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terra una lezione dal titolo:

Overview of Analytical Quality by Design (AQbD) Principles
and Introduction to Analytical Procedure Life Cycle

Abstract-The presentation will provide an overview of Analytical Quality by Design (AQbD)
principles and the evolution of QbD in the pharmaceutical development environment. A
comprehensive AQbD workflow will be presented including key elements such as ATP, (CPA)
Quality Risk Management (QRM), Method Operable Design Region (MODR) and establishment of
Analytical Control Strategies (ACS) to ensure adequate performance throughout the procedure
lifecycle. A case study will also be presented to showcase the development of a stability-indicating
method for quantification of Ondansetron related compounds (Impurity A, B, C, D, E, F and G) in
the drug substance Ondansetron by UHPLC-UV using QbD principles.”
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