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Is your software a

Medical Device?




MDSW

Is the product a ‘Software’
according to the definition
of MDCG 2019-11?
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MDSW according
to the definition
of MDCG 2019-11
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Is the software
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an ‘MDR Annex XVI device’,
an ‘Accessory’ for a medical
device according to Art. 2(2) of
the MDR or IVDR or ‘software
driving or influencing the use of
a (hardware) medical device’?
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Is the software performing
an action on data different
from storage, archival,
communication or
simple search?
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Is the action
for the benefit
of invidual patients?
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Is the software a Medical
Device Software (MDSW)
according to the definition
of MDCG 2019-11?
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