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Your specialist in reimbursement, pricing
and health economics in the D-A-CH 

region

• Negotiation 
support (incl. 
Virtual Reality 
boot camp)

• Health 
economics

• Submission for 
reimbursement  
(G-BA, DIGA, BAG, 
HVB, …)

• Price and 
reimbursement 
strategy
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COVID-19-related opportunities
for digital healthcare start-ups
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• „So far, the crisis has been a catalyst for
telemedicine services in Germany. In addition
to pure telemedicine providers, physicians, 
psychotherapists and other healthcare
professionals adopted the technology, 
patients are increasingly looking for virtual
support by their physician.“

Health Innovation Hub 2020
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One the one hand…

• Outpatient reimbursement codes were set-
up before but especially also during the
Covid-19 outbreak:
• Monitoring of patients with a defibrillator or CRT 

system (introduced in 2016!)
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Source: KVNO 2017



• Outpatient reimbursement codes were set-
up before but especially also during the
Covid-19 outbreak:
• Monitoring of patients with a defibrillator or CRT 

system (introduced in 2016!)
• Telemedical applications
• Teleconsultation
• Video consultation
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COVID-19's effect on digital health
and fitness solution usage
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… and on the other hand!

Source: e-patient survey press conference 2020

Online GP visits in 2019 vs Q1 2020



… but Germany implemented the 
DiGA already before Covid-19…

12



Definition: Digital Health
Application („DiGA“)
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DiGA
according
to § 33a 
SGB V

Medical device class I or IIa according to MDR 
and MDD transitional periods (class IIa, if

applicable I)

Main function relies mainly on digital 
technologies

Purpose: Support of insured persons or in 
(mainly outpatient) care by service providers

Functionalities: detection, (monitoring), 
treatment, alleviation, (commentary) of 

diseases, injuries or disabilities



Types of DiGA-listings

Type of 
application

Permanent registration

Preliminary registration (with
subsequent permanent registration)
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Process of permanent 
registration in DiGA-listing
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Complete and
sufficient evidence?

If not: Manufacturer can submit
additional documents within 3 

months

Assessment and Decision by
BfArM within 3 months

once dossier is complete
Permanent registration in DiGA-listing

Decision by BfArM within 3 
months

Submission of additional 
documents

Complete and sufficient
evidence?

Rejection

Manufacturer
withdraws
application

Application for
permanent 

registration in 
DiGA-listing



Process of preliminary
registration in DiGA-listing
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Preliminary
registration possible? 
For how long? 
(maximum of 12 
months is possible)

Decision by BfArM
within 3 months

Evaluation and
submission of further

data

Rejection

Rejection

Decision requiring binding criteria

Legend

Application for
preliminary

registration in 
DiGA-listing

Complete and
sufficient evidence?
Results of preliminary
usage?

Decision by BfArM
within 3 months

Permanent 
registration

Extension of
preliminary
phase (up to
12 months
possible)



Time to reimbursement
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Application 
for inclusion 
in the DiGA 

directory

BfArM
decision 
within 3 
months

12-month participation in the 
standard care with free price of 

the manufacturer and 
reimbursement obligation of 

the health insurance

Arbitration if 
necessary

Regular 
reimbursement

EBM adjustment within 3 
months for medical 

services associated with 
the DiGA

Price negotiation with the 
SHI system

3 months 12 months 3 months



Patient pathway
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Outpatient care

Patient 

Physician

Most likely option: QR code on prescription
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Conclusions: Too early to call 
Germany a digital health nation…

No major impact on 
digitalization in health care 

in Germany due to the 
Covid-19 outbreak

However, the DiGA law 
was implemented which 
might trigger further use 

of digital services also due 
to the Covid-19 pandemic.



Register already now for our 
next webinar!
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