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What is a DiGA? 
(Digitale Gesundheitsanwendung, 
Digital Health Application)
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 Medical device  Primary prevention

 Intended medical purpose  “Practice equipment“/telemedicine application/
video consultation

 Main function based on digital technologies

 Low risk class (I or IIa)

 Positive healthcare effect

 Used by the patient alone or by the patient
together with the healthcare professional

What is a DiGA? And what not?
⊗
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Safety and Suitability 
for Use

§ 3 DiGAV*

Data Protection
and Data Security

§ 4 DiGAV

Quality and Interoperability
§§ 5 and 6 DiGAV

Requirements of SGB V** and DiGAV

Positive Healthcare Effects
§§ 8 to 15 DiGAV

Requirements for DiGA

Medical device of 
the risk class I or IIa
(according to MDR 
or MDD as part of 
the transition 
regulations)

medical benefit or 
patient-relevant 
improvement of 
structure and 
processes

*Digital Health Applications Ordinance; **(German) Social Code Book V
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Positive Healthcare Effect

Patient-relevant effects, particularly regarding:

• the improvement of the state of health
• the reduction of the duration of disease
• the prolongation of survival
• an improvement in quality of life

New possibilities for improving care, especially 
with regard to processes in the patient:

• coordination of treatment procedures
• alignment of treatment with guidelines and 

recognized standards
• adherence
• facilitating access to care
• patient safety
• health literacy
• patient autonomy
• coping with illness-related difficulties in everyday life
• reduction of therapy-related efforts and strains for 

patients and their relatives

Patient-relevant improvement 
of structure and processes (pSVV)

Medical Benefit

AND/OR
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Different paths for listing

• Systematic literature review
− Evidence synthesis of similar therapeutics

• Systematic data analysis
− Data on the use of the DiGA
− Justification of the improvement of healthcare

• Evaluation concept
− Study concept for the trial phase

Provisional Listing

• Study has to be completed

• Pre-specified study protocol and analysis plan

• Detailed study report

Permanent Listing
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Application process at the BfArM
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The DiGA-Fast-Track process
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https://www.bfarm.de/EN/Medical-devices/Tasks/DiGA-

and-DiPA/Digital-Health-Applications/_node.html
https://diga.bfarm.de/de

https://diga.bfarm.de/de/verzeichnis

The DiGA directory: Transparency and Guidance for Users, 
Health Care Professionals, Statutory Health Insurances…

https://www.bfarm.de/EN/Medical-devices/Tasks/DiGA-and-DiPA/Digital-Health-Applications/_node.html
https://diga.bfarm.de/de
https://diga.bfarm.de/de/verzeichnis
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Current status
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How many applications have been submitted to the BfArM
for assessment since the start of the DiGA application portal? 

=
187 

applications 
in total

147 applications 
for provisional listing 

40 applications
for final listing

DiGA applications

status: 25.09.2023
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Results of the
assessment
up to now

49

187

24*

25

16

18
98

6**

* 14 out of the 24 finally admitted DiGA provided proof during the trial phase
** 2 out of the 6 deleted DiGA were deleted on application of the manufacturer

status: 25.09.2023
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DiGA categories of the initially submitted DiGA applications
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Psyche

Muscle, bones and joints

Heart and circulation
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Cancer

Hormones and metabolism

Nervous system

Kidneys and urinary tract

Respiratory

Eyes

Additional risks

Ears

Injuries and poisonings

Pregnancy

Skin

Digestion

Miscellaneous

status: 25.09.2023
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Prescriptions and cost in the first two years DiGA-Fast-Track 
(01.09.2020–30.09.2022)

Source:
GKV-
Spitzenverband
according to § 33a 
section 6 SGB V 
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Prescriptions and cost in the first two years DiGA-Fast-Track 
(01.09.2020–30.09.2022)
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Source:
GKV-
Spitzenverband
according to § 33a 
section 6 SGB V 
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Summary and outlook



DiGA-Fast-Track| 26.09.2023   18

• Continuously high interest of manufacturers but also other stakeholders in DiGA-Fast-Track
process and growing interest of other countries

• The DiGA-Fast-Track process can be a challenge for manufacturers and evidence is the most
critical aspect with regard to withdrawals and rejection

• Learning system with continuous exchange with all relevant stakeholders

• Comprehensive support for manufacturers with BfArM Guidance documents, webinars and
additional advice is offered by the BfArM

Summary
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• Further Exchange on European level to reach a mutual understanding in order to harmonise the
assessment criteria in the European Union

• Digital nursing applications (DiPA): Process started in December 2022.

• Certificates for data protection (01.08.2024) and data security (01.01.2025)

• Digitalisation strategy of the Federal Ministry of Health:
− Hybrid care models (map more comprehensive telemedicine care concepts involving physician)
− Higher risk classes (IIb)
− Interoperability (read from the electronic health record if and to the extent that this is

necessary and useful for personalising the DiGA/DiPA)

Outlook
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Bundesinstitut für Arzneimittel und Medizinprodukte
Kurt-Georg-Kiesinger-Allee 3
53175 Bonn

Dr. Tobias Möllers
Tel.: +49 228 99 307-5989
diga@bfarm.de

Thank you very much for your attention!

Contact
www.bfarm.de
www.bfarm.de/innovation
www.bfarm.de/DiGA-und-DiPA
www.bfarm.de/digitalfuture

mailto:diga@bfarm.de
http://www.bfarm.de/
http://www.bfarm.de/innovation
http://www.bfarm.de/DiGA-und-DiPA
http://www.bfarm.de/digitalfurture
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