
What is PAT?

• FDA considers PAT to be:
– “… a system for designing, analyzing, and 

controlling manufacturing through timely 
measurements (i.e. during processing) of 
critical quality attributes of raw and in-process 
materials and processes…”

Guidance For Industry, PAT – A Framework for Innovative Pharmaceutical 
Development, Manufacturing, and Quality Assurance, U.S. FDA, Sept. 2004.



What is PAT?

• PAT is…..
– The systematic application of risk 

assessment, sensors, data analysis and 
integration, and process modeling and control 
to provide a high probability of achieving the 
desired product quality attributes.


