
Introduction to ISO 13485 

  

The course is delivered by our Director of Quality and 
Regulatory Affairs, Dr Edward Staunton, an IRCA Certified Lead 
Auditor who has trained numerous internal auditors, notified body 
auditors and lead auditors.

Personalised feedback is available for evaluation of training 
effectiveness if requested.  

This course is available at your offices/facilities by 
arrangement. 

 

This one-day course is designed for delegates who need to 
understand Quality Management Systems. The course will cover 
how to implement and maintain a quality management system 
using ISO 13485:2016 and the key principles regarding quality 
management.

At the end of this course, you will have an understanding of:

• Quality management systems
• Overview of ISO 13485:2016
• Documentation requirements of ISO 13485:2016
• Why we need management responsibility
• Provision of resources
• Product manufacture & service delivery
• Improvement & system effectiveness

The course comprises of a series of written and verbal activities to 
reinforce learning objectives.   

  

 For further details or to arrange a quote 
for training contact: 

Email Dr Edward Staunton 
estaunton@kinesysconsulting.com

 


