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Statement of the issue:

Interpretation of IAF MD 8 in terms of categorization of scopes.
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IAF MD 8:2017, Annex 1, Table 1.1

“Non-active medical devices other than specified above”
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IAF MD 8:2017 Annex 1, Table 1.2.

“Active (non-implantable) medical devices other than specified above”
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Discussion:

The separation within these two categories of Annex 1 in IAF MD 8 is unclear and this creates a problem in
Europe when applying this in general to competence criteria of auditors for ISO 13485:2016 certification
and application to the EU Medical Devices Directives, which are very specific in terms of conformity
assessment activity.
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The main concern in this question is that there is not any exact border or separation between “Non-active
medical devices other than specified above” and the rest of the Annex 1 Table 1.1. This situation is also
valid for Annex 1 Table 1.2. i.e. identifying the “other than” part of the description.
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It can be difficult to interpret the differences in terms of required competences for both Accreditation Bodies
and Certification Bodies.
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Requested action by the IAF TC:
The EACC would appreciate clarification on this issue in terms of the exact definitions of these categories
and perhaps some further practical examples.
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Consensus of the IAF TC (also to be documented in the meeting summary):
Where a CAB applys for this scope they need to identify the devices included. Addressed in the comment
period to MD 8. Need more definitions for clarity.
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MD 8 is being revised and this DP will be address in the revision and TC members will have the opportunity
to comment in the 30 day comment period.
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