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Compliance with ICH Q6B: 
The Analytics Behind the Guidelines



 Ashleigh Wake

Intertek Analytical Sciences Group (ASG), Manchester, UK
http://www.intertek-pharma.com

The ICH Guidelines (Q6B) provide an outline of the expectations and best practice for the development and implementation of test procedures and acceptance criteria for use with biotechnological and biological products. However, these guidelines will have different impact upon an organisation depending upon the products being developed and the stage of the development process. In an era where financial prudence is a necessity, getting this right is more important than ever. The analytical capability and expertise to support ICH Q6B presents a constant challenge to the analyst which, as the field evolves, incorporates ever moving goal posts in terms of achieving compliance. A discussion will be presented covering: the different analytical techniques that can be applied to the analysis of biomolecules in line with the guidelines, the information that can be obtained from each technique and some of the pitfalls from an analytics perspective and what to expect from your analytical service provider. Intertek Analytical Sciences Group is Intertek’s Centre of Excellence for pharmaceutical and biopharmaceutical analysis and regulatory characterization. The facility is a GLP/ cGMP compliant laboratory which has experience covering a wide range of healthcare products including small molecule pharmaceuticals, biologics, vaccines, medical devices and diagnostics.
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