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THE German-speaking market access experts - Austria, 
Germany, Switzerland

Price & reimbursement 
strategy

Health economics
Negotiation

support 
(incl. Virtual Reality Camps)

Reimbursement 
submissions  

(G-BA, DiGA, BAG, HVB, …)





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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General hurdles for Market Access in Germany
Decentralised structure and strict separation between in- and outpatient sectors

103 Individual health insurance funds

17 associations of statutory health insurance physicians and 
16 “Länder” (regions)

Strict separation of in-and outpatient sector with different 
regulations and very limited integration

Diverse hospital landscape with private hospitals, big 
university hospitals and smaller hospitals



Hospital Future Act as potential booster for 
digital infrastructure

• 3 billion Euros for digitalisation projects in hospitals
• Will be an opportunity for smaller hospitals to achieve a 

minimum digitalisation stage
• Projects funded through this fund need to be interoperable with 

the hospitals EMR system it will be therefore important to 
implement MMT systems with the common interfaces like HL7 or 
fire

• The states and/or the hospitals cover 30 percent of the 
investment costs.

• Hospital will get budget cuts if they do not achieve a minimum 
digitalisation infrastructure by 2025

The digital boost that hospitals in Germany needed – A beginning 
but not a solution for all problems

KHZG



Which projects are eligible for funding?
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Source: hih 2021

Emergency 
room

Bed
planning
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ne

Digital 
record IT security

Infrastructure 
& Processes

Patient portal



Funding of infrastructure / devices  in German 
hospitals
Most projects are financed through the hospital's own funds

The individual states are responsible 
for the funding of investments in hospitals

Hospitals own budgets (savings or money from the capital market) is the most 
common way of funding à advantage for private chains

Hospital Future Act / ( & Innovation fund)
+ Additional, necessary money for investments

- Burocratic and inflexible process & design requirements
Macro Level

Meso Level

Micro Level

Possibility for individual contracts between hospitals and insurances



Funding opportunity through individual contracts 
between hospitals and insurances

Contracts are designed on a regional/hospital level

At least one health insurance fund and at least one service 
provider

Potential solution as first market entry with positive learnings 
for other hospitals 

Contracts focus on care enhancement



For the market access in Germany it plays a key role whether it is 
applied in the inpatient or in the outpatient setting
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Inpatient Outpatient

All innovative procedures are permitted with 
the reservation of prohibition 

(‚Verbotsvorbehalt‘ SGB V §137c)

All innovative procedures are prohibited until 
they have been officially approved 

(‚Erlaubnisvorbehalt‘ SGBV § 135;1)

Before a new method can be applied in the 
outpatient setting a positive voting from the 

joint federal committee is required 

The hospitals are allowed to apply all 
innovative procedures

Within the hospital (inpatient) a innovative 
procedure can be applied as long as they are 

not actively prohibited by the joint federal 
committee

Long application process in order to gain 
approval for applying innovative procedures



The inpatient reimbursement in Germany depends on whether adequate
coding (OPS) and adequate coverage (DRG) is available - if not specific
applications need to be performed
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CE certified product / procedure

Inpatient 

Adequate 
OPS/DRG 
available

New 
OPS/DRG 
required

‘On-top 
payment 
required’

Already 
reimbursed

OPS/DRG 
application

NUB (ZE) 
application

Application 
Experimental 

Coverage

Additional 
evidence 
required

Benefit 
assessment 
high risk Dx

Method 
assessment



DRGs are defined by a combination of disease (ICD) and 
procedure (OPS) coding
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ICD-GM Coding OPS Coding 
German version of the International 

Statistical Classification of Diseases and 
Related Health Problems (ICD) 

German version of the International 
Classification of Procedures in Medicine 

(OPS = Operationen- und 
Prozedurenschlüssel)

Specific G-DRG

German Diagnosis Related Groups that 
are linked to a specific reimbursement 

value 



In case a change in the OPS system is required in order to achieve an 
adequate reimbursement for the new device an application at the DIMDI 
needs to be submitted
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Deadline for OPS changes in the following year 
is end of February in the current year

BfArM provides an application form and is the 
addressee of the OPS application

OPS application

The responsible German Medical 
Society should be involved

Application Form

• Form is released in December
• No RCT data is required for OPS application
• Submission deadline is end of February
• Decision is released end of August
• Valid from January of the following year     

https://www.dimdi.de/dynamic/de/klassifikationen/icd/icd-10-gm/vorschlagsverfahren/

https://www.dimdi.de/dynamic/de/klassifikationen/icd/icd-10-gm/vorschlagsverfahren/


Inpatient Reimbursement: NUB
In case an ‘on-top payment’ is required in order to achieve adequate reimbursement 
for the new device a NUB application needs to be submitted at the InEK

NUB application

Deadline for NUB applications in the following year is end of 
October in the current year

InEK provides an application form and is the addressee for 
NUB (Neue Untersuchungs- und Behandlungsmethoden) 

applications

Each hospital needs to submit an own NUB application – the 
InEK decides whether a ‘on-top payment’ can be negotiated

Application Form

• Form is released in September
• Submission deadline is end of October
• Decision is released end of January of the following 

year and the NUB is then valid

http://www.gdrg.de/cms/content/download/3636/30201/version/1/file/NUB.exe

http://www.gdrg.de/cms/content/download/3636/30201/version/1/file/NUB.exe


Application Timeline Decision maker

OPS End February BfArM

NUB End October InEK

Timelines for the reimbursement of OPS/NUB 
application in the inpatient sector
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Evaluation of methods with medical devices of high 
risk class (§ 137h SGB V)
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Decision
w

ill be
published

G-BA Acknowledgment of receipt

Examination of the information submitted on 
plausibility and completeness

Submission of additional information by further
hospitals and medical device manufacturers possible 

Examination of
requirements for an 
evaluation method

such as new theoretical 
scientific concept, medical 

device of high risk 
class

Evaluation of the method

Procedure 
ended

Benefits not sufficiently proven,
but with potential

No benefit and no potential can 
be seen as provenBenefit can be seen as proven

Announcement of information

Decision on whether the 
requirements are met

Decision on evaluation result

Publications

HospitalInEK

If necessary quality assurance 
measures will be determined

Decision on Experimental 
Coverage (§137e SGB V)

Decision on exclusion of method

Submission of information about the 
current scientific knowledge

In consultation with medical
device manufacturerFirst NUB request for method with

high-risk medical device

2 weeks

subsequently

if not 
fulfiled

In advance

if fulfilled

1 month

3 months

Consultation and decision by G-BA to meet the requirement (not mandatory) 

Source: G-BA 2020

https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/137h/


Criteria for identifying high risk methods clearly
defined

§ 137 h 
SGB V

New 
theoretical
scientific
concept

Specific OPS 
code available

Medical device
of high-risk

class NUB request
for the first

time submitted
by hospital

Specifically
invasive

22Source: BVMed 2019, G-BA 2020

• Official confirmation by G-BA 
required (consultation) in order
to exclude the risk of
reimbursement exclusion in the
SHI

https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/137h/


The inpatient reimbursement in Germany depends on whether
adequate coding (OPS) and adequate coverage (DRG) is available - if 
not specific applications need to be performed
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CE certified product / procedure
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Process of methods assessment according to 
MBVerfV for inpatient and outpatient setting

24Source: G-BA 2021

https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/ambulant-stationaer/


Four scenarios could be possible as result of the
methods assessment

25

Criteria are
fulfilled

Inclusion as
service of

statutory health
insurance

Consultation will 
be interrupted

Exclusion as
service of

statutory health
insurance

No benefit
proven and no

„potential“

Experimental 
coverage

according to
§137e SGB V*

Evidence not yet
sufficient, but 

studies are
ongoing

Benefit not 
sufficiently proven,

but „potential“

Assessment of examination and
treatment methods

Source: G-BA 2020; * GBA has to adopt a directive about experimental coverage at the same time as suspending the evaluation procedure. 
Experimental coverage trial must begin within 18 months.

Criteria: benefit, necessity, economics

https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/ambulant-stationaer/


The G-BA classifies evidence according to its rules of
procedures

26

Therapeutic methods 

I a Systematic reviews of studies of evidence level I b 

I b Randomised controlled trials

I c -

II a Systematic reviews of studies on diagnostic test accuracy of evidence level II b 

II b Prospective comparative cohort studies 

III Retrospective comparative studies

IV Case series and other non-comparative studies

V Observations of associations, pathophysiological considerations, descriptive 
representations, individual case reports, etc.; opinions of recognised experts not 
supported by studies, reports by expert committees and consensus conferences 



The inpatient reimbursement in Germany depends on whether
adequate coding (OPS) and adequate coverage (DRG) is available - if 
not specific applications need to be performed
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Application Form

https://www.g-
ba.de/themen/methodenbewertung/bewertung-

erprobung/erprobungsregelung/antragsgesteuert/

The detailed updated documents are currently 
being updated by G-BA

The Application process for ‘Experimental 
Coverage’
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EpCo application

An ‘EpCo’ application needs to point out a 
strong innovative potential and a high 
unmet need; Manufacturers/G-BA can 

commission their own scientific evaluation 
(cost bearing follows the principle “Who 

orders, pays.”)

The joint federal committee (G-BA) decides 
on whether a treatment procedure/medical 
device is suitable for the ‘EpCo programm’

Treatment procedure/medical device 
manufacturers are allowed to apply for such 

an experimental coverage by using the specific 
forms provided by the G-BA  

Sources: G-BA 2020; Federal Ministry of Justice, 2020.

https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/erprobungsregelung/antragsgesteuert/
https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/erprobungsregelung/
https://www.gesetze-im-internet.de/sgb_5/__137e.html


Request 
to G-BA

+ 
Potential

-
no 

Potential

+ 
Experimental 

Coverage

2nd chance in 
the next year 

Draft of
directive*

Scientific 
institution

[Study 
protocol/
Financing

agreement]

Access to
patients

&
providers

Resolution 
of

directive**

Determination 
of potential

Selection
by G-BA

Milestones of the Experimental Coverage according
to § 137e Paragraph 7 SGB V

29Sources: G-BA 2020; Federal Ministry of Justice, 2020

* Within 3 months
**Experimental coverage trial
must begin within 18 months
after resolution of directive

GBA decides within 3 
months about request

G-BA announces
„immediately“ 
selected product
for experimental 
coverage

https://www.g-ba.de/themen/methodenbewertung/bewertung-erprobung/erprobungsregelung/
https://www.gesetze-im-internet.de/sgb_5/__137e.html


Tonight's special expert



MEDICLIN Kliniken Bad Wildungen
Clinic director: Willi Woellner

German hospital market
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01
Statistics



MEDICLIN Kliniken Bad Wildungen
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Stationäre Fachbereiche
Psychosomatik Reha (127 Betten)

Psychosomatik Akut (75 Betten)

Gesamt (305 Betten)

Prevention and
rehabilitation facilities

total:      1.149
beds: 165.013



Durchschnittliche Tagessätze 2020
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Stationäre Behandlungen Rehabilitation

DRV DRV MEDICLIN GKV GKV MEDICLIN
Psychosomatik 150,60 € 155,83 € 126,56€ 134,98 €
Orthopädie 144,22 € 142,10 € 124,93€ 123,48 €

-3,4 %

+1,5%

-6,2%

+1,2 %



Other facility other negotiation partner

30.04.21 36

Physician

• Big clinics > 300 beds
• Medical expert association

CEO

• Small clinics < 300 beds
• Rehabilitation
• Clinic group



02
Financial / revenue planning



Budget planning and negotiations

30.04.21 38

An annual recurrence process

Planning
phase

• Evaluating current reimbursment portfolio with the new billing catalogue (DRG)
• Are there new regulations (legal or medical)
• Looking for possible portfolio adjustment or unique selling points as well as for one-off effects

Negotiation
phase

(the bazaar)

• Meeting with the insurance funds in the clinic and discuss all numbers and procedures of the last 
year and the plan for the coming year

• Discussing a budget and finding a „direction“

Dealing
phase

• Both sides discuss the budget points internally and after some phone calls later the insurance
funds will make an offer

• If both sides agree, they have to sign the contract for the coming billing year
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Hospital Future Act



German hospitals receive “digital health boost”

30.04.21 40

• The German federal government will make €3 billion available for hospitals and support 

their digital development

• Hospitals can submit their proposals until September this year

• At least 15% of the funding requested must be used to improve IT security

• After successful approval the financial support is valid for the next 3 years

! Time is money - be fast and creative !

Hospital Future Act (KHZG)



04
Market perspectives



A view into the future

30.04.21 42

More unique selling points

Needs and changes

More specialization

New reimbursment
options

More digitalisation in 
all areas or work

More digital networking
between the players

More patient marketing

All medical players become
more importance



Conclusions
Various market access pathway available for German hospitals

\

How?

What?

Why?

The inpatient reimbursement in Germany depends on whether
adequate coding (OPS) and adequate coverage (DRG) is available - if 
not specific applications need to be performed
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Which projects are eligible for funding?
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Source: hih 2021
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Process of methods assessment according to 
MBVerfV for inpatient and outpatient setting

22Source: G-BA 2021



Time for questions …

Recording available
on our Youtube

channel via 
www.marketaccess-
pricingstrategy.de

http://www.marketaccess-pricingstrategy.de/


Register already now for our next 
webinar(s)!
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