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e Product Lifecycle:

e All phases In the life of the product from the

initial development through marketing until
the product’s discontinuation.
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Quality:

The suitability of either a drug substance or a drug product for its intended use. This

term includes such attributes as the identity, strength, and purity (ICH QG6A).
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Quality:

The degree to which a set of inherent properties of a product, system or process
fulfills requirements (see ICH Q6A definition specifically for "quality" of drug
substance and drug (medicinal) products.)
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Guidance for Industry

PAT — A Framework for Innovative Pharmaceutical Development,
Manufacturing, and Quality Assurance

September 2004
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TFEDIEEE ( Process Understanding) oo

Process Understanding

A process is generally considered well understood when (1) all critical sources of
variability
are identified and explained; (2) variability is managed by the process; and, (3) product

guality attributes can be accurately and reliably predicted over the design space
established

for materials used, process parameters, manufacturing, environmental, and other
conditions.

The ability to predict reflects a high degree of process understanding.
Although retrospective process capability data are indicative of a state of control,
these alone may be insufficient to gauge or communicate process understanding.

Guidance for Industry
PAT — A Framework for Innovative Pharmaceutical Development, Manufacturing,

and Quality Assurance
September 2004
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e Control Strategy:

e A planned set of controls, derived from current product and process
understanding, that assures process performance and product quality. The
controls can include parameters and attributes related to drug substance and
drug product materials and components, facility and equipment operating
conditions, in-process controls, finished product specifications, and the
associated methods and frequency of monitoring and control.
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