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Highlights: 

 The management of chronic disease has increased the focus of 

providing a high standard of care to patients while reducing costs 

 Networked medical devices can provide benefits to patients but can 

also increase the risk of incorrect operation of the device and 

increase the risk to patients 

  IEC 80001-1 has been published to address these risks but the 

standard is thought to be complex and is not widely adopted 

 Revising the standard to follow Annex SL of the ISO directives and 

the structure of the draft of ISO 31000 may address the issues of 

adoption of the standard by integration with existing processes 

within the HDO 
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