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INTRODUCTION. These concepts are described here for the purpose of offering an USP GC. “The procedure life cycle

approach emphasizes the importance of sound scienti?c 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 pro?le. �� Analytical

Procedure Life Cycle. From design or selection of procedure, through modi?cations This article describes the current

thinking of the USP Validation and Veri?cation Expert Panel which advises the General Chapters—Chemical Analysis Expert

Committee with regard to future trends in analytical procedures development, quali?cation, and continued monitoring.

This general chapter holistically considers the validation activities that take place across the entire life cycle of an US

Pharmacopeia (USP) De?ne the Analytical Procedure Life Cycle, as per USP >. 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. Statistical tools to support the development, quali?cation, and veri?cation of the analytical

procedure throughout the lifecycle Explain the importance of the Analytical Target Pro?le and its impact on a procedure.
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