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Following the implementation of ICH Q8, Q9 and Q10 for drug product development and manufacture, a number of major 
pharmaceutical companies developed an interest in extending Quality by Design to analytical methods. The analytical target 

profile (ATP) concept was developed by industry as a mechanism for enabling method flexibility, with the vision that any methods 
complying with the ATP could be interchanged without regulatory approval. However, the implications of the ATP on method 
performance requirements were not fully developed/understood/articulated. Examples of the implications of ATP requirements 
for chromatographic method development and subsequent routine use will be given and the pros and cons of developing 
analytical methods, within a Quality by Design framework, will be discussed. Discussion of the regulatory acceptability of the 
ATP concept in its entirety (leading to method flexibility) and whether analytical Quality by Design should be placed in the 
regulatory environment or whether industry’s needs are best served via ICH Q2, will take place.
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