MDR for Point-of-Care

3D printing facilities: As of May, 26, 2021, the new Medical Device Regulation
will be fully applicable. This infographic summarizes

article 5:5 of the MDR, explaining which rules Point-of-
Care 3D Printing facilities must follow to manufacture
; medical devices without meeting all requirements
r U e S typically required of a medical device munufac't"ure_r.

All (3D-printed) medical devices must be printed and used within the
same legal entity.

Hospitals must justify why devices are 3D printed in-house rather than
purchased based on patients’ specific needs. Examples of such justification
could include lead time, accessibility, or flexibility on the device’s design.

Publicly declare:

« The name and address of the manufacturing health institution

« The details necessary to identify the devices

» That the devices meet the general safety and performance requirements set
out in Annex 1to the Regulation, and, if necessary, explain which are not fully
satisfied and why.

3D printing facilities must ensure and prove that 3D-printed devices are
manufactured in accordance with the documentation referred to in point 6.

Member States may require that health institutions submit any further relevant information about devices that have been manufuctur’qd and used on theikterritory to

the competent authority. They also have the right to restrict the manufacture and use.of any specific type of such devices and must be permitted acces$ito mspect
the health institutions’ activities.

Disclaimer: This overview is not a comprehensive summary and does not constitute Iegul advice or a legal opinion on any matter discussed. Expert legal udwce should t = I =
be sought. Please carefully review local laws that may be applicable in your country as well as the Medical Device Regulation to fully understand the legal requirements. m a e rl a |Se
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