What type of
product do you have?

Understanding your
market access journey
GERMAN REIMBURSEMENT PATHWAY

WOUND CARE
PRODUCTS
Is your device considered a
'classic dressing' (primary
claim of product is that it
covers the wound and/or
absorbs body fluids and does
not involve pharmacological,
immunological or metabolic
mode of action)?

In the German Healthcare
system "conventional wound
dressings"
are
generally
reimbursed by the Statutory
Health Insurance Funds and
can
immediately
be
prescribed by physicians to
patients under SHI

The
German
Healthcare
system is currently reviewing
how 'other dressings' are
reimbursed. The pathway is
expected to be finalised in
2020. If your technology has
already successfully gone
through a Health Technology
Assessment (HTA) by the
G-BA, e.g. because it is related
to
a
unique
treatment
method, this may speed up
the reimbursement process
once the pathway is finalised.
It
is
anticipated
that
technologies outside of the
'classic dressing' criteria will
be required to go through a
G-BA HTA procedure to show
the benefit they provide to
patient care before they are
approved for reimbursement
by the Statutory Health
Insurance Funds (GKV)

Yes
Inpatient

No
Has your product been
through a successful Health
Technology Assessment (HTA)
with the G-BA?

Yes

No

(stay in hospital > 24 hours)

DIGITAL
TECHNOLOGY

Is your device
currently listed on
the Medical Aids
registry?

How will your
product be used?

The reimbursement pathways
for digital technologies in the
German healthcare system are
being developed. In July 2019 a
draft of the new digital care
law
(Digitalisation
and
Innovation Act) was approved
by the Federal Cabinet that, if
passed, will allow for the
reimbursement
of
certain
digital apps through the SHI

Outpatient

(stay in hospital < 24 hours)

Does your technology fit into
a treatment method
described in an existing GOÄ
tariff (Private Health
insurance) and / or EBM code
(statutory health insurance)?

Does your technology fit
into an existing treatment
method described in an
OPS code
(Operationen-und
Prozedurenschlüssel)?

Yes

No

The
German
Healthcare
system is currently reviewing
how 'other dressings' will be
reimbursed. The pathway is
expected to be finalised in
2020. Wound care devices
that fit into this category will
most likely need to go
through a G-BA Heath
Technology
Assessment
(HTA) procedure to show the
benefit they provide to
patient care before they are
approved for reimbursement
in the outpatient setting by
the
Statutory
Health
Insurance Funds (GKV)

MEDICAL
DEVICE

HOME CARE
DEVICES

No

If your device has been designed
alongside
a
new
procedural
technique a new OPS code will
need to be applied for. This will
require
submission
of
an
application to DIMDI which can
happen once per year

Not
sure

Yes

Not
sure

In the German Healthcare System
for
outpatient
treatment
performed
by
physicians,
reimbursement
is
achieved
through EBM codes (statutory
healthcare) and / or GOÄ tariffs
(private
health
care).
The
treatment methods that have
own codes have demonstrated
benefit to patients and are
therefore authorised to be used

Is your new technology more
expensive than current
technologies in this OPS code?

Yes
No
The German inpatient healthcare
system is based on a DRG system
that uses case-related coding
rules combining the diagnoses of
the patient (ICD-10) with the
procedure(s) being performed
(Operations and Procedure codes
- OPS)

As your technology already fits into a
treatment method described by an
OPS code and it is no more expensive
than current treatment methods it
may be possible to have immediate
access to reimbursement by the
statutory health insurers allowing
your product to be rapidly adopted.
This is possible by the reservation of
prohibition principle in the inpatient
sector in Germany

If your device does not fit into an
existing GOÄ tariff and / or EBM
code each will need to be applied
for through the relevant authorised
bodies prior to the device being
used in the private orstatutory
outpatient system. If your device
establishes
a
new
treatment
method, the G-BA may need to
conduct a health
technology assessment (HTA) to
determine
its
benefit
before
approving coverage within the SHI
scheme

Devices registered in the
'Medical Aids registry' can
usually be prescribed by
physicians for patients
under statutory insurance
but the reimbursement
fee is subject to different
mechanisms
such
as
agreements with local
Statutory health insurers
(SHI / GKV-SV)

Yes

No

Most Medical materials are not
included in the a GOÄ tariff or
EBM code as these simply
describe an approved treatment
method.
Typically,
local
negotiations need to take place to
secure reimbursement for each
device prior to use. This may or
may not include the medical
device manufacturer, depending
on the type of device, the users of
the device and the exact
treatment
setting
(physician
office, hospital…)

If your device is not
currently registered in the
'Medical Aids Registry' an
application can be made
to the Federal Statutory
Health
Insurers
(SHI)
Association
for
its
inclusion. If your device has
been developed alongside
a new treatment method
which has not been
reviewed by the G-BA, a
Health
Technology
Appraisal (HTA) may be
required.

Would your technology
be considered a 'new and
innovative treatment
method' in Germany?

No

For some medical technologies,
hospitals can invoice a so-called ZE
charge (Zusatzentgelt) on top of the
G-DRG. This additional payment is
not restricted to innovations and
can be invoiced by all hospitals
applying the relevant procedure

Yes

A NUB-procedure (New methods
for treatment and screening) may
be right for your technology. The
NUB-procedure is a payment
scheme for the reimbursement of
high cost, innovative technologies
and services that are used in
addition to an approved G-DRG
code

Getting great technologies
to patients faster
Contact us
to discuss how to prepare your
technology for reimbursement
www.deviceaccesseurope.com

