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From research to marketing, a drug is controlled throughout its lifecycle with one or several method(s) (in process control, 
release, etc.). Just as with the drug product itself, the method is built up over several steps. The accumulation of knowledge 

on its performance will confirm how adequately if fulfils its “intended use”, which means the assurance of product quality. 

The method validation attests to its performance but its “validated” status should be confirmed during the product lifecycle 
and particularly when there are modifications to the product, its manufacturing process or in the environment in which the 
method is used (Analytical Method Transfer and/or Method Verification).

The results history must be integrated into the Product Quality Review (PQR). The follow up of method performance 
(capability) is also an integral part of this review allowing the best interpretation, with all the actors in drug quality, of any 
observable trends and their impact on product quality.
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