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[ Abstract] Objective To establish a quantitative detection method for PEG-IIFNm pharmacokinetic
studies in human serum. Methods The different concentrations of PEG-IIFNm in serum were detected
by murine monoclonal antibody as the coating antibody, biotin-labeled rabbit polyclonal antibody as the
capturing antibody, horseradish peroxidase-labeled avidin to color, and the specificity, sensitivity, accuracy
and precision of the method were evaluated, respectively. Results Double antibody sandwich ELISA
for drug concentration in serum was established. The quantitation range was 0.25-10 ng/ml, the correlation
coefficient R? = 0.999, detection accuracy was 80.0%-92.0%, intra-assay and inter-assay differences were less
than 10%, and there was no cross-reaction with other pegylated-interferon on the market. Conclusions The double-
antibody sandwich ELISA for PEG-IIFNm concentration in serum was established. The sensitivity, specificity,

precision and accuracy of the method could meet the requirements of clinical pharmacokinetic study.
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0 6.25 12.5 25 50 100
0 0.089 0.089 0.087 0.087 0.085 0.085
8 0.166 0.216 0.253 0.281 0.322 0.355
16 0.180 0.374 0.427 0.539 0.625 0.682
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