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(in order of priority) 
SAFETY:   

 Freedom from unacceptable risk of physical injury 
or damage to the health of people or damage to 
property or the environment 

EFFECTIVENESS: 
 Ability to produce the intended result for the patient 
and the responsible organization 

DATA  AND SYSTEM SECURITY: 
 An operational state of a medical IT-Network in which 
information assets (data and systems) are 
reasonably protected from degradation of 
confidentiality, integrity, and availability 

 [ + auditability? ] 
Note:  ISO 14971 for medical devices is focused on 

   patient safety risk management 



 
 

 

 
 

 
 

 
 
   



 

 

 

 



 
 
 

 
 

 
 

 
 

 
 
 
 









 

 

 

 

 

 

 

 









 

 

 



 

 

 

 











 

 

 

 

 

 

 

 





 
 

 

 

 

 
 







 

 

 

 

 

 

 

 

 

 

 


