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Why GMP? 

• History of poor manufacturing techniques 
resulted in deaths and injuries. 

• A consumer usually cannot detect (through 
smell, touch, or sight) that a drug product is 
safe or if it will work.  

• Testing alone is not adequate to ensure 
quality. 
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A Brief History 

• Biologicals - transmission of 
Tetanus by Diphtheria 
antitoxin, syphilis via smallpox 
vaccine, hepatitis viruses via 
blood products 

• 1955 Cutter episode - polio 
vaccine clinical trial deaths  

• 1963: US First Drug GMPs (28 
FR 6385) 

• 1968 WHO "Principles 
Manufacturing QC of 
Pharmaceutical Preparations“  
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First WHO TRS on GMP 

Principle 

• Minimize risks of mixup 

• Minimize risks of contamination, and cross- 
contamination 

• Permit effective cleaning 

• Permit effective maintenance 

• Minimize build-up of dirt and dust 

• Eliminate any adverse effects on quality  
Part One, 12.1 

4 Photos (c) David Buckley June 2015 



Photo – © David Buckley 1998 

Prior to introduction  
of Australian TG Act 1990 
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Tablet Coating 
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1000 L Cream Vessel 
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Fette compressor – HS spreader 
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Damage from screwdrivers invalidates 
cleaning validation  
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The Program … 
• Cleaning validation has been a GMP requirement for many 

years. 

• Still one of the top 10 deficiencies found by regulatory 
agencies of Australian manufacturers.  

• We have a wide variety of speakers with subjects ranging 
from the rationale for cleaning validation, the importance 
that water systems have on cleaning, environmental 
cleaning validation and establishing limits to control of 
microbial /chemical contamination. 

• The TGA will discuss the regulatory expectations for 
cleaning validation according to PICS.  

• Lastly, a discussion on single use technologies will explore 
ways to minimise the overall burden of cleaning validation. 12 Photos (c) David Buckley June 2015 



1.00 pm  -  1.30 pm 

• Water System Maintenance & Validation  

• Tony Rowland, Senior Partner, SeerPharma 
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1.30 pm  -  2.00 pm   

• Cleaning Environmental Validation  

• Gail Anderson, Microbiology Quality Manager, 
AstraZeneca Australia   
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2.00 pm  -  2.30 pm   

• Establishing Chemical/Microbiological 
Statistical Quality Control Criteria  

• Seamus Orr, Senior Consultant, PharmOut 
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2.30 pm  -  3.00 pm   

• Microbiological Method Validation  

• Fergus O’Connell, Quality Assurance Manager,  

• Eurofins ams Laboratories Pty Ltd   
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3.45 pm  -  4.45 pm   

• Cleaning Validation – A regulatory perspective  

• Lynn Talomsin, Senior Inspector, Inspections 
and Compliance,  

• TGA Manufacturing Quality Branch   
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4.45 pm   -    5.15 pm     

• Single use technologies  

• GE Healthcare  
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