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eHealth
-
different kind of
eHealth areas
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The legal background for apps on prescriptions
• The Digital Supply Act (DVG) and the Digital Health Applications Ordinance (DiGAV)     (HTA legal background)

15. Międzynarodowe Sympozjum EBHC 2020
From Evidence to Action source  https://www.bfarm.de/EN/MedicalDevices/DiGA

Submission only via 
portal / electronically

Needed for
precription

If there is
no

agreement
HTA -

economy

BfArM is giving
advice

www.bfarm.de/innovation

Fast track 90 days with evidence

Lack of health related evidence

https://www.bfarm.de/EN/MedicalDevices/DiGA/_node.html;jsessionid=3F949F3876E95C5F455660ECC62D64EF.2_cid506
https://www.bfarm.de/EN/BfArM/Organisation/Advice_Procedures/Innovation_Office/_node.html


DiGA is a tool (certified medical device (MDR class I or IIa) within the hand of a patient. The 
software apllication can include additional hardware/data (based on a medical device) but must 

give an active advice to a patient.

source  https://www.bfarm.de/SharedDocs/Downloads/EN/MedicalDevices/DiGA_Guide.pdf =  Fast Track Guide

Digital 
Health 

applications 
(DiGA)

• What it is?
• are “digital assistants” in the hands of patients supporting the

recognition, monitoring, treatment or alleviation of diseases or the
recognition, treatment or alleviation or compensation of injuries or
disabilities.
A DiGA is used only by the patient or by the patient and the healthcare
provider.

• The DiGA within the national setting
• The evaluation of DiGA‘S is a special pathway within the national 

healthcare setting, but the national requirements of the health care 
settings in the eHealth fields will be taken into considerations while
evaluating the DiGA

• it is particularly valid concerning the interoperable, safe and patient-
focused interaction with the electronic health insurance card
(elektronische Gesundheitskarte, eGK), the electronic personal health
record (elektronische Patientenakte, ePA), the digital platforms of the
health insurers and telemedicine. 
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DiGA and the 
evidence
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• What is the needed evidence?
• The evidence is only related to the impact of the

DiGA (excluding any additional service)
• Medical benefits (positive healthcare effects –

pVE) as well as patient-relevant improvements
of structure and processes (pSVV) refer directly
to the patient and shall be demonstrated by
appropriate endpoints
• the improvement of the state of health,
• the reduction of the duration of a disease,
• the prolongation of survival or
• an improvement in the quality of life.



Patient-
relevant 
improvement 
of structure 
and 
processes....

are
• seen as part of the detection, monitoring, treatment or alleviation of

disease or
• the detection, treatment, alleviation or compensation of injury or

disability, and are
• aimed at supporting the health behaviour of patients or integrating

the processes between patients and healthcare providers, and
• include in particular the areas of

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

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

their relatives.

HTA domain

Organisation

HTA domain

Social / Ethical

HTA domain

Medical
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Health Technology 
Assessment (HTA)

WHO Definition (EB 134/30)

• Health technology assessment is the systematic evaluation of
properties, effects and/or impacts of health technologies and
interventions. 

• It covers both the direct, intended consequences of technologies
and interventions and their indirect, unintended consequences. 

• The approach is used to inform policy and decision-making in 
health care, especially on how best to allocate limited funds to
health interventions and technologies. 

• The assessment is conducted by interdisciplinary groups using
explicit analytical frameworks, drawing on clinical, 
epidemiological, health economic and other information and
methodologies. 

Taking the best available evidence on the specific question into considerations
within systematic approaches



DiGAs and HTA

• All requirements described by the rules
related to DiGAs are including the different 
HTA perspectives. Very often this is not 
explicit mentioned, but it is the method of
HTA:

• Health related topics including safety / 
risk

• Economic issues (in case of struggle)
• Legal aspects (MDR, DVG, DiGAV)
• Social and ethical issues
• Organisational aspects (micro (Patient –

HCP) and macro (fitting into
infrastructure))
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How to prepare
evidence

• All data must be relevant for people living
in Germany.

• Registered within national study register
• Publication of the complete study results

will increase the confidence in the data
provided

• International standards for studies should
be incorporated

• The methods should be used according to
the question to be answered

• Different scientific methodologies, Real 
World Data/Evidence can be included as
well.
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Study designs
(examples) Or even more:

- Pragmatic Clinical Trials (PCT), 

- Sequential Multiple Assignment Randomised Trial 

(SMART) or

- Multiphase Optimisation Strategy (MOST) 
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DiGA updates

• Every time a manufacturer makes changes to the DiGA he hasto check 
whether these are significant changes according to Section 18 DiGAV, which
have to be reported to the BfArM.
• If the BfArM becomes aware of changes made which have not been notified to

the BfArM or have not been notified in time (three months before the change
is made), the BfArM may delete the affected DiGA from the directory.
• Not listed in the directory – no more prescription option.
• If you need advice: ask BfArM -> innovation@bfarm.de or diga@bfarm.de
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Fees

• The BfArM will ask for different fees for different services. This can also be checked at 
BfArMs websites www.bfarm.de

• As there are different fees, ask BfArM to clarify this.
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But DiGAs are
not everything
in eHealth

• Personal life situation
• Prevention is not part of DiGAs (excluded)

• Data handling
• Is not active advice instrument and needed

• Infrastructure systems
• Non patient advice related IT-tool
• Non MDR certified software
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So keep in mind

Private investment
-

Payment not via 
social health care 

services

Payment via 
subscription

-
Health care service
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Thank you

• More information services and background needed?

• Please contact us

Hans-Peter Dauben, MD, PhD,
Weinsbergstr 190, 50825 Cologne, Germany
+49 221 960 230 92
office(at)dkhealth.de
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