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 Dissolution Testing in the Oral Drug Absorption: Shifting from an Analytical to a Formulation Tool Perspective


Dionigio Franchi
GlaxoSmithKline, Verona – Italy
Dissolution testing is used in drug development to guide formulation design and to control product quality. 
Dissolution serves as a tool for characterizing an API; developing, selecting, and optimizing formulations; studying drug-release mechanisms; ensuring batch-to-batch consistency; monitoring stability; and demonstrating bioequivalence between formulations. 

Dissolution is also the only test that measures in vitro drug release as a function of time, which may reflect the reproducibility of the manufacturing process and, in some cases, the drug's in vivo performance. 
One intended use for the dissolution test is to reflect the in vivo behaviour of the pharmaceutical product. Thus, dissolution testing can be used to guide the selection of API properties as well as the toxicology and Phase I formulations for evaluation in animals and humans. Dissolution methods that use a medium that mimics human GI fluid should be investigated and used to probe in vivo–in vitro correlations and relationships (IVIVC and IVIVR).  
Despite its wide use in pharmaceutical development and registration, there is still a lack of thorough understanding of what dissolution testing means, what it should measure, and the value it adds at various stages of drug development. 
With the increasing application of Biopharmaceutics Classification  System (BCS) and Quality by Design (QbD) approaches, the value and appropriateness of dissolution testing for a given product will need to be assessed and  can also help link the design space and target product profile. 

The lecture will provide a science-based discussion of the values of dissolution testing used in the drug-development continuum for the characterisation of in vitro drug  liberation of oral dosage forms.  
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