Obtain European Union (EU) Conformité Européene (CE) Mark via one of these pathways.

Manufacturer self-attests to technical and Quality Management System (QMS) requirements Engage with a qualified EU Notified Body to obtain CE Mark via the EU Medical Device

via the EU Medical Device Regulation (EU MDR). Regulation (EU MDR).
Class: I Class: I1a, IIb, III
A clinical evidence evaluation is required, in addition to a clinical investigation if
Clinical evidence evaluation is required. manufacturer cannot demonstrate equivalence or MDR conformity with the clinical
evidence evaluation.
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Register with the European Database on Medical Devices (EUDAMED).

Class: |, lla, llb, 1l

Register product with national competent authority: Bundesinstitut fir Arzneimittel und Medizinprodukte (BfArM).

No further Class: 1, IIa, IIb, III

steps for
Class IlI
products

Engage with BfArM to determine and apply to the most appropriate DHT product assessment pathway.

Class: I, I1a, ITb

Pursue the Digitale Gesundheitsanwendungen (DiGA) Pursue the Digitale Pflegeanwendung (DiPa) pathway for
pathway for digital health applications. AND/OR digital nursing applications.

Class: I, IIa, IIb Class: I, I1a Mo further

steps for
Class Ilb
products

Apply for preliminary/ Apply directly for Apply to be listed in the DiPA Apply to be listed in the DiPA
provisional listing in the permanent listing in the Directory. Directory.
DiGA Directory. DiGA Directory.

No further
steps for
CDs
products

Class I, IIa Non-medical device long-
Class: I, ITa Class: I, IIa, IIb term care DHT products:
CE mark not required

Clinical evidence Clinical evidence Clinical evidence
evaluation and clinical evaluation and clinical evaluation and clinical
investigation investigation investigation
are required. are required. are required.

Clinical evidence
evaluation
is required.

Apply for permanent listing in the DiGA Directory.

Class: 1, Ila

Clinical investigation is required.

Price negotiation with National Association of Statutory Health Flat fee for product provided through the
Insurance Funds (GKV-5V) Social Long-Term Care Insurance (SPY)

Class: I, IIa, IIb Class I, Ila

No further clinical investigations are required, but

performance-based pricing components (20% of the price) No further clinical investigations are required.
requiring ongoing evaluation will be introduced in 2026.

Local pathway: If appropriate, directly contract with a health
insurance fund.

Class I, I1a, IIb, III

Clinical evidence evaluation may be required.

Patient access is primarily achieved where possible by product developers and local partners (i.e., healthcare providers, health systems), in
line with relevant processes outlined by the DIGA and DiPA programs.

Key

Details regarding clinical data:

Step that applies to a national process

No further
steps in the
process for a
certain type
of product

Clinical evidence evaluation refers to the review of
published data.

Clinical investigation refers to a systematic investigation or

Step that applies to a local or regional level study undertaken to verify the safety and performance of a
device.




