Glycan Analysis Services

www.ludger.com

Glycan Analysis Services
Ludger is an industry leader specialising in glycomics and glycoanalytical technology to support biopharmaceutical
realisation and translational medicine. Our scientists are experts in detailed glycan analysis and characterisation.
Our expertise can be applied to both biopharmaceuticals and glycoconjugates relevant to medical research and we
offer standard or custom glycan analysis services to our clients globally!
Consistently controlled and well characterised glycosylation is a subject of concern during biopharmaceutical
realisation and is recognised as a critical quality attribute (CQA). It greatly increases drug complexity and
heterogeneity, and can significantly influence product safety and efficacy. Moreover, it is typically the single greatest
contributor to drug batch-to-batch variability.
Analysis of glycosylation is important not only in biopharmaceutical research but also in clinical and biological
research where changes in glycosylation have been associated with many states of health and disease providing
prognostic and diagnostic information.
Ludger’s Glycan Analysis specialists have decades of experience with analysing glycosylation (including N- and Oglycosylation and otherwise classified oligo- and polysaccharides) from variety of sample types including:

•

Biopharmaceuticals: monoclonal antibodies
(mAbs), glycoprotein hormones (e.g. follicle
stimulating hormone (FSH) and erythropoietin
(EPO), Fc fusion proteins, vaccines

•

Cells: mammalian cell lines, bacterial cell components

•

Biological fluids, tissues and others

•

COVID-19 patient samples (e.g. plasma, tissues)

•

SARS-CoV-2 infected cell lines

We systematically help over half of the world’s top pharma biotech companies* to characterise their drug’s
glycosylation and provide regulatory authorities with reliable, structured and detailed data.
* Pharmaceutical Technology 2020

We offer the following services at Ludger:
(i) Sialic acid and monosaccharide analysis and quantitation
Monosaccharide analysis and sialic acid analysis are regulatory requirements laid out in the ICH Q6B guidelines
for characterisation of biopharmaceuticals. Monosaccharide composition and sialic acid distribution should be
consistently monitored at all stages of drug development.
(ii) UHPLC, MALDI, LC-MS N- and O-glycan profiling and exoglycosidase sequencing
We tailor these analyses to your specific requirements. These include: HILIC-LC, HILIC-LC-MS/MS, MALDI-MS, WAXLC and exoglycosidase sequencing of released glycans; as well as site specific analysis. We provide a detailed
glycoprofiling report of profiles and structures.
(iii) High throughput N-glycan screening
This service provides semi-automated parallel analysis of hundreds of samples at an affordable cost. You can select
the analytical platform that you would like us to use giving you a simplified report providing information on glycan
relative quantitation and identification. Results are typically provided within two weeks of starting sample analysis.
(iv) Method validation
We can validate specific methods as per your requirement.
(v) Method transfer
We can help you to get glycoprofiling methods up and running in your laboratories. We offer consultation and
advice on how to implement workflows, which kits, reagents and equipment to use and even provide training for a
fully validated method transfer, whichever fits your specific requirements.
(vi) GMP-compliant modules are also available
Here’s how it works:
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• Discussion with Client regarding requirements
• CDA/MSA if required
• Study Proposals & Quotation

• Client Purchase Order
• Client Samples
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We can transfer these methods to your laboratory.
We can provide Compliance documentation for GMP

Ludger’s reports are used by companies around the world:
•
•
•

in process optimisation
to support regulatory submissions
for lot release of drug batches during biomanufacturing

Laboratory work is preceded with discussions with client and a study proposal will be drafted based on the client’s
requirement. Furthermore, Ludger can also provide support with data interpretation after the work is complete.

For more information, please visit
www.ludger.com/glycan-analysis-services
or contact Dr Radoslaw Kozak:

Dr. Radoslaw Kozak
Head of Glycoprofiling
rad.kozak@ludger.com
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