GHTF/SG1(PD)/N68R05 Essential Principles of Safety and Performance 
of Medical Devices 

This proposed guidance document describes fundamental design and manufacturing requirements, referred to as ‘Essential Principles of Safety and Performance’, that when met, indicate a medical device is safe and performs to its specification.  It supersedes an earlier version with the same title dated June 3rd, 2005 (GHTF/SG1/N041:2005).  It has been changed to: 

· respond to technical advancements since 2005 such as requirements for devices incorporating materials of biological origin, requirements for performance evaluation, and medical software; 
· reflect comments received in response to a public review of the 2005 document that occurred in 2008,

· take account of guidance on clinical evaluation published by GHTF Study Group 5, 
· reflect changes to EU regulations since 2005, and
· provide separate sections within the document for non-IVD and IVD medical devices.
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