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€ In the quantitative analysis of biotechnology-based
drugs and endogenous substances in biological
samples by ligand binding assay (LBA), commercial
immunoassay kits may be used.

€ Commercial kits are especially used for the
guantitative analysis of endogenous substances,
and we have been asked some questions related to
using commercial kits with LBA in DG2016-26
“Quantitative analysis of endogenous substances
(LBA) -Validation of LBA for the analysis of
endogenous substances-".
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€ Because some commercial kits are not ready-to-use for
regulated bioanalysis, users may need to optimize them
for the specific purpose of analysis and evaluate their
performance prior to use.

€ Therefore, this DG mainly focused on method
development, method validation, analysis of study
samples and multi-plex assays using commercial kits.
The expected issues and approaches for resolution were
discussed.

€ This presentation provides an overview of our
discussion to facilitate an efficient analysis by LBA using
commercial kits.
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€ Analytical methods described in commercial kits
need to be optimized for regulated bioanalysis and
the specific purpose of analysis.

€ Management for analysis in consideration of a Lot
change of commercial kits is necessary through
method development, method validation and
analysis of study samples.

€ There are various evaluation methods for

comprehensive analysis of endogenous substances.
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