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Each member country has representatives that make up a Technical 
Advisory Group (TAG). 
These groups draft the standard, then members comment and vote on 
the standard. 
The document then becomes and ISO standard.

These standards are not regulations. 

They are a method of getting a standard set of criteria for quality 
management systems. 
An outside agency, the registrar, will then audit to see if you have all the 
required elements in place. 

If you do, you will get ISO 13485 registration. This registration tells 
others all over the world that you have this quality system in place. 

As we go through the training, and cover the requirements you will see 
that these requirements are basically just good business practice.




