Role of Standards in the Assessment of Medical Devices
Study Group 1 Final Document GHTF/SG1/N044:2008

5.7 Technical Documentation

The manufacturer should retain or be able to provide documentation to demonstrate
that the device conforms with the selected standard or alternative means of meeting the
Essential Principles.

Documentation may include for example, the standard itself, how it was applied,
deviations, test results, relevant pass/fail criteria when these are not specifically stated in the
standard and/or other outputs.

When a standard is not applied, or is not applied in full, the manufacturer should
retain, and submit where appropriate, data or information to demonstrate:
e that conformity with the Essential Principles has been achieved by other means,
and/or
e that the parts of the standard that were not applied were not pertinent to the
particular device in question.

A declaration of conformity to a recognised standard may be included in the
Summary Technical Documentation (STED), and may, as appropriate, substitute for the
source document itself.
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