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Statistical tools to support the development, qualification, and verification of the analytical procedure throughout the lifecycle The new chapter
focuses on a holistic approach to the life cycle of an analytical procedure and the associated validation activities. From design or selection of
procedure, through modifications HIGHLIGHTS: Introduction to a new USP General Chapter on Validation & Verification. These concepts are
described here for the purpose of offering an USP GC. “The procedure life cycle approach emphasizes the importance of sound scientific
approaches and quality risk management for the development, control, establishment, and use of analytical procedures.” { ) ANALYTICAL
PROCEDURE LIFE CYCLE INTRODUCTION This general chapter holistically considers the validation activities that take place across the
entire life cycle of an analytical procedure and provides a framework for the implementation of the life cycle approach This general chapter
holistically considers the validation activities that take place across the entire life cycle of an analytical procedure and provides a framework for the
implementation of the life cycle approach How to establish an analytical target profile. Explain the importance of the Analytical Target Profile and
its impact on a procedure. Understand the application While in Europe the drafting or revision of ICH Guidance Qand Q2 (R1) is at a standstill,
the USP published an advance notice of its new chapter > Analytical Life Cycle on A holistic approach that streamlines the management of
analytical procedures (methods) throughout their life cycle. It also takes into account consistency with the Quality by Design concepts as described
in the ICH guidelines US Pharmacopeia (USP) Define the Analytical Procedure Life Cycle, as per USP >. Understand the application and
importance of AQbD within the APLC framework US Pharmacopeia (USP) Define the Analytical Procedure Life Cycle, as per USP >. Review
of the revision process for USP General Chapters, and Current or Proposed GC Title: > The Analytical Procedure Lifecycle Suggested audience:
Drug product manufacturers, dietary supplement manufacturers, testing USP General Information &l Verification of Compendial Proceduresii
VERIFICATION OF COMPENDIAL PROCEDURESThe intent of this general information chapter is to pro vide general information on the
verification of compendial procedures that are being performed for the first time to yield acceptable results utilizing the pe USP GC > become
officialStimuli Article PF(5) Lifecycle Management of Analytical Procedures ICH guidelines outline QbD concepts Q8 Pharmaceutical
development Q9 Quality risk managment This article describes the current thinking of the USP Validation and Verification Expert Panel which
advises the General Chapters—Chemical Analysis Expert Committee with regard to future trends in analytical procedures development,
qualification, and continued monitoring, Explain the importance of the Analytical Target Profile and its impact on a procedure.



