
For more details, contact us: 

Tel.   (506) 7075-2572   

  info@qmscr.com 

  www.qmscr.com Follow us at 

Understanding  

ISO 13485:2016 Standard 
 

Code:    ISO 

Type:    Workshop 

Time:    8 Hours 

Objective:   

Participants will be able to understand the importance of ISO 13485 to prove compliance with the 

most important regulations of the medical device industry. 

Audience 

• People related to the medical device industry  

Method:  

• The workshop is a combination of key notes and individual and group exercises. Participants will 

learn relevant terms, definitions and techniques for each topic.  

Equipment and materials:  

• Participants shall bring a copy of ISO 13485:2016 copy. 

Contents: 

• Elements that comprise a quality system 

• Importance of ISO 13485 in regulatory compliance 

• ISO 13485 requirements 

• Practice exercises to reinforce learned concepts 

Mode:  

• Face-to-face or virtual 
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