Reimbursement of
medical devices in Germany
Market access in the light of the health
and certification system

Market access procedure and Stakeholders

In Europe, there is a uniform certification process
for medical devices. This will, in particular, make it
easier for medium-sized companies to maintain an
overview and reduce expenses.

national level for the first time, the process of launching the product begins and this is accompanied
by discussions with various national systems of
healthcare and cost reimbursement.

There are three directives. These directives relate
to active implants (90/385/EEC), medical devices
(93/42/EEC) and in vitro diagnostic medical devices
(98/79/EC). The manufacturer can approach any of
the 64 notified bodies in Europe for conformity testing. 14 of these notified bodies are located in Germany. Depending on the risk class of the medical
device, the manufacturer must submit the technical and clinical documents to the notified body.

Medical device manufacturers in Germany have
to face an established, stable healthcare system,
based on a compulsory contributory insurance of
the population. The model of the statutory health
insurance (GKV), and the model of the private
health insurance (PKV) are anchored in the statutory regulations (Social Security Code V (SGB V),
Insurance Contract Law).

In ascending order, from minimum to maximum
risk potential, four classes are distinguished:
Class I (e.g. crutches), Class IIa (e.g. syringes),
class IIb (e.g. irradiation equipment) and Class III
(e.g. cardiac pacemakers). The notified body shall
examine the safety and performance of the product
based on the documents submitted. A clinical trial
or a clinical study could be necessary particularly
in the case of products belonging to the higher risk
classes. Once the relevant regulatory compliance is
confirmed, the manufacturer may label the product
with a special mark (CE-mark) and then market
the product in the member states of the European
Economic Area (EEA) and in countries with whom
Association Agreements are concluded. For certain
class I products, the manufacturer can take over
the process of certification.
Once the CE-marking is done and the product is
displayed before the competent authorities at the

In the year 2013, of the nearly 81 million people
in Germany a little more than 70 million people
were covered by the statutory health insurance,
while around 4.63 million residents were covered
completely by private health insurance. The remaining part of the population was predominantly aid
recipient. The statutory health insurance sees itself
as a community based on solidarity and „has the
task, of maintaining restoring and improving the
health of the insured persons.“ (§1 of Social Security Code V). In 2015 there are 124 statutory health
insurance companies within the statutory health
insurance system and these are represented by a
common central association in consistence with
their interests.
The statutory health insurance is a compulsory
insurance scheme, which can be left in favor of the
private health insurance only if certain requirements are met. Given the 70 million people insured
in Germany, the statutory health insurance is the
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largest community of organizations bearing the
costs and is of central importance for the German
market for medical devices. Besides, it also has a
major impact on reimbursements.
Various service providers play a role in the outpatient healthcare of the German population.
Among these the first in line are the 123,600
established doctors from various disciplines (e.g.
general practitioners, medical specialists) with
their private practices. In addition to this there are
around 2,000 outpatient medical centers offering
a wide range of interdisciplinary services. Doctors
working in hospitals and authorized doctors can
also provide outpatient services. Approximately
2,000 hospitals in Germany offer inpatient treatments. The vast majority of doctors working in the
hospitals are employed on a full-time basis. The
hospitals are owned predominantly by the public
sector or independent nonprofit organizations.
About a third of the hospitals are operated via a
private institution.
In the area of statutory health insurance in particular there are clear rules for the reimbursement
of medical services and medical devices by the
insurance companies.
In the outpatient sector, there is an authorization
right [pursuant to Section 135 § 1 of the Social
Security Code V). This means that new (medical)
services form part of the liability of the statutory health insurance only after examination and
approval. In contrast to this, the inpatient segment
has a prohibition right (pursuant to Section 137c of
the Social Security Code V), that allows provision of
new (medical) services and their reimbursement
by the statutory health insurance as long as the
fundamental principles of quality and cost-effectiveness are not violated. The aim of the prohibition
right is to ensure that insured patients are quickly
able to take advantage of innovative methods of
treatment. The rules are adopted implicitly by the
private health insurance.
Therefore in the inpatient sector innovations in
medical devices find conditions that enable their
rapid application in clinical practice.
The pricing of medical devices by the manufacturer
is subject to the market and competitive mechanisms to a significant extent. Whether the service
providers who obtain the medical device from the
manufacturer accept the intended purchase price
depends on the financing of the services sector
and the reimbursement options.

German Health Care System

q Compulsory contributory
insurance

q Legal framework:

Social Security Code V
Insurance Contract Law

Statutory
Health
insurance

Private
Health
insurance

Graphic: German Health Care System

Reimbursement Germany
Statutory Health insurance
Outpatient
q Doctors‘ offices, Medical centers, Hospital outpatient departments
New medical services:
Authorization right

In-patient

q Hospitals
New medical services:
Prohibition right

Graphic: Reimbursement in the statutory health
insurance in Germany

3

Financing Flows

Three groups are involved in the financing in the
statutory health insurance system: The payers, the
providers and the patients.
The Payers
As an insurance the statutory health insurance
essentially finances its services by insurance contributions, i.e. by means of contributions calculated
in proportion to the income levels of employed
workers and their employers. The statutory health
insurance scheme receives state subsidies to pay
for extraneous insurance benefits. On the contrary
the private health insurance is financed exclusively
by premiums that are independent of income.
The Service Providers
The reimbursement of the service delivery for the
outpatient treatments differs from that for inpatient
treatments.
Providers of outpatient services to a large extent
charge for their services taking into account the
billing catalogs of the statutory health insurance
and the private health insurance for outpatient services. They also provide self-payment services. For
example homeopathic treatments are not accepted
by some health insurance companies. The compensation is provided through 17 regional general
practitioner‘s associations within the framework of
the statutory health insurance. In the case of privately insured patients, the service providers issue an
invoice to the patient. The patient pays the invoice
himself and gets reimbursed by his insurance
company.
Hospitals are financed via two routes. Investments
are financed by funding of the federal states. The
ongoing operating costs of the medical cases will
be remunerated by a fee-per-case system, both
for patients holding a statutory health insurance
as well as for privately insured patients. Hospitals
that are not part of the federal hospital planning,
are financed solely by the remuneration received
for investigations and treatments and, if necessary,
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also through private funding. The bills for inpatient services provided to patients with statutory
health insurance are settled directly by the service
provider with the insurance company. In the case of
the patients with private insurance the bills can be
settled either directly with the insurance company
or the bills can be paid by the patient, who then
gets the costs reimbursed by the insurance company.
The Patients
Patients who are in employment and have a statutory health insurance pay social security contributions, which are in proportion to their gross
pay. This is 14.6 percent in the year 2015, and half
of the amount is incurred by the employee, while
the employer contributes the other half. Low-income patients (e.g. caused by unemployment) get
their contributions increased or financed by state
resources. Privately insured patients pay their premiums independent of their earnings.
Patients with statutory health insurance receive
all the services and resources that are part of the
liability of the statutory health insurance scheme.
These services are defined by the self-governing
bodies of the statutory health insurance. For
certain services the insured patients must make
a co-payment (e.g. in the supply of bandages).
In addition, there are so-called individual health
services (IHS). These therapeutic or diagnostic services are not part of the statutory health insurance
service and if the patient wishes to take these
services, the patient must pay the entire amount
to the service providers (e.g. certain screening
investigations).
The scope of services, which privately insured
patients can avail of in addition to the scope of
services provided by the statutory health insurance
or the services for which the patient is responsible, largely depends on the individual insurance
premiums.

Cost reimbursement systems

The following chapter describes the invoicing system and the ways of new (medical) services in the
reimbursement.
Outpatient Sector
In the outpatient sector there are two independent
general agreements for the private health insurance and the statutory health insurance, based on
which a nationwide billing system for approved
and paid services has been agreed. The „uniform
evaluative standard“ (UES) is applicable for the
statutory health insurance. The UES is a catalog of
medical services, that defines and assesses and
with the help of which the doctor is paid an amount
of money for providing a relevant service. For
private health insurance schemes the comparable
regulations are specified in the „Official Schedule
of Fees for Physicians“. For approved services the
medical devices used are either already covered
by the default tariffs or the cost of resources are
invoiced by the service provider in accordance with
the actual costs (as stated on the invoice), for example, costs of dressings that are either exhausted
after use or those that the patient holds on to for
further use.
For services that are not covered by the statutory health insurance, individual contracts can be
concluded between insurers and service providers.
Under the statutory health insurance scheme the
provision and billing of these additional services
was agreed in so-called selective agreements.
Medical devices that are used at home and are
reimbursed under the statutory as well as private
health insurance schemes are listed in specific
directories. In the statutory health insurance scheme, this is the catalog of auxiliary devices, which is
a list of recommendations that are almost binding
in nature. The individual insurance companies
offering private insurance produce individual lists
of auxiliary devices.
Inpatient Sector
In the inpatient sector the billing of the services
required for the treatment of patients with statutory health insurance as well as the privately insured
patients is carried out on the basis of a fee-percase system that is in use throughout the country,

the German Diagnosis Related Groups (G-DRG)
system. In the year 2015 there are a total 1,200
different DRGs in Germany. Each hospitalization of
a patient is assigned to one of the 1,200 DRGs with
a defined compensation. With the DRG-case-based
flat rate all costs are covered, i.e. all personnel,
material [including medical devices] and infrastructure costs of hospitalization of the patient.
The DRG classification system uses case-related
coding rules that apply to diagnoses (ICD-10 German modification) and procedures (OPS, operations
and procedure codes). The content of the G-DRG
system is further developed each year by a special
institute (Institute for the charging system in the
hospitals). The amount of DRG-compensation is
based on empirical cost data collected from several
hundred German clinics.
For very cost-intensive services there are two
options of compensation that are used in addition
to the valid DRG case-based flat rate. On the one
hand there is a NUB process (NUB: New screening
and treatment methods) for the additional financing of innovations. Once a year the hospitals can
query the DRG Institute to find out whether the
conditions are fulfilled so as to negotiate temporary
additional charges (NUB) for individual hospitals
with the payers. If there is a positive response to
the NUB-query the hospital may negotiate charges
with payers on-site. The NUB-process exists since
2005 and is used in many cases. The success rate
measured by the number of questions is rather
low. Reason for rejection may be that the requested
methods are no longer an innovation or are already
covered by the existing case-based flat-rate.
In addition to the NUB-process there is as a further
option to invoice an additional charge over and above the DRG-case-based flat-rate, which however
is not restricted to innovations. In 2015 there are a
total of 170 additional charges some of which are to
be negotiated for the individual hospitals.
Typical examples of existing NUB-billing options
and additional charges with reference to medical
devices include procedures for implantation of coated coronary stents or certain methods of neurostimulation therapy.
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The reimbursement for medical devices

For the reimbursement of innovative medical
devices the assignment to the utilities sector, in
which they are used, will be crucial. In the outpatient sector of the statutory health insurance
if it is intended to include the associated medical
services in the liability of the statutory health
insurance, then an evaluation of the method must
be performed. The reason for this is the Authorization right. In the case of a positive outcome of
the assessment the user can be covered by the
statutory health insurance. This is because when
it comes to judging the high demands on the clinical evidence, wherever possible, innovations are
reimbursed first, on the basis of individual, regional and time-limited contracts between providers
and payers.

When it comes to innovations used in inpatient
treatment, given the prohibition right, the primary
question is that of the pricing. This is because the
new method can be used in each case and can
be billed with the existing case-based flat rates
or additional charges as long as the basic principles of quality and cost-effectiveness are not
violated. If the innovation is not shown properly in
the existing accounting system, hospitals can put
forward NUB-queries and in the case of a positive
decision, they can negotiate temporary additional
charges for individual hospitals. If the innovation
can be financially covered to an adequate extent
by the existing options in the DRG-system it helps
an optimized marketing and distribution system.
This is because there are many manufacturing
companies in direct competition with each other.

Generic Product
More expensive than
established procedures / Products

Health economics
argument
Optimized Marketing &
Sales

Cheaper than or as
expensive as the established procedures /
Products

Optimized Marketing &
Sales

Innovation
In-patient
New methods of Diagnosis and Treatment
Outpatient
Evaluation of the
methods
Individual contracts
In-patient
Optimized Marketing
& Sales
Outpatient
Evaluation of the
methods
Individual contracts

Table: Routes of entry into the reimbursement - Generic product vs. Innovation
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Evaluation of the methods

In certain situations the stakeholders of the statutory health insurance undertake a systematic
assessment of screening and treatment methods
in Germany against the background of the cost
reimbursement systems.
The statutory health insurance has its own consulting and certification service the so-called Medical
Advisory Service of the health insurance fund.
At the regional level, this service takes over the
assessment of individual cases for the statutory
health insurance. At the supra-regional level, the
service also performs general evaluations of methods used in medical procedures.
The evaluations of methods refers specifically to:
•	Treatment methods in the context of the NUB-
process that have been accepted by the Institute
for the charging system in the hospitals.
• Innovations in auxiliary devices, for which an
application is submitted for inclusion in the
catalog of auxiliary devices.
•	Special reports on orders of the statutory health
insurance
The statutory health insurance uses the results
of the evaluations to decide whether they are in
agreement with the compensation for the respective treatment.

In-patient
Methods

Being the highest decision-making body in the statutory health insurance, the Federal Joint Committee‘s (FJC) evaluation of methods is overriding
and of far greater significance. The Federal Joint
Committee also makes a binding decision whether
the statutory health insurance community has
a liability for insurance benefits and whether it
should bear the cost of the respective treatment as
a matter of principle.
The FJC has committees and sub-committees
that prepare the decisions. Decisions on the draft
resolutions will be made in the FJC-house. The
13-member House is composed of representatives
of the most senior body of the statutory health
insurance, the interest group of the German hospitals, the doctors and dentists, as well as three
impartial members. The FJC relies on the work
of its committees and sub-committees and the
report from the Institute for Quality and Efficiency
in Healthcare (IQEH). The FJC can instruct the IQEH
to prepare (benefit) reviews on medical procedures
and the conclusions of this institute can be incorporated by the FJC in its decision-making.
The work of the FJC can affect treatment methods
– including those that rely on the use of medical
devices – particularly in two ways:

Federal Joint
Committee

§ 137c

Institute for
Quality and Efficiency in Health
Care

Outpatient
Methods
Application for assessment in accordance with Social
Security code V

Federal Joint
Committee

Scientific evaluation
of the method - the
highest requirements
for clinical evidence

§ 135

Nationwide valid
decision on liability of
the Statutory Health
insurance

Graphic: Evaluation of methods with nationwide impact in the statutory health insurance scheme.
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1.) In evaluation procedures pursuant to section
135 SGB V the question is all about whether a treatment method as an outpatient service is covered
by the statutory health insurance scheme. Should
the evaluation of the method and the decision of
the FJC turn out to be positive, the authorization
right discussed earlier, in the outpatient sector
is converted into an active permission. The result
is the inclusion of the (medical) service in the
UES-catalog and a reimbursement of the cost of
associated medical devices by the statutory health
insurance.
2.) In evaluation procedures pursuant to section
137c SGB V the question is all about whether a treatment method as an inpatient service is covered
by the statutory health insurance scheme. Should
the outcome of the evaluation of the method and
the decision of the FJC not be favorable, then the
prohibition right discussed earlier, in the inpatient
sector is converted into an active ban. The result
is an exclusion of the liability to cover under the
statutory health insurance scheme for the method
in the stationary sector, so that the method and the
associated medical devices in the context of inpatient treatment cannot be reimbursed by the statutory health insurance. The manufacturer then has
the option to initiate court proceedings or embark
on new patient groups or indications.

In both cases, the evaluation and decision-making
procedures of the FJC can be initiated only by certain institutions, who have submitted an application
for assessment to the FJC and have obtained the
FJC‘s approval. The representative groups in the
house of the FJC in particular are eligible to apply.
The evaluation of a method takes into account
three aspects: diagnostic or therapeutic benefits,
medical necessity and economic viability. The reviews are based largely on clinical evidence, which
must meet very stringent requirements.
In addition, there is a statutory regulation since
2013 (Section 137e of the Social Security Code V,
generally known as trial regulations) that allows
the FJC and also the direct manufacturers of medical devices to initiate a clinical study. The purpose
of the trial regulation is to generate missing evidence based on which a decision about a statutory
health insurance -liability can be made. Whether or
not a treatment method meets the conditions needed to be eligible for a clinical trial initiated by the
manufacturer of the medical device will be clarified
in the preceding application process. Regardless of
who initiates the study (FJC, or manufacturer) the
study will be carried out in Germany and financed
jointly by the manufacturer and the the statutory
health insurance community. The manufacturer
usually has to bear the overhead costs of the study
and rules are in place to limit the total cost to be
incurred by small and medium-sized enterprises.
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Conducting Studies

Germany offers excellent starting conditions to
conduct clinical studies. Besides a well-established
legal framework there is a high density of hospitals
with excellent medical infrastructure and competent
personnel and a vast experience in the implementation of clinical studies. This concerns especially the
32 university hospitals in Germany.
These good starting conditions are also reflected in
the number of studies that are conducted in Germany. The world‘s largest clinical trials registry
clinicaltrials.gov has almost 1800 studies related to
medical devices in April 2015 with the participation
of at least one German Center.
Conducting a study in Germany requires the involvement of various stakeholders. Generally the
sponsor of the study commissions a Study Center
(Clinical Research Organization, CRO) that takes
charge of conducting the study and co-ordinates
with all concerned parties. Among other things the
tasks include the compliance with the legal requirements, the application for registration of the study
with the competent authorities, the approval from
an ethics committee (which approves the study from
the ethical perspective), as well as the recruitment
of clinical trial sites and the contracts with suppliers
of materials.

Studies conducted for the collection of data as part
of the EU-Conformity assessment process tend include less time-consuming studies. However, if data
is to be generated to satisfy the requirements of if
an evaluation of methods by the FJC, then normally
a high quality study with a methodologically sophisticated study design needs to be implemented and
accordingly demands a major investment.
In the context of § 137e of the Social Security Code
V, the FJC offers advice to interested manufacturers.
In the consultation process the manufacturer may
put questions to the FJC to find out about the requirements for the quality of the clinical evidence that
would be associated with the evaluation of a method.
From the responses received the manufacturer shall
determine whether the existing clinical trials comply
with the requirements or the conditions that must be
met in the case of future studies, in order to produce
a positive evaluation of methods by the FJC.
Based on the results of the consultations, the
manufacturer can decide whether he wants to
conduct a further study, or if he should conduct this
independently or whether he should try to initiate a
study co-financed by the statutory health insurance
in conformance with the Trial regulation and then
follow it up with an evaluation of the methods.

Prospect

The requirements for obtaining an authorization
to market medical devices at the European level
are currently going through a phase of upheaval.
In the foreseeable future the European guidelines
would form a part of the national guidelines and
regulations. It is to be assumed that there would be
somewhat more stringent requirements particularly for medical devices belonging to the higher
risk classes. In parallel to this, a new procedure
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for evaluation of methods is being developed in
Germany for medical devices belonging to the risk
classes IIa and IIIb, and this would bridge the gap
between the NUB-process and the Trial regulation
(§ 137e of the Social Security Code V). In future
whenever hospitals put forth a NUB-query for an
innovative method in order to obtain additional
compensation, the methods will be evaluated by
the FJC.

Summary

Access to the European market begins with the
proof of conformity in compliance with the European Directive on Medical devices. At the national level the manufacturer of the medical device
must take into account the national systems of
healthcare and cost reimbursement. In Germany,
the manufacturer is confronted with a system
that is characterized primarily by the statutory
health insurance. This statutory health insurance
is financed by insurance premiums and is almost
fully managed with the participation of many stakeholders. For innovative procedures essentially
based on medical devices, the way to reimbursement in the inpatient sector turns out to be easier
than in the outpatient sector. Firmly established
processes for evaluating methods can affect the
basic eligibility of a treatment method for reimbursement under the statutory health insurance

scheme. Appropriate evaluation procedures are
based on clinical evidence and go hand in hand
with high demands on the methodology of the
study. In Germany you find conditions that make
it easy to conduct high-quality studies. Meanwhile manufacturers of medical devices can submit
applications for conducting clinical studies jointly
financed by the payers of the statutory health
insurance. The requirements for obtaining an
authorization to market medical devices at the
European level will become more difficult in the
future. In future, the option of extended financing
of innovations in the German inpatient sector for
medical devices belonging to the risk classes IIb
and III shall be coupled with an evaluation of the
methods.

Useful Links

Equipment

Internet address

Federal Ministry of Health, BMG

www.bmg.bund.de

Ministry for Economic Affairs and Energy, BMWi

www.bmwi.bund.de

Germany Trade & Invest, GTAI

www.gtai.de

Health – Made in Germany

www.health-made-in-germany.com

National Association of Statutory Health Insurance Funds

www.gkv-spitzenverband.de

The Association of Private Medical Insurance Companies

www.pkv.de

Federal Joint Committee

www.g-ba.de

Institute for Quality and Efficiency in Healthcare

www.iqwig.de

Institute for the Charging System in Hospitals

www.g-drg.de

Association of Statutory Health Insurance Physicians

www.kbv.de

German Medical Association

www.bundesaerztekammer.de

Medical Advisory Service commissioned by the Association
of Health Insurance Companies

www.mds-ev.de

German Health Insurance Medical Service, MDK

www.mdk.de
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