Abstract: Objective To verify the performance of HBsAg colloidal gold reagent (HB test strip) by using
the known level of HBsAg standard material and HBsAg positive sample and to conduct the comparative anal-
ysis for determining the optimal method of HB test strip performance verification. Methods The different
levels of HBsAg standard material were selected.and the performance of HB test strips produced by different
manufacturers was verified. The changes of test strip after 5,10,15.,30 min were observed. The S/CO values
of the above standard material were detected by using the ELISA method. Forty most suitable HBsAg positive
samples were selected to verify the performance of HB test strip. Results In verifying the performance of test
strip by 4 IU/mL standard material, 90% of the test strips appeared the reactive results after 5 min,and all
test strips appeared the reactive results after 15 min,in addition,the lowest detection limit 2 TU/mL was ob-
tained by the doubling dilution method. The difference among different manufacturers had no statistical signif-
icance;the corresponding S/CO value from 4 IU/mL standard material obtained by ELISA was 28.00+2. 00,
but when verifying the performance of test strip by using the HBsAg positive sample with the S/CO value
28.0042. 00,the test strips all appeared the reactive results. Conclusion 4 IU/ml HBsAg standard material
or the HBsAg positive samples with S/CO value 28. 00 £=2. 00 all can serve as the quality control material for
purchasing performance verification of HB test strip. Adopting the HBsAg standard material as the positive
control material neither has the occupational exposure risk,also resolves the problem of antigen activity de-
crease due to repeated freezing and thawing of HBsAg positive sample, which is the optimal selection of HB
test strip purchasing performance verification.
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