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ASSESSING BIOSIMILARS: APPLYING THE EUROPEAN PHARMACOPOEIA CAPILLARY ZONE ELECTROPHORESIS METHOD FOR THE SEPARATION OF RECOMBINANT HUMAN ERYTHROPOIETIN (EPO)
Jim Thorn Ph.D. and Marcia Santos Ph.D 
Beckman Coulter Inc. 
Erythropoietin or EPO is a naturally occurring red blood cell stimulating hormone produced in the kidney and was one of the first therapeutic recombinant glycoproteins commercialised for the treatment of anemia. EPO is known to have a complex glycosylation pattern on both the N- and O-terminus of its primary protein sequence and can exist in numerous protein isoforms that play a critical role in the drugs availability, activity, potency and stability. Because of this, proper characterisation of rhEPO is extremely important for any manufacturer producing it as a therapeutic product. The European Pharmacopoeia in 1999 first defined a method to qualitatively determine EPO isoform distribution using capillary electrophoresis. Subsequently, collaborative studies among pharmaceutical companies, government bodies and academic institutions around the world have refined this method and also developed a suitability standard. The work described here illustrate the pharmacopeia conditions for the analysis of EPO using Beckman Coulter’s ProteomeLab™ PA800 Protein Characterisation System* and describes system setup, sample preparation, data analysis and includes basic troubleshooting tips.
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