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    Scale out (time), not up (volume) 

 

Continuous Biopharmaceutical Manufacturing: 

The Promiseé 

 

Rapid DOE 

K.B. Konstantinov and C.L. Cooney, ñWhite Paper on Continuous Bioprocessing,ò 

presentation at the International Symposium on Continuous Manufacturing of 

Pharmaceuticals: Implementation, Technology & Regulatory (Cambridge, MA, 2014). 

https://iscmp2014.mit.edu/white-papers 

 IFPAC Annual Meeting, Baltimore, January , 2012 
Sharmista Chatterjee, Ph.D.  CMC Lead for QbD, ONDQA/CDER/FDA 
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DB Breweries Ltd, Aukland, NZ 

THE ADVANTAGES OF CONTINUOUS vs. BATCH FERMENTATION Continuous fermentation 
allows better vessel and space utilisation through faster fermentation. The fermentation 
proceeds more rapidly because it is stirred and higher yeast concentrations are present 
than in standard batch fermentations. Capital and labour costs are reduced since there 
is only one fermentation to control and test. The fermentation system can be tuned 
according to market demands; in peak periods the CF can be run at a high flow rate, 
during the off-peak season the flow rates are reduced so that beer is produced more 
slowly by the system. Because of the blending effect of the recycle from CF1 to the HUV 
there is excellent product consistency. A number of parameters (such as yeast 
concentration, wort oxygenation rate and flow rate) can be used to fine-tune the flavour 
and quality of the beer produced from the system. The control of the fermentation also 
has the advantage of being automated.  
  
From http://nzic.org.nz/ChemProcesses/food/6A.pdf 
Sarah L. Campbell (DB Breweries Ltd.).  
  

survey 

http://nzic.org.nz/ChemProcesses/food/6A.pdf
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Kurt Brorson, Ph.D., Division of 

Monocolonal Antibodies 

OBP/CDER 

 

ISPE Continuous Manufacturing 

Conference, April 20-21, 2016 
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Janet Woodcock, Director CDER, 

FDA (AAPS meeting, 2011) 

 

 

ñRight now, manufacturing experts 

from the 1950s would easily recognize 

the manufacturing processes of today 

é That will change in the next 25 

years as current manufacturing 

practices are abandoned in favor of 

cleaner, flexible, more efficient 

continuous manufacturingò 
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Continuous Biopharmaceutical Manufacturing: 

The ChallengeéRegulatory &  Quality 

Sharmista Chatterjee, CMC Lead 

for Qbd  ONDQA / CDER/ FDA 

 

IFPAC Annual Meeting 

Baltimore, January 2012 


