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A QbD-driven development of a stability-indicating chromatographic method calls for a systematic approach aimed at meeting the requirements spelled out  in the pre-determined Analytical Target Profile. The later includes the need to detect and quantitate the yet-unknown degradation products that may evolve throughout the shelf-life of a pharmaceutical. This presentation will address the systematic approach aimed at ensuring detection of all potential unknown degradation products. 
Forced degradation experiments are conducted at conditions that are likely to lead to a meaningful degradation profile. These samples are individually scouted with gradient chromatography and then, a representative mixture of the degraded samples is selected and subjected to a continued development and method optimization.
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