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The first and only Market Access 
Podcast by MArS

New episode live October 15 2021



Similarities and differences in terms of
reimbursement in Europe?!



INAHTA: n = 54 agencies from 28 countries 
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Source: http://inahta.net/
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Global context of HTAs

http://inahta.net/
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Clinical Evidence pyramide

http://inpractice.bmj.com/content/33/5/194/F3.large.jpg

http://inpractice.bmj.com/content/33/5/194/F3.large.jpg


Costs Outcomes 
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Demonstrating Economic Value
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Medical Technologies Guidance: Market 
Access steps in the UK

EAC: External assessment centre; MTAC: Medical Technologies Advisory Committee; MTG: Medical Technologies Guidance
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Cost-effectiveness for the UK…

Source: https://journals.lww.com/lww-medicalcare/Abstract/9000/Cost_effectiveness_of_a_Digital_Health.98112.aspx

https://journals.lww.com/lww-medicalcare/Abstract/9000/Cost_effectiveness_of_a_Digital_Health.98112.aspx
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Digital Health Care Market Access steps in 
France

CE Marking : requirement to be on the market  

Health Technology Assessment 

CNEDIMTS (MD Assessment 
Committee ) 

(SA, ASA)

Economic and Public Health 
Assessment Committee(CEESP) 

(CEA, BIM)

Healthcare Product Economic 
Committee(CEPS) : MD PricingDe

ci
si

on
O

pi
ni

on

Before inclusion on a positive list of reimbursed products  (LPPR) 

Retailed 
Pharmacies

Hospital

Supplementary list (“list en sus”)

DRG : GHS homogen group 
of patients 

Ministry of Health :
Final decision (Official Journal publication)
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Success in France for digital health?!
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Several possible reimbursement pathways for medical devices 
depending on whether the device is applied in the inpatient or in 
the outpatient setting

New treatment procedure

Inpatient 

Adequate 
OPS/DRG 
available

New 
OPS/DRG 
required

‘On-top 
payment 
required’

Already 
reimbursed

OPS/DRG 
application

NUB (ZE) 
application 
(potential 

benefit ass.)

Outpatient

Inclusion 
in fee 

schedules

Individual health 
insurance  
coverage

Out of pocket 
payments

EBM / GOÄ 
Application

Selective 
Contracts

IGeL
Application

Application 
Experimental 

Coverage

Additional 
evidence 
required

Integrated Care Contracts

ASV-RL
§116 SGB 

V

Outpatient 
specialist 

medical care

Evaluation 
Commitee§137e

DIGA
Fast Track

Digital 
Applications
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DIGA-Fast Track: Market Access steps in 
Germany

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 
the DiGA-registry

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

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

the manufacturer and 
reimbursement obligation of 

the health insurance
Arbitration 
if necessary

EBM adjustment within 3 
months for medical services 

associated with the DiGA

Price negotiation with the 
SHI system

Regular 
reimbursement



How are DiGAs defined?



Requirements for permanent and preliminary
inclusion in DiGA directory
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Principle requirements which need to be fulfilled:
- Security
- Functionality
- Quality of the medical device
- Data protection
- Data security according to state of the art

Positive care effects needs to be proven either
by
- medical benefits
and/or
- Improvement of patient-relevant process … scientific evaluation concept prepared by a 

manufacturer-independent institution

Plausible* justification of improvement in care 
(medical benefit and/or improvement of
patient-relevant process), 
based on a…

Permanent application Preliminary application

*Plausible justification of improvement in care requires “at least the
results of a pilot study“ (§ 19 DIGAV)



22 apps already included

All DiGAs are MDD Class I devices

Neoplasms
9%

Endocrine, nutritional 
and metabolic 

diseases
9%

Mental and 
behavioural disorders

45%

Diseases of the 
nervous system

14%

Diseases of 
the eye and 

adnexa
0%

Diseases of the ear 
and mastoid process

5%

Diseases of the 
musculoskeletal 

system and 
connective tissue

18%

Disease Areas (based on  ICD-Codes)



5 DiGAS are included with a permanent 
listing

• All 5 DiGAs with (multiple) RCT data, where the
use of the DiGA was compared to the non-use or
standard of care. 

• The range of patients was 56 to 1‘013 patients
per study (mean 376 patients).

• They all proved a medical benefit through an 
improvement of the health status. 



How about the price?

• There are four possible reimbursement periods to choose from (30 days, 60 days, 90 days, 
lifelong).

• All DIGAs have selected a 90 days reimbursement period!
• Launch prices varied from 203,97 € to 743,75 € with a mean of 443,42 € (median 476,00 €)

Prices of year 1 = before price negotiation! 

€0,00 
€100,00 
€200,00 
€300,00 
€400,00 
€500,00 
€600,00 
€700,00 
€800,00 

CANKA
DO PRO-React

 Onco

dep
rexis

ele
vid

a
Invir

to

Kalm
eda

 Go

M-se
nse 

Migr
äne

MIKA

Mind
able

: P
an

iks
tör

un
g u

nd…

Reh
ap

py

Se
lfa

py
s O

nlin
e-K

urs
 bei…

Se
lfa

py
s O

nlin
e-K

urs
 bei…

Se
lfa

py
s O

nlin
e-K

urs
 bei…

som
nio

ve
libr

a
Vivir

a

vo
rvi

da

zan
ad

io

DiGA launch prices



19

Comparison of timelines

Medical Technologies Guidance
9 months

DiGA Fast Track Assessment
by BfArM - 3 months

Standard procedure for Medical Devices (CEPS) 
12 to 24 months 

Price and Reimbursement
Publication

Price and Reimbursement 
Publication

1 yr. own price
w/ ongoing price
negotiations

Negotiated
price

Reimbursement startsApplication process
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Contact us for an „INTERREG“ discount of 20%

https://max-insights.com

https://max-insights.com/


… and/or Market Access Pit-stop

• Book a 30 minute pit-stop with
our market access experts to
discuss your questions
(for free for start-ups)

• Successfully run with various
start-up schools and networks
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Digital health applications (DiGAs) in 
Germany – the way to go?!
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