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Proposed New USP General Chapter: The 
Analytical Procedure Lifecycle 〈1220〉

• These concepts are described here for the 
purpose of offering an alternative approach to 
the classical analytical validation and 
subsequent verification and transfer

• Viewing these activities as a continuum and 
closely interrelated rather than as discrete 
actions
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Proposed New USP General Chapter: The 
Analytical Procedure Lifecycle 〈1220〉

• Natural follow on from FDA Process Validation 
Guidance of January 2011
which used similar language regarding process 
validation / process performance qualification
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Proposed New USP General Chapter: The 
Analytical Procedure Lifecycle 〈1220〉

Advantages of this approach:
• Improved understanding of procedure

– Control sources of variability
linked to the intended use of method
as described in the Analytical Target Profile (ATP)

• Procedures that are more robust, resulting in fewer failures during 
use and during qualification in a new laboratory

• Reduction of overall resources required for a new or revised 
procedure. The levels of effort, formality, and documentation 
should be commensurate with the level of risk

• Identification of adverse trends, allowing proactive measures and 
facilitation of continued improvements and change control through 
continued monitoring
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THE LIFECYCLE APPROACH
Analytical Method Premise: 〈1220〉

• Reportable values generated using qualified analytical 
procedures provide the basis for key decisions 
regarding compliance of a test article with regulatory, 
compendial, and manufacturing limits

• These values may be applied against decision rules that 
provide a prescription for the acceptance or rejection 
of a drug product or drug substance

• This is based on the analytical measurement, the 
uncertainty of the measurement, and the acceptance 
criteria, taking into account the acceptable level of risk 
of making a wrong decision
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THE LIFECYCLE APPROACH
〈1220〉

• In order to provide a holistic approach to controlling an 
analytical procedure throughout its lifecycle, use a 
three-stage concept aligned with current process 
validation terminology:

•
Stage 1: Procedure Design and Development

•
Stage 2: Procedure Performance Qualification

•
Stage 3: Continued Procedure Performance Verification
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THE LIFECYCLE APPROACH
TMU    〈1220〉
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THE LIFECYCLE APPROACH
TMU    〈1220〉

• TMU is the maximum uncertainty that can be 
associated with a reportable result while still 
remaining fit for its intended purpose

• TMU is a consolidation of the uncertainty 
from all sources

• IF the variability of an analytical method is 
±5% and the specification is 95 – 105% - every 
result could be OOS
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STAGE 1: PROCEDURE DESIGN AND DEVELOPMENT
Knowledge Gathering
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THANK YOU FOR LISTENING!


