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II  

Appendix II: Potential Applications for Quality Risk Management  

 

 

This Appendix is intended to identify 

potential uses of quality risk management 

principles and tools by industry and 

regulators. However, the selection of 

particular risk management tools is 

completely dependent upon specific facts and 

circumstances. These examples are provided 

for illustrative purposes and only suggest 

potential uses of quality risk management. 

This Annex is not intended to create any new 

expectations beyond the current regulatory 

requirements. 

II.1  Quality Risk Management as Part of 

Integrated Quality Management  
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II.2 Quality Risk Management as Part of Regulatory 

Operations  
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II.3  Quality Risk Management as Part of Development  
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II.4  Quality Risk Management for Facilities, 

Equipment and Utilities  

 

 buildings  

  flow of material and personnel  

  minimize contamination  

  pest control measures  

  prevention of mix-ups  

  open versus closed equipment  

  clean rooms versus isolator technologies  

  dedicated or segregated facilities / 

equipment  

 

stainless

 

 

 

 

of  

 



487 

 

 

appropriate

 

 

potential -

 

 

 

qualification

 

 

 

differentiate

-

-

 

 

 

 

 

schedules  

 

 software

 

 determine  

   identification of critical performance 

parameters  

   selection of the requirements and design  

   code review  

   the extent of testing and test methods  

   reliability of electronic records and 

signatures  

II.5 /  Quality Risk Management as Part of Materials 

Management  
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II.6  Quality Risk Management as Part of Production   
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II.7  Quality Risk Management as 

Part of Laboratory Control and Stability Studies  
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II.8  Quality Risk Management as Part of Packaging 

and Labelling  
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