Fit-for-purpose pharmaceutical analytical methods
Analytical Quality by Design explained with Capillary Electrophoresis methods as examples

Assoc. Prof. Dr (habil.) Cari Sdnger — van de Griend
Kantisto BV, The Netherlands &
Analytical Pharmaceutical Chemistry, Department of Medicinal Chemistry, Faculty of Pharmacy, Uppsala University, Sweden

In this presentation, a practical and pragmatic overview is given, translating the new ICHQ14 guideline and
Analytical Quality by Design (AQbD) into a method development workflow. The AQbD process workflow will
be illustrated with examples from capillary electrophoresis CE methods, but naturally the AQbD workflow
application is applicable to all method development, even outside the realm of pharmaceutical analytical
chemistry. This will include a demonstration that AQbD encompasses a lot more than Design of Experiments
(DoE) method optimization or robustness testing.

Although originally designed for the pharmaceutical industry, the usefulness or not for applying AQbD outside
the pharmaceutical industry will be discussed, as well as what or what not (aspects of) AQbD can contribute
to analytical science.
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