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The Continuum of Events that Lead to 
a Successful Campaign



“Much more than a contract 
manufacturing organisation”
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Clinical Production: A State of Flux
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Nature of the Challenge

Scale Up



For example, mAbs are becoming ‘small molecule-like’.

Commercial Trends
Mainstream pharmaceutical product class
Mixed portfolio of small molecules and mAbs

Manufacturing
Largely generic manufacturing design
Easily outsourced
Expanding international choice of facilities
Experienced scientists and engineers

Regulatory
Comparability Protocols support flexibility 
Application of PAT, QbD initiatives.
CDER rather than CBER oversight

acetaminophen ImmunoglobulinImmunoglobulin

Product Indication and Class



Beginning with the end in mind
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Human Genome Sciences

• Founded in 1992 
• Located in 

Rockville, Maryland 
• 900 employees
• Publicly traded on 

NASDAQ
• cGMP Production

•20,000 Liter
• 5,000 Liter
• 1,600 Liter

• Partners with GSK, 
Novartis and Hospira

• Pipeline of products in 
mid-late stage clinical 
development

• HGS will provide cell line 
development, analytical, 
formulation, stability,  
liquid and/or lyo fill finish 
development

HGS will provide a one stop shop for your large scale mammalian cell 
culture needs



HGS and Eden Alliance Jointly Designed Tech 
Transfer Procedure
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Same Equipment, Same Vendor.  But……

Territorial compliance may differ e.g. disposable 
containers irradiation and assembly QA 
compliance differences
Same vendor different software; especially 
analytical and small process equipment.
Same large scale unit operation but spares 
different, e.g. elastomers in fermenters and filter 
units, all product contact parts



You say tomato I say tomato. Same words  
But……

Client assay validated in HGS-Eden terms really 
means qualified
Internal reference standard in HGS-Eden terms 

really a research standard without provenance
Easily available media in USA, not produced in 

Europe despite being an international vendor 



Freezing the Bulk Drug Substance in liquid 
nitrogen seems quick, cheap and easy, right? 

Try freezing 60 liters of BDS
Process “validation” not possible
No stability data at -40
Could cause Phase 3 risk or delay to program



HGS-Eden Risk Mitigation Approach

Scale down models of the Large Scale  
Staff transfer to and from USA and UK
Shared scale up philosophy
Understands cost drivers at large scale
Support the process from concept to kilogram
Standardised systems for tech transfer



Eden/HGS Tech Transfer 
Protocol



Schedule

Bill of Materials

PFD

Sample Plan

Standardized Tech Transfer

• Standard deliverables
• Centralized group
• Standard approach



Actively Manage the High Risks
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Never under estimate the 
value of good programme 
management

Change is the norm
Communication the 
critical success factor or 
most common reason for 
failure



Success by Doing: Technology Transfer

Multi-faceted
Equipment Facility
Data People

Should be seamless
Designed to mitigate risk
Already started at 
negotiation
Begin with the end in Mind
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