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INTRODUCTION

Singlicate analysis is a valuable tool that offers similar sensitivity and specificity to
replicate analysis in various biofluids (matrices). It also adds flexibility to test various
parameters simultaneously in early method development and increases the number of
samples analyzed in regulated studies. Furthermore, singlicate analysis optimizes
resource use and enhances workflow efficiency in the laboratory. It also allows us to
make informed decisions early in the drug discovery stage when a large data set is
required. By focusing bioanalytical efforts on individual samples, we can streamline the
use of precious study samples (volume, rare sample), reduce consumable costs, and
accelerate data generation for a large number of study samples without compromising
robustness and quality.

In GLP and non-GLP studies, adherence to rigorous regulatory standards and scientific
principles is fundamental to ensure the integrity and credibility of the bioanalytical data
collected.
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Table 5. Inter-assay Precision and Accuracy of QCs in Human Serum
Concentration (nM
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Figure 2. Singlicate Analysis at All Drug Development Stages
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matrices and drug entities or biomarkers stems from its ability to maintain data
reliability, regulatory compliance, and improve operational efficiencies.

* The singlicate analysis evaluation in bioanalytical methods was addressed by
assessing %CV and %bias in various precision and accuracy runs.
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