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PURPOSE

The recent decade has seen an exponential growth in the discovery and development of monoclonal
antibody (mADb) therapeutics owing to their advantages over traditional small molecule drugs. More than
20 mAbs have been approved as drugs by the FDA, and nearly 300 mAbs are currently under
development.’

Accurate bioanalytical methods are critical for successful quantitation of mAbs in biological matrices
during preclinical and clinical development. Since a majority of these drugs are based on IgG1 isotype,
a bioanalytical method that is applicable for quantitation of all IgG1 derived mAbs is highly desirable.
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Figure 2. Extracted ion chromatograms of (A) blank matrix and (B) rituximab plasma standard (1 pg/mL).
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Figure 3. Calibration curve of rituximab plasma standards.
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CONCLUSIONS & FUTURE WORK

= An LC-MS/MS assay method for quantitation of IgG1 mAb therapeutics was developed
successfully

s Selectivity, precision and accuracy, and matrix effects results met acceptance criteria

s [The LC-MS/MS method developed in the current study will be compared with an immuno
method for quantitation of IgG1 mAb therapeutics /

= [he method will be evaluated in other animal matrices that are commonly used in pre- CM]' ;
studies /
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