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Analytical methods have an important role to play in supporting implementation of QbD in pharmaceutical process development and manufacturing. In addition to the traditional approaches of testing for raw material and product release, in a QbD paradigm, analytical testing plays a prominent role in pharmaceutical development, risk assessment, process monitoring and control, and continuous quality assessment throughout product lifecycle.  Advanced analytical technologies, such as through process analytical technologies (PAT) where measurements are taken in-process to make timely process adjustments, can be used to support more modern manufacturing approaches including real time release testing (RTRT).
Additionally, the same QbD principles defined in ICH Q8(R2) can be applied directly to analytical methods in a manner similar to that utilized for manufacturing processes to attain regulatory flexibility. Recently, industry has been evolving the concept of applying structured risk assessments and statistically designed experiments to define Analytical Target Profiles (ATP) and Method Operational Design Ranges (MODR) for analytical methods. The ATP and MODR parallel the Critical Quality Attributes (CQAs) and Design Space defined for a manufacturing process under the QbD paradigm. 
The presentation will discuss facets of analytical methods to support QbD and how QbD methodology can be utilized to develop robust analytical methods. Some concepts proposed in recent applications will be discussed.  
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