
Market access & reimbursement for
health apps

Differences and similarities between the French and German 
approaches

September 24th 2020

Dr. Stefan Walzer1,2,3
&

Guy Eiferman4

1 MArS Market Access & Pricing Strategy GmbH, Germany
2 State University Baden-Wuerttemberg, Germany

3 University of Applied Sciences Ravensburg-Weingarten, Germany
4 Nextep SAS, France

1



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



Nextep is a catalyst of expertise in the healthcare sector … 

CUSTOMERS
Healthcare actors, pharmaceutical companies, learned societies,  
professional unions, medical device companies, patient associations,  
biotechs, start-ups…

PROJECT
Reconciling healthcare with economics to combine your  
development with public interest

PEOPLE
Some thirty consultants with complementary expertise, including pharmacists,  
legal experts, economists, institutional experts, managers of international  
pharmaceutical laboratories…

WORKMETHOD
i) Analyzing your issues; ii) Defining a tailor-made strategy;
iii) Supporting an actionplan

VALUES
Quality requirement,  
agility and deontology

PUBLICATIONS
720 300

MISSIONS OF EXPERTISEPEOPLE

MORE THAN33 20 YEARS

Proposing new value-based
approaches and developing
innovative services for 
patients

Meeting all healthcare 
actors and raising their 
awareness to foster 
convergence

Allowing patients to have
quicker  access to health 
products by promoting 
innovation and taking into 
account the budgetary impact  
for the community

Seeking answers to the  strategic 
issues faced by decision-makers with 
regard to

the future of their business model
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• A “Think global, act local” philosophy across key 
healthcare markets ensuring an EU wide designed 
strategy and in-country execution according to local 
procedures

• An integrated governance allowing for close coordination 
when implementing cross-country strategies

• Over 100 consultants and decades of cumulated 
experience obtained from over 300 projects every year 

• Tailor-made solutions to address global market access and 
public affairs challenges 

• Ability to choose one point of contact from any of our local 
headquarters or work with partner firms other than the 
founding members when requested

• In-depth understanding of local environments, health 
markets and political dynamics

• Local offices, local consultants, local language

• Long-established relationships with national 
stakeholders and HTA bodies

INTEGRATED RULES 
AND PROCESSES

OUR LOCAL MARKET EXPERTISE, 
YOUR EUROPEAN SUCCESS 

INDEPENDENT 
CONSULTANCIES 
SPECIALIZED IN 

HEALTHCARE MARKET 
ACCESS AND PUBLIC 

AFFAIRS

IN-DEPTH UNDERSTANDING OF 
LOCAL ENVIRONMENTS, HEALTH 

MARKETS AND POLITICAL DYNAMICS

LOCAL OFFICES, LOCAL 
CONSULTANTS, LOCAL LANGUAGE

LONG-ESTABLISHED RELATIONSHIPS 
WITH NATIONAL STAKEHOLDERS

AND HTA BODIES

LOCAL EXPERTISE & CONNECTIONS

OUR LOCAL MARKET EXPERTISE, 
YOUR EUROPEAN SUCCESS 



Questions welcome!

• Feel free to ask questions. After the 
presentation, we will have time for your 
questions. 

• Use either the Zoom chat function or the 
Q&A function to raise your questions or 
comments. 

• As always, slides will be provided afterwards 
and the video will be published on our 
website. 
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The idea by German health
politicians…
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Reference / screenshot: https://www.bundesgesundheitsministerium.de/digital-healthcare-act.html

https://www.bundesgesundheitsministerium.de/digital-healthcare-act.html


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



Consensus process & launch configuration
(status: not yet finally agreed – as of September 22)

Processes remote from 
the patient

Patient-related 
processes

1

Upload to sickness fund specific app & transfer to
sickness fund
Submission by post or delivery to the Service Center
Call to health insurance company with downstream
transmission of prescription case by case **

** if technically possible for DiGA manufacturers and health insurance companies

Sickness fund confirms: 
Insurance status & 
entitlement of benefits and
generates activation code

2

3

Direct provision of activation 
code

4

Physician

Patient

Sickn
ess
fund

Reminder, if the code is 
not redeemed**

4

5 Download of DiGA by 
patient in the 
respective app store 
or from website of manufacturer

App or DiGA provider 
receives unlock code

6

Paper prescription*

a) App or DiGA provider asks at API of unlock server of sickness fund
(max. 10 instances of the same interfaces***) if the code is valid, 
if yes, final activation of the app & digital billing by the Web-API (use of the app 
for a few days without an activation code is possible some days before**)

b) if applicable, transmission of metadata for performance-related components

a) Sickness fund pays to IK of the DIGA provider
without separate accounting channel

b) Web API transmits validity period to ensure overlap-free 
equipment in case of follow-up prescriptions

8

* In the approval process, the patient‘s request replaces the doctor's prescription

DiGA    Provider

APP Store / Web

7

START

*** is made possible by integrated solutions from IT 
service providers
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My Health2022 Bill (pre Covid)
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CONFIDENTIAL -

Many relevant provisions … 

New ways to pay / reimburse (by episode rather than activity) .. requiring generating and analyzing 
data

Increased empowerment of Regions … favoring local experiments

Hospital regrouping .. triggering Information Systems upgrade

Increased access to public health data .. with creation of a National Agency, the Health Data Hub

Incentives for HCPs for telemedicine & e-prescription … removing major barrier for adoption

Delegation of tasks to nurses, medical assistants … requiring tracking of data

Increased role for patients & their representatives … triggering development of P.R.O.M. Systems

CO
VI
D-
19



Status Report for Digital Health Roadmap (Dec 2019 – PreCovid)
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CONFIDENTIAL

CO
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Illustration of Capability Creation / Enhancement : AI & Cancer Project in CSF
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Comite Exécutif
Présidence: O. Bogilot

Projet # 1 
Bio Production

Lead: Sanofi 
Présidence: I. T. De Gaulle

Projet # 2 
I.A. & santé 
Lead: ARIIS

Présidence: E. Quilès

Projet # 3 
Antibiorésistance
Lead: Bio Mérieux

Présidence: F. Lacoste

GT 1

Business Model
Ph. Maugendre

GT 2

Valorisation Données
L. Levy Bachelot / Luca Molo

/ Anne Josseran

Association loi 1901

8 labos + ARIIS / InCa, HDH, BPI

Cas d’Usage 2

IA & Maladies Rares
C. Raynaud

Cas d’Usage 1

IA & Cancer
M. Fiorini

CONFIDENTIAL
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Diabeloop

For the first time the HAS recommended a 3- year reimbursement period
for the DBLG1 semi-closed loop insulin delivery system from the French
company Diabeloop.1

This "artificial pancreas" system combines an insulin pump, a blood
glucose sensor and a self-learning algorithm that calculates the insulin
doses to be administered based on continuous blood glucose
measurement and information entered by the patient, and automatically
controls the delivery of insulin by the pump.

The comparators considered for HAS evaluation were "open-loop"
systems that include an insulin pump and an independently operating
interstitial glucose sensor.

The product was given an ASA III & a “sufficient” SA

Cnedimts made the renewal of the DBLG1 listing conditional on "the
completion of a comprehensive prospective study on all patients using
thesystem".

1https://www.has-sante.fr/upload/docs/evamed/CNEDIMTS-5998_DBLG1%205998_occultation.pdfCONFIDENTIAL

Illustration of a Stand Alone Therapeutics or Services

https://www.has-sante.fr/upload/docs/evamed/CNEDIMTS-5998_DBLG1%205998_occultation.pdf


Physician prescribes 

Moovcare® to patient 

If an anomaly is detected, an 

alert is sent to caregiver for 

further investigation

Patient reports symptoms via weekly 

web questionnaire

2

Algorithm analyzed the 

symptoms 

Secure data transmission

Document strictement confidentiel: Propriété de Sivan Innovation, Sivan France. Document ne pouvant être reproduit ou distribué sans autorisation écrite de la société

3

4

1

Moovcare Workflow



Significant improvement in overall survival of 7.6 months in 

the SENTINEL group compared with the standard group: 

median survival of 22.5 months [17.0 - NV] vs 14.9 months 

[8.9 - 20.6] ( p = 0.0312)

Document strictement confidentiel: Propriété de Sivan Innovation, Sivan France. Document ne pouvant être reproduit ou distribué sans autorisation écrite de la société

Moovcare Impact on Overall Survival 

Two-Year Survival Comparing Web-Based Symptom Monitoring         
vs Routine Surveillance Following Treatment for Lung Cancer

First Digital Therapeutics

Reimbursed by French National 

Health Fund



Do not forget your
questions!

• Feel free to ask questions. After the 
presentation, we will have time for your 
questions. 

• Use either the Zoom chat function or the 
Q&A function to raise your questions or 
comments. 

• As always, slides will be provided afterwards 
and the video will be published on our 
website. 
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Conclusions: Different pathways in 
Germany and France – but both are 

getting ready for the future…

Germany has a 
dedicated new 

reimbursement pathway 
for DiGA including 

“experimental coverage”

France has adopted its 
existing reimbursement 
process to be applicable 

also for digital health 
solutions
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Register already now for our 
next webinar!
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https://marketaccess-pricingstrategy.de/en/webinars/


