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Downstream processing of Monoclonal Antibodies (MAbs): Challenges and troubleshooting
Prasad Pasupuleti
Hetero Drugs Ltd, India

Recent advances in mammalian cell culture technology has resulted in significant increases in upstream productivity, with 
antibody titers >5 g/L. Such increases, leading to higher levels of product-related heterogeneous proteins like aggregates, 

degraded products, processing variants and cell-derived impurities such as host cell protein and DNA.  Hence, the development 
of efficient downstream process is desired to control the impurities as well as to meet the innovator specifications. The entire 
purification process must be validated by demonstrating a 12 to 20 log reduction of viral load using at least four different model 
viruses.
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