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Basics of Nonconformities

Course description

“Basics of Nonconformities” is a foundational course designed for operators in the medical devices industry, providing
essential knowledge on identifying and managing nonconformities. The course covers the definition of
nonconformities and explores non-conforming products and non-conformities within the quality system. Participants
will learn the appropriate actions to take in case of a nonconformity and understand the processes involved when
handling non-conforming products, ensuring adherence to quality standards and regulatory requirements.

At the end of the course you will able to:

e Be adept at identifying nonconformities, understanding what constitutes a non-conforming product, and
recognizing nonconformities within the quality system.

o Know the appropriate steps to take when a nonconformity is identified, ensuring prompt and effective resolution to
maintain product quality and compliance.

® Understand the processes involved in managing non-conforming products, including the proper disposition and
documentation, preventing their release into the market.

® Be equipped to uphold quality system standards, contributing to a culture of continuous improvement and
maintaining the integrity of medical device manufacturing processes.

Main topics

1 What is a non-conformity?

2 Non-Conforming Product

3 Non-conformity at the Quality system

4 What to do in case of non-conformity?

5 What happens to a non-conforming product?
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