
Clause 9.2.2 of ISO 9001 and clause 8.2.4 of ISO 13485 for medical devices 
require that organizations conduct internal audits of the QMS.



If you have been involved with internal auditing of other management 
systems such as ISO 9001, you will find this guide to be familiar.



P-D-C-A is a well recognized “Continual Improvement” cycle



Internal audits are the key to improvement .. 

Internal audits add value to the organization.


