
Pharmaceutical CAPA

This module addresses identification and interpretation of the requirements of a 
pharmaceutical CAPA system. CAPA is a fundamental management tool that is integral 
to an effective quality management system.

Objectives:

•	 	Identify the regulatory requirements for a CAPA system

•	 	List the various phases and the processes of a successful CAPA system

•	 	Explain the critical elements of a CAPA system

•	 	Explain the importance of risk assessment and investigation

•	 	Describe tracking and escalation processes in a CAPA system

•	 	Recognise the requirements of ICH Q10 - Pharmaceutical Quality System (PQS)
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