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Global Regulatory Approaches



Digital Health & System Reform

Digital Health Applications 
(DiGAs) 
Digital Healthcare Act, 2019

Hospital Reform
• Viable hospital-based outpatient care model 
• Strengthen incentives for hospital-based outpatient 

treatments
• Leverage digital tools
1 January 2025

Make innovative and safe health interventions with a positive risk-benefit ratio rapidly accessible to patients.

• National competent authorities and agencies with official regulatory responsibilities in the healthcare system 
• Digital Health Fast-Track – a formal pathway for reimbursing digital health apps

• German DiGA programme (BfArM)
• Austria, Belgium, France’s PECAN scheme (multi-agency structure, coordinated submission)
• Portugal – Whitepaper by EIT Health Innostars (06/2024) 
• And more …



Digital health applications (DiGA)
Digital medical devices of low-risk classes that can support insured persons in 
treatment of their illness, injury or disability.

o Apps or browser-based applications
o Can be used either by the patient alone or by doctor and patient together
o Can be used in combination with other devices such as heart rate monitors, other 

DiGA or other software
o It must offer a "positive care effect" for the individual situation through its technology

What are “positive care effects”?
o Medical benefits - improves health status, quality of life, reduction of disease duration, 

and prolongation of survival. 
o Patient-relevant improvements of structures and processes – provides practical 

benefits such as reminders, health data tracking, better communication with 
clinicians, or support while waiting for therapy. Adherence, patient autonomy, health 
literacy, facilitating access to care, patient safety, coping with illness-related difficulties 
in everyday life, reduction of therapy-related expenses and burdens for patients and 
their relatives, alignment of treatment with guidelines and recognized standards, and 
coordination of treatment procedures.



Digital nursing applications (DiPA)
Digital “assistants” used by care recipients or in the interaction 
of care recipients with relatives, other voluntary caregivers or 
authorized nursing care facilities. 
• To stabilize or improve the state of health of care recipients, or
• To improve communication with relatives and care professionals
Prescriber: burses, care providers, or care institutions
Target group: care recipients in long-term or home care

(1b) Insofar as digital care applications are medical devices according to the 
applicable medical device regulations, the claim only includes digital care 
applications that are medical devices with a low-risk class according to Section 
33a (2) of the Fifth Book.

https://www.buzer.de/33a_SGB_V.htm
https://www.buzer.de/33a_SGB_V.htm


DiGA: 
Applications 
Submitted & 
Assessments
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DiGA 
Listings

Directory | DiGA Directory
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DiGA Basics
According to §33a SGB V

Reimbursement within the 

framework od standard care

d e j u r e . o r g - Laws and Jurisdiction

https://dejure.org/
https://dejure.org/
https://dejure.org/


DiGA 
Directory

Directory | DiGA Directory

• All available DiGA can be sorted by diagnosis or ICD-10

• General information about the DiGA and its manufacturer

• Other medical services associated with the prescription (e.g. regular 

discussions of a diabetes diary)

• Information on the security and performance of the app (privacy, 

interoperability, etc.)

• Scientific evidence that proves the positive care effect of the app

• Available prescription units (dosage, application)

• Reimbursable costs by health insurance

https://diga.bfarm.de/de/verzeichnis?type=%5B%22active%22%5D
https://diga.bfarm.de/de/verzeichnis?type=%5B%22active%22%5D
https://diga.bfarm.de/de/verzeichnis?type=%5B%22active%22%5D


The DiGA 
Fast-Track 
Process



How does the 
submission 
process work 
and how long 
does it take?

The DiGA 
Fast-Track 
Process



DiGA 
Requirements
Section 139e SGB V



DiGADiPA Consultation
The advice on digital applications is aimed at developers and manufacturers of DiGA/DiPA and offers comprehensive 
support and orientation on various topics.

BfArM - Consulting

PharmNet.Bund - Counselling

https://www.bfarm.de/DE/Das-BfArM/Aufgaben/Beratung/_node.html
https://www.bfarm.de/DE/Das-BfArM/Aufgaben/Beratung/_node.html
https://www.bfarm.de/DE/Das-BfArM/Aufgaben/Beratung/_node.html
https://www.pharmnet-bund.de/PharmNet/DE/Unternehmen/Beratung/_node.html
https://www.pharmnet-bund.de/PharmNet/DE/Unternehmen/Beratung/_node.html
https://www.pharmnet-bund.de/PharmNet/DE/Unternehmen/Beratung/_node.html


DiGA 
e-Prescription

The answer is simple – if you know the right steps

• Prescriptions for DiGA can currently be issued and redeemed in paper form. 
Integration into the e-prescription or the electronic patient record has so far 
only been tested selectively and has not been standardised.

Both initiatives are progressing 
simultaneously

• Challenges: technical issues (incorrect prescription signatures and long 
response times from the TI), disrupts medical practices workflow (unstable 
data connections and difficulties with electronic signatures). 

• Over 1 million DiGA prescriptions by 
end of 2024

• 81% of prescriptions activated by 
patients

• €234 million spent by statutory health 
insurance (Sep 2020–Dec 2024)

• Average cost: €541 per prescription
• Price range: €119–€2,077, typically for 

90 days (up to 365 days)

Sippli et al., Nature, 2025



DiGA Quick Checklist

❑ CE mark: MDR Class I / IIa

❑ Evidence: Clinical benefit or patient-relevant 
improvement; study or protocol ready

❑ Data: GDPR-compliant, IT security proven

❑ Tech: Interoperable, user-friendly, German language

❑ BfArM: Apply for listing (preliminary or permanent)

❑ Pricing: Free pricing 12 months → negotiate with 
insurers

❑ Adoption: Clear pathway (DiGA via physician 
prescription)



Thank you!

Germany Export Resource Group

Export Program Germany

A dedicated arena for Norwegian health companies aiming to succeed 
in the German market. The group facilitates the exchange of 
experiences, builds valuable networks, and strengthens collective 
expertise to accelerate market access in Germany.

• Oct 17, 2025 High-Level Roundtable on “OUTPATIENTIZSATION”, 
Felleshus at Nordic Embassies

• Nov 5, 2025 Reimbursement System: Changes & Strategies to Address 
Underfunding

• Dec 4, 2025 Boosting Sales Expertise & Success, followed by 
networking
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