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“Software as a medical device”: possible framework for risk categorization and
corresponding considerations ®IMDRF/SaMDWG/N12FINAL:2014 =
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2.0 Scope

Relationship to other regulatory classification and standards

* The categorization framework in this document is not a regulatory classification, nor implies
a convergence of classifications rules.

10.2 Analysis of SaMD framework with existing classifications
B - Relationship between this document and GHTF documents.
- ~this document identifies different categolies of SaMD by level of impact and does not

address corresponding regulatory risk classes identified GHTF documents.
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