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Quality by Design (QbD) is a new paradigm for the development of pharmaceutical products and it provides a systematic, science and risk based approach to Product Quality throughout the lifecycle. 

Quality is ‘designed into‘ the product and manufacturing process as opposed to ‘tested into‘.

Dissolution testing is a core performance test in pharmaceutical development and quality control and can be used to establish relationships between Critical Quality Attributes and in vitro test methods in such playing a major role in QbD approach and also link the design space and target product profile. 

QbD approach applied to Dissolution Method development encompass the identification of the method performance requirements, analytical methods/ technology design and development, risk assessment and analytical method design space definition and analytical method control strategy.

Key is also the assessment of the factors that may influence performance such materials; method; man; environment; machine; measurements.

A well developed and robust Dissolution Methods is used in the Quality by Design approach of the manufacturing process where the attributes that influence dissolution and the parameters that affect these attributes are studied in order to put in place a Control Strategy for the drug product dissolution. 

The QbD approach used to the Dissolution Method development and also the Control Strategy for drug product dissolution of an oral dosage form will be discussed based on a case study.
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