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Stability: challenge in biomarker immunoassay method validation
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Abstract: In biomarker bioanalytical method validation, one of the most challenges is stability. Compared with pharmacokinetic
(PK) assays, the analytes of biomarker assay is endogenous. The stability of endogenous analytes is differed with its corresponding
recombinant reference standard. To that end, biomarker stability evaluation should be performed using endogenous incurred sample.
However, the accurate concentration of endogenous sample is difficult to assess due to the assay variation. In addition, it is hard to
acquire fresh unfrozen sample. All above factors lead to the difficulty of defining acceptance criteria for stability evaluation.
Trending chart and computational analysis could be used to determine biomarker stability more accurately.
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Table 1 Stability verification of comparative biomarker analysis and PK Bioanalysis
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