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Early access to DiGAs/DMDs reimbursement in 

EU member states
German DiGA: a Digital Health Application is a CE-marked medical device class I or ll (according to the Medical Device Regulation (MDR), whose medical purpose is 

mainly achieved by way of its digital function and is used by the patient alone or by patient and healthcare provider together.  Its supports the recognition, monitoring, 

treatment or alleviation of diseases or the recognition, treatment alleviation or compensation of injuries or disabilities.

DIGA FAST-TRACK

(mobile health apps)

MHEALTHPYRAMID

(mobile health apps)

DMD FAST-TRACK

(Several DMD types)

Digital medical devices (DMDs) are subject to clinical evidence-based requirements and reach a new level of 

regulatory challenges linked to market access and reimbursement of digital supported patient care. Germany, France, 

and Belgium do already have national HTA and reimbursement systems for DMDs in place.
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