



EUDAMED M2M DTX
Business Justification (Playground only)

This document is to confirm that [Actor X], for the purposes of complying with the Medical Devices Regulations, needs to use Machine-to-machine (M2M) Data exchange services with EUDAMED because the amount of data to exchange is important enough for the investment and that without M2M data exchange possibility it would be more difficult to comply with the MDR/IVDR. 
[Actor X] has a database that needs to be interoperable with EUDAMED through M2M data exchange for pushing data to (number of items (approximately in average): [number]) and/or pulling data from EUDAMED (number of items (approximately in average): [number]) in a regular basis (frequency: [number of times/day or week or month]) requiring an Access Point access for EUDAMED Playground environment to subsequently (after providing a proof of testing) obtain an Access Point for EUDAMED Production environment. 
[Actor X] Actor ID/SRN and name in Playground: 

[Actor X] Actor ID/SRN and name in Production: 
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