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The Role of Quality by Design in Process Analytical Technology (PAT) and Real Time Release Testing (RTRT) Analytical Methods
Christine M. V. Moore 
FDA/CDER/ONDQA
In September 2004, FDA published the guidance, Process Analytical Technologies (PAT) – A Framework for Innovative Pharmaceutical Development, Manufacturing, and Quality Assurance. An underlying principle in this guidance is that quality cannot be tested into products, but should be built-in, or should be by design. Through use of the science and risk based “Quality by Design” (QbD) approach, advanced control strategies for pharmaceutical manufacturing can be achieved, including PAT and real time release testing (RTRT). By understanding and controlling pharmaceutical processes, a high assurance of product quality and reduced product variation can be achieved, with great potential to increase industry efficiency and cost.

This presentation will discuss ICH publications and FDA guidance related to RTRT and PAT. Terminology will be clarified and current and potentially future approaches to pharmaceutical manufacturing will be presented. Considerations for developing, implementing and submitting advanced analytical methods will be included, such as PAT methodologies using Near Infrared (NIR) spectroscopy, and surrogate tests for dissolution. 
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