
CSLôs Large Scale Cell Culture Facility 

Tim Hughes 

Sr. Director, Clinical Manufacturing (R&D) 

CSL Ltd. 

 

 

Single-Use Systems for Pharmaceutical Applications 

Tuesday 20th March 2012 

 



Objective 

How CSL maximised the opportunity to build a state-of-

the-art facility while minimising risks. 

 

ÅLarge scale facility scope 

ÅFacility design needs 

ÅFacility features 

ÅProcess features 

ÅProject schedule  

 



CSLôs New Facility Drivers 

CSL current in-house capacity 

Å 500L OK for preclinical and early clinical-phase materials 
 

Large volume/ Late-phase supplies - CMO. 

ÅWorking with CMO presents issues such as access and control 
 

Due to the expense and length of clinical trials, there is a 

strong business case for in-house capability.  

ÅBusiness case is strengthened by a strong product portfolio 
 

During clinical phases, it is advantageous to have the ability 

to respond rapidly to changes in material demands, 

technology and process changes 

 



Cautions: New Facility Risks 

Long build- and delivery timelines often mean that decisions 

to build are made too early 
ÅDelaying the build decision may delay speed-to-market and 

increase cost to build 

Risk of owning a redundant facility due to: 
ÅMolecules failing to reach late-stage clinical study or market  

ÅTechnology becoming obsolete 

 

A redundant facility may have little resale- or reuse value 

due to geographic location, installations of major equipment 

and design philosophy 



Design Brief for CLSôs New Facility 

Deliver a large scale facility based on cell culture 
ÅóFootlooseô location -multiple options 

Provide required capacity to cater for Phase III clinical trials 

and early market entry. 

Accommodate a range of process technologies including 

recombinant proteins and mAbs.  

ÅComply with FDA, EU and TGA requirements. 

ÅLeverage CSL worldwide group technical capabilities 

 



Facility Scope Limits 

Cell Culture based on 2,000L bioreactor train 
Å1x train initially, expansion space for 3x 

 

Clarification by filtration 
ÅSpace for centrifuge 

 

Downstream purification to post-VI Bulk Drug 

Intermediate 
ÅBDI: frozen intermediate shipped to CSLB Germany 

 

Expansion space for processing to Bulk Drug 

Substance 
ÅBDS: frozen bulk shipped to CSLB Germany 

 

 

 

 



Facility Key Features 

Must cater for multiple products and technologies at unknown scales and 

utilisation rates 

ÅAdaptable facility design 

ÅFlexibility of use and easy process change-over for campaigns and new technologies 
 

Control highest risks 

ÅDo not compromise product quality 

ÅReduce the risk of a redundant facility 

ÅLimit capital exposure 

ÅDelay decision to build as late as possible 
 

Control cost of goods 

ÅLow COGS even at low capacity 

 

Decision:  Choice between Conventional and Single-Use facility design 



Facility Location Factors: 

ÅDevelop and retain large scale recombinant protein 

technology expertise on-shore in Australia. 

ÅLeverage CSLôs recombinant protein- & bulk protein 

handling expertise within its world-wide network. 
 

ÅCommonwealth- and State of Victoria governments grants 

linked to investment and job creation. 

ÅCSLôs Behring network in Germany has highly developed 

protein purification and drug product finishing capabilities. 
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Where to locate the facility? 

CSLôs New Facility Location                            
(ref: NewMap.com) 



New Facility Location 

Existing: Main Stores, QA/QC,  

Primary Utilities, Engineering Services,  

Admin, HR, HS&E, etc. 


