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Backgrounas

In the quantitative assay of endogenous substances in
biological samples, the preparation of standard samples
and QC samples, and the implementation and
evaluation of method validation are major issues
because the levels of the endogenous substances
contained in the original biological matrix as analyte
sometimes affect the assay results.

The quantitative assay of endogenous substances by
ligand binding assay (LBA) was discussed in terms of
“selection and evaluation of alternative matrix” in
DG2015-15 “Quantitative analysis of endogenous
substance (2)” and the outcome was presented at the
7t JBF symposium.
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Objective

In this DG2016-26, the discussion was held
with a focus on “the implementation and
evaluation of method validation”.

We surveyed the implementation and
evaluation of the method validation which DG
supporters had conducted. This presentation
provides the results of the survey and the
overview of our discussion.
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iy How to proceed with discussion
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The analyte is mainly protein in the LBA. It must be
considered that endogenous substance and standard
substance (recombinant protein) is not same.
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How to proceed with discussion

BIEXNRYEFETER2DOD/N\I—UIZR T TEREE
We forcused two analytes as below.
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Analyte : medicinal substance
(recombinant protein of endogenous substance)
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Analyte: endogenous substance

(used as a biomarker etc.)
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Validation
Calibration curve = Precision and accuracy
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