
Bioprocessing –  
meeting a market’s  
evolving demands

Having just entered a new year, those in the industries of bioprocessing and drug manufacturing are looking to 
accommodate the needs of what has been a dynamic market, while attempting to reduce the high costs of 
developing a biologic.

Single-use systems
Single-use equipment, such as disposable bags, columns and bioreactors are assembled in clean rooms to 
exceedingly high standards, resulting in an end product that can greatly reduce potential contamination while 
boosting overall productivity. This disposable equipment undergoes a much more reliable sterilization process 
compared to the commonly employed Clean in Place (CIP) and/or Steam in Place (SIP) protocols, something 
especially relevant for disposable bags and bioreactors. Single-use technologies also address the growing 
demand to produce smaller, more targeted amounts of a biologic as opposed to the bygone days of 
‘blockbuster drug’ generation which required large, expensive and permanent facilities.

The chromatography problem
While still a functionally-effective process, chromatography can prove to be time-consuming, yet the lack of any 
real alternatives means that improvements have to happen within the process itself. This has led to the 
development of new technologies to streamline the process: from advanced or disposable columns, to 
improved reagents for antibody generation or protein purification.

Safety, quality and packaging
Safety and Quality Control are trends that continue to run though the entire bioprocessing and drug 
manufacturing industries, with strict frameworks such as the FDA’s Process Analytical Technology (PAT) and 
Good Manufacturing Practice (GMP) in place to help minimize the risk of product recalls. These standards are 
especially important and relevant right now in light of the growing popularity of single-use, disposable equipment 
which in the past have suffered from the problems of extractables and leachables (E&L). 

As compounds such as high-potency active pharmaceutical ingredients (HPAPIs) continue to rise in 
prominence, it is important that potential interactions between drugs and their packaging are eliminated – or at 

least managed within acceptable levels. Extensive testing for E&L is sometimes beyond the scope of 
smaller manufacturers, which is why as a supplier we provide supporting regulatory 

documentation with their relevant products. Addressing the concerns around E&L is 
crucial for the adoption of disposables in biomanufacturing on an industrial scale, and 

so it is important to ensure that users are completely confident that their 
equipment meets the high regulatory standards. 
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http://www.thermoscientific.com/en/products/columns.html
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