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Course Overview 
 
Companies that sell Medical Devices in Europe are required to comply with the Medical 
Device Directive or the In-Vitro Diagnostic Medical Device Directive.  This course will 
provide an overview of the two Directives.  The course will provide information on which 
directive to comply with, compliance methods and provide guidance on how to become 
certified to the directives. 

 
 
 

Course Objectives 
 

After attending this training, you will understand: 

• What the Medical Device Directive is 

• What the In-Vitro Diagnostic Medical Device Directive is 

• How to classify a product 

• The methods for compliance 

• How these directives relate to Quality Management System Standards 

• How to become certified 
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