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With regard to the future Eudamed database, in October 2019, the Commission has 
informed the Member States and the public that, despite the crucial modules (including 
registration of devices, operators and certificates) being ready for deployment in 2020, 
the establishment of the database will suffer a two-year delay (to 2022). From a legal 
point of view, the procedure for the validation of Eudamed can be activated only when 
the database is fully deployed.  
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3.1.2. Eudamed  

The delay of the database does not impact the application of the new Regulations as such. 
The two Regulations already foresee an alternative plan in relation to the exchange of 
information in the absence of the Eudamed database. In practice, the relevant obligations 
of the Regulation which are related to Eudamed shall continue to generally apply, while 
the exchange means/tools should be the ones set under the Current Directives.  The new 
rules on registration of device and certificates are instead delayed until the database is 
available.  

The Commission and Member States are currently working together on the practical 
details of this alternative plan. The Commission in particular is working on first guidance 
which is intended to clarify in detail, notably to operators, the practical consequences of 
the Eudamed postponement. Moreover, the Commission, in order to support 
harmonisation of practices during the interim period, intends i) to release one of the 
Eudamed modules related to actor registration already by May 2020, which would allow 
such function on a voluntary basis, and ii) to make certain adaptations to the already 
existing EU database on devices.  
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