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1 Assessed and accepted by the relevant

Competent Authority acc. to CAMD FAQ
No.17

2 The term material includes any substance
(synthetic, natural, biological, chemical,

physical, medicinal, ...) that is used to
make or compose the device.

for evaluation of changes in design and intended purpose of a medical device under Article 120 of the MDR (EU) 2017/745.
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contra indications and warnings).
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This chart is based on the MDCG guidance 2020-3.



