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Essential information about the course
Quality Management systems (QMS) in the medical device world is critically important to the safety of 
patients around the world. BSI has developed a short session that makes you aware of what ISO 13485 
is, why it is important and how your organization can use it to help maintain patient safety. It also 
considers how you are a vital piece of the jigsaw and what you can do to help your organization.  

This course will help you understand what ISO 13485 is, why it’s important and how you can contribute 
to helping maintain patient safety in your organization.

Our course agenda
This is an online, interactive eLearning. Learning is self-study and you can progress at your own pace. 
You will have access to the course for 12 months.
On successful completion of your course, you’ll receive an internationally recognized BSI certificate

Course duration
30 minutes

Make sure the course is right for you

Who is this course for?
All staff especially those who are within scope of an ISO 13485 management system

Prerequisites
There are no formal prerequisites for this course.

What will I learn?

Upon completion of this course, you will be able 
to: 
• Understand why ISO 13485 quality 

management systems are important
• Appreciate how your role is relevant to the 

ISO13485 QMS
• Recognize the benefits of an ISO13485 QMS  

for your organisation
• Describe why ISO 13485 is important in  

helping ensure patient safety

What are the benefits?

This course will help you:
• Understand what an ISO 13485 quality 

management system is
• Appreciate why ISO 13485 is important to 

your organization
• Recognize the importance of ISO 13485 and 

patient safety
• Identify how your activities play a role in 

ensuring safe medical devices
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