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Introduction
Glycosylation features are high priority Critical Quality Attributes (CQAs) for most biopharmaceuticals produced in mammalian expression systems. This is due to the potentially significant impact of the glycans on the safety
and efficacy profiles of therapeutic glycoproteins. A difficulty that biopharma companies face is that they have to perform absolute quantitative monosaccharide composition analysis (AQMCA) to demonstrate structural
consistency of their glycosylated therapeutics to some regulators, particularly the FDA. However, although it sounds as if it should be simple, obtaining accurate, precise AQMCA data is very challenging. The focus of this
work being the development and application of traceable quantitative monosaccharide standards for reliable quantitation of biopharmaceutical glycosylation. The poster overviews the metrology of the orthogonal methods
used for quantitation of the BioQuant monosaccharide standards themselves, traceability, and their applications as both internal and external analytical standards for AQMCA work. Finally, we will explain how we use the
BioQuant standards in the Ludger Monosaccharide Analysis Kit to obtain reliable monosaccharide composition data in comparability studies of biopharmaceutical N-glycosylation for regulatory submissions.

Results

Monosaccharide standards Different Quantitative monosaccharide standards have been developed:
*Monosaccharide mix reference standard is a quantitative standard comprised of NIST-F and USP traceable glucosamine (GlcN),

galactosamine (GalN), galactose (Gal), mannose (Man), glucose/dextrose (Glc) and fucose (Fuc) monosaccharides. This

monosaccharide mix is used as external standard in our LudgerTag 2-AA Monosaccharide Release and labelling Kit for a fully
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BioQuant Glycan Standards: Monosaccharide analysis vs gNMR
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Conclusion

Orthogonal quantitative determination techniques have been successfully utilized to confirm the absolute quantities of monosaccharide standards in both the LudgerTag 2-AA Monosaccharide Release and Labelling
Kit and LudgerTag™ DMB sialic acid labelling kit. This level of precision and accuracy has also been applied to complex glycans and glycopeptides. Through the use of better standards, glycoanalysts in industry and

academia can gain ever more reliability in the characterisation of their glycoproteins products.
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