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Life sciences companies are facing increasing pressure from regulatory bodies, to take a proactive approach for managing 
non-conformity, process deviations, and critical observations in relation to their defined quality procedures. Approximately 

30% to 50% of all FDA-483 citations in FDA regulated industries are related to problems with corrective action & preventive 
action (CAPA) processes.

CAPA is one such process that has become a formal requirement by regulatory authorities for categorizing the various 
types of issues a life sciences company may encounter. The CAPA process presented here is based on the define, measure, 
analyze, improve, and control (DMAIC) framework, which can improve quality systems performance.

DMAIC refers to a data-driven improvement cycle used for improving, optimizing and stabilizing business processes 
and designs. The DMAIC improvement cycle is the core process used to drive six sigma projects. The DMAIC framework is 
a business methodology that helps track down and mitigate the root causes of defects. Using DMAIC, you define a problem, 
measure performance of an area or process, analyze the process, make improvements based on the analysis, and control the 
amended process.

A DMAIC based CAPA system must contain critical and key functionality, which individually and collectively, must be 
used to properly manage all deviations or non-conformities while helping the company to manage, monitor and document its 
efforts to comply with FDA regulations as well as international regulatory authorities, and to help solve the CAPA processes 
conundrum, which is how to maximize efficiencies and minimize costs while continuously increasing product quality.
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