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Course Overview

150 134852016 provides a framework for establishing and maintaining a Quality
Management System (QMS5) for medical devices, ensuring they are consistently designed,
manufactured, and maintained to meet both customer and regulatory requirements. From
initial design through production, installation, and post-market activities, organisations
must implement effective processes to support product quality, safety, and regulatory
compliance.

This course introduces the key principles of 150 13485:2016, including QM5 fundamentals,
management responsibility, resource management, product realisation, and measurement,
analysis, and improvement. It also highlights the role of documentation, risk-based
thinking, and process control in supporting an effective QM5, and demonstrates how
organisations can achieve and maintain conformity through monitoring, records, and
continuous improvement activities.

Reviewed and updated in 2024, this course reflects the latest practical guidance for
applying IS0 13485:2014. The 2016 standard remains the version in use worldwide today.
Following a formal review, it has been reconfirmed without revision, so organisations
should continue to maintain compliance with its requirements as part of their ongoing
quality management activities.

Module One:

+ Introduction ¢+ Resource Management

+ Quality Management Systems + Product Realisation

+ Documentation ¢+ Measurement Analysis and Improvement
+ Management Responsibility s Practical Tips

-
Duration: Approx. 3 hours
As with all of our courses, you are able to
take this in your own time, on any device and L
are able to pause and restart from the place
you left off. Time taken will vary depending on your experience and how many
of the many optional links and activities you choose to view.
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