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From care with medical technical aids to the operating room: Medical devices increase the quality of life and save lives
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Minister of Health Hermann Groehe
at the BVMed general meeting

Dr. Meinrad Lugan
Chairman of the Board of BVMed

Foreword

How Are We Going to Deal with Medical Progress?
Dear Members,

Two other aspects are especially important to us:

Politics, health insurance funds, physicians, patient
representatives and medtech companies have one goal
in common: high-quality medical care for patients with
state-of-the-art science and technology.

> In 2015, BVMed is working towards a joint quality
initiative of health insurance funds, hospitals,
physicians, and the industry in order to improve
patient care and processes in the healthcare system.
A good example is the Endoprostheses Register
With the help of the cross-departmental “Medical
Germany (Endoprothesenregister Deutschland, EPRD)
Technology Strategy Process” started in 2011, the governwhich has been developed jointly with the
ment has been on the right course towards further
professional medical association and the federations
improving the transfer of innovations so that medicalof the health insurance funds.
technological progress reaches patients faster. The
strategy process will also continue also in 2015.
> We also hope that a broad social debate will take
place about the way that medical-technological
What matters for the medical technology companies is
progress is used. How are we, as a society, going to
the coordination of projects in the EU member states
deal with innovations? How important is timely
with the European legislation. This concerns especially
access to innovative medical technologies for the
the discussion about the new European Medical Devices
patients? What types of risk are considered
Directive (MDD). We reject a cross-European centralized
acceptable for any given beneﬁts? How many barriers
approval of medical devices. There is no indication
do we create or dismantle in order to make the best
that state authorities as such are better qualiﬁed for the
possible and aﬀordable treatment available to our
approval of medical devices than the Notiﬁed Bodies.
patients? How can we return to an objective discussion
Existing problems can and should be solved within the
without general distrust regarding new developsystem. This includes further improvements of the
ments? These are the intriguing questions we want
notiﬁcation and monitoring of the Notiﬁed Bodies as well
to discuss with our partners in the healthcare system.
as better controls of manufacturers and the market.
Together we will continue to shape health and extend
high-quality care with modern medical technologies,
save lives, restore mobility, and help to improve people’s
quality of life.
Yours

Chairman of the Board of BVMed
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Education, research, manufacturing, and quality assurance in medtech companies focus on one goal: helping patients

Market and Member Developments
Member development

For the time being (March 2015), 230 industrial and
trading companies are members of BVMed. In 2014,
9 companies joined BVMed. In early 2015, another
two joined as well, while 6 companies left BVMed. There
were also 7 instances of acquisitions or mergers in
2014. Despite noticeable consolidation processes and
increasing pressure on margins, the number of
members of BVMed is still at a high level. A complete list
of members can be found on pages 22 and 23.

Market development

The latest BVMed survey conducted in autumn 2014
shows that the medical technology sector in Germany is
coming under increasing pressure. The most important
results are:
1. The German market for medical devices is still
unsettled. While the average sales growth is at 3.4
percent, the companies’ proﬁts are declining,
the margins are decreasing. This is mainly due to the
increasing price pressure through hospitals and
purchasing groups and low ﬂat rates paid for medical
technical aids.
2. Overall, the companies consider the climate for
innovations in Germany to be less favorable than in
the previous years. The BVMed innovation climate
index fell from 6.2 to 4.9 on a scale of ten. The
companies criticize a policy by health insurance funds
that is hostile to innovations, bureaucratic procedures,
and the low level of remuneration in Germany.
The indication areas that the BVMed companies view
as particularly innovative are cardiology, oncology,
and neurology.
3. Despite the diﬃcult domestic situation, the medical
technology industry continues to be a job engine.
51 percent of the companies created jobs, only 8 percent
cut jobs. The job prospects for junior staﬀ are rated
very good or good by 95 percent of the companies.
Especially medical technicians and engineers are in
demand. Vacancies can be found particularly in sales.

Manufacturing of medical technology
in Germany

The total revenue of the manufacturing medical technology companies in Germany increased by 2.2 percent

4

to 22.8 billion euros in 2013, according to the oﬃcial
economic statistics. In the previous years, revenue had
increased by 4 percent (2012), 6.9 percent (2011) and
9.4 percent (2010) respectively, after it had sunk during
2009, the year of crisis, mainly due to lower export
volumes. Foreign sales in 2013 rose by 2.5 percent to a
total of 15.5 billion euros. Domestic sales rose by 1.4
percent to a total of 7.3 billion euros.
This means the medical technology industry in Germany
has export rates above 65 percent!

Expenditure on medical devices in Germany

Healthcare expenditure on medical devices (excluding
investment goods and dental prostheses, but including
dealer margins) in Germany was at around a total of
29 billion euros in 2012 (source: Healthcare Expenditure
Report 2012 of the Federal Statistical Oﬃce, April 2014).
Of this amount, 15.2 billion euros were spent on medical
technical aids (all cost bearers) and 12.8 billion euros
on other medical services. In addition, around 1 billion
euros are spent on dressings and bandages, which are
grouped under drugs. Of all the expenditure on medical
devices, the Statutory Health Insurance (SHI) spends
around 17.7 billion euros (about 61 percent). The SHI
spent 6.5 billion euros on medical technical aids, and 11.2
billion euros on other medical needs.

Above-average innovative capacity

Medical technology is a dynamic and highly innovative
industry. German medical technology manufacturers
make around one third of their sales from devices that
are less than three years old. On average, medtech
companies invest around nine percent of their revenue
in research and development.

Jobs and medium-sized companies

The medical technology industry employs a total number
of 190,000 people in over 12,600 companies in Germany
(source: Eurostat, August 2013). Another nearly 30,000
employees work in the retail sector for medical and
orthopedic goods. Apart from a few large companies,
the sector mostly consists of medium-sized businesses.
95 percent of all businesses have fewer than 250
employees.

BVMed general meeting in April 2014 with
Federal Minister of Health Hermann Groehe

Round of health talks “Gesprächskreis Gesundheit” with
chairman of the parliamentary health committee, Dr. Edgar Franke

Healthcare Politics
process of the German Care Reinforcement Law (Versorgungsstärkungsgesetz), which regulates the evaluation
of new examination and treatment methods with
high-risk class medical devices, we held many talks with
political decision-makers, ministries and, not least,
representatives of the self-governing bodies. What was
important in this respect was the support for a
regulation which will continue to allow fast market
access for innovative medical devices.
Also with regard to medical technical aids and homecare,
Strategy process medical technology
many political talks were held and events with a political
The dialog between the Ministries of Research, of Health, focus were organized. The main issue in this respect
and of Economics as well as the medtech companies
was the way the current legal regulations are implemented
is based on solid foundations, as the active continuation by the health insurance funds. BVMed especially
of the medical technology strategy process shows. In
underlined the fact that a competition based purely on
this way, the federal government is on the right course
price must be replaced by a true competition for
towards further improving the transfer of innovations so quality. Otherwise, there is a danger that the quality of
that medical-technological progress reaches patients
care for patients will suﬀer, the ﬁrst signs of which
faster. In May 2014, another medical technology
can be seen already.
strategy conference took place. The importance of medical Therefore, BVMed has decided to develop a concept for
technology is also evident from the government’s new
the future supply of medical technical aids. This is
hightech strategy “Innovations for Germany”. Within the coordinated together with other associations and political
focus area of research “Gesundes Leben” (“Healthy
decision-makers. The relevant legislation is expected
Life”), innovations in medical technology play a major
during 2015.
role.
BVMed goes Brussels
BVMed and its member companies will continue to
At the European level, 2014 was characterized by the
play an active role in the medical technology strategy
elections to the European Parliament and the new setup
process. To this end, the association will regularly
of the European Commission. After the ﬁrst reading
organize events, discussions with state secretaries and
of the Medical Devices Directive in the European
oﬃcials from the relevant ministries and the project
Parliament shortly before the European elections, we are
management agency of the strategy process. Another
still waiting for the Council’s position on this topic and
positive development is the innovation fund for
the promotion of innovative, cross-sectoral types of care. the start of the so-called trialog between Council,
Parliament and Commission. With our healthcare politics
BVMed has advocated for the inclusion of the
campaign “BVMed goes Brussels” we are in intensive
medtech industry in the circle of those who will be able
dialog with German decision-makers in Brussels. BVMed
to apply for funds.
is arguing for improvements of the present system.
Healthcare political activities
We reject a cross-European centralized approval system
During the past year, BVMed has been concerned with
for medical devices, for there is no evidence
the beneﬁt evaluation of medical-technological
that centralized approval is safer than the established
procedures through a large number of events and formats. procedures with the Notiﬁed Bodies. For us, an
These include one-on-one talks with members of
important aspect in this context is an improvement
parliament, rounds of talk, parliamentary breakfasts and of the notiﬁcation and monitoring of the Notiﬁed Bodies.
receptions, the BVMed summer summit and a decisionmaker event. In the run-up to and during the legislative
Healthcare politics in 2014 were characterized by
the new federal coalition government of CDU / CSU and
SPD. Early on, Minister of Health Hermann Groehe
entered into dialog with the medtech industry. During
the BVMed general meeting and many visits to
companies, discussions about the needs of the industry
took place. The new government also regards medical
technology as an important factor for the economy, the
labor market, and growth.
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Neurostimulation for chronic migraines

Fighting cancer with nanomedical particles

Transfemoral catheter system

Beneﬁt Assessment
From the point of view of the medtech companies the
with regard to the planned regulation, and the
beneﬁt assessment of medical technologies is appropriate
development process must be made transparent.
and important. BVMed, however, advocates an adequate > The relevant beneﬁt criteria have to be deﬁned by
beneﬁt assessment that distinguishes medical
the legislation. Thereby, the particular characteristics
devices according to diﬀerent potential risks and degrees
of medical devices have to be considered.
of modiﬁcation (me-too procedure, step-by-step or
> In order to evaluate new examination and treatment
springboard innovation). Regarding new examination
methods with medical devices, speciﬁc scientiﬁc
and treatment methods the following questions will
guidelines must be developed.
obviously have to be asked: Where do we need
> The principle of “permission unless prohibited” has to
randomized controlled studies? Where do we need clinical
be retained. To this end, the appropriate remuneration
data? Where are other data suﬃcient?
has to be ensured during the entire assessment
procedure—from its very beginning to its completion.

BVMed positions regarding beneﬁt assessment

From the point of view of BVMed, additional beneﬁt
assessment studies for new examination and treatment
methods with a high risk potential can help gain
important insights from everyday care and thus further
improve the treatment quality for patients. Legislation,
however, must assure fast and nationwide access to
innovations while maintaining the principle of “permission
unless prohibited” within the hospital sector.
Moreover, the evaluation must clearly focus on examination and treatment methods that are new and carry a
high risk potential. Any relevant regulation must take
into account the special characteristics of medical devices
and ensure that the appropriate method evaluation
procedures by the Joint Federal Committee are conducted
according to a transparent process and will be ﬁnished
as fast as possible.

Consideration of special characteristics
of the medtech industry

The special characteristics of the medtech industry,
according to BVMed, include:
> the heterogeneity of the products,
> their short cycles of innovation, and
> a fundamentally diﬀerent mode of action compared
to medical drugs.
What must be taken into account is the fact that a
medical device is used as part of an examination or
treatment method and therefore the qualiﬁcation of the
user is—in contrast to medical drugs—a very important
aspect, also with regard to the outcome quality.

Developing individual methods

It is not possible to transfer the assessment and treatment methods that have been established for medical
New legal regulation
drugs to medical devices. Due to the wide variety of
The government will introduce the evaluation of new
medical technologies, there can be no single rule that
methods with high-risk class medical devices carried out regulates which study design must be demanded for the
in hospitals into the Statutory Health Insurance Care
relevant proof of beneﬁt. This must be deﬁned by
Reinforcement Law (GKV-Versorgungsstärkungsgesetz).
newly developed scientiﬁc guidelines. In order to achieve
From the point of view of BVMed the following changes appropriate, transparent and feasible beneﬁt assessment
should be made in the cabinet’s draft:
procedures, all those examinations that ensure a high
> Involvement of the manufacturers into the procedure rate of transferability of the results to the reality of care
from the beginning must be obligatory. Accordingly,
should be considered. Randomized controlled trials (RCT)
hospitals should only be allowed to make applications are neither possible in any case, nor are they ethically
with the approval of the manufacturer.
acceptable. The use and eﬃciency of a new method may
> In order to develop the deﬁnitions of the terms
be proved through case and observational studies,
“theoretical-scientiﬁc concept” and “particularly inva- insights from routine and accounting data, as well as
sive character” mentioned in the draft law, the
registers.
manufacturers’ expert knowledge must be involved
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Surgical devices and instruments

3D system for minimally invasive surgery

Self-anchoring sutures

Hospitals
Access to innovations in hospitals in danger

The proven principle of permission subject to prohibition
for new examination and treatment methods in
hospitals according to article 137 c of the Social Security
Code V has been challenged by the Federal Social Court
(Bundessozialgericht, BSG). In contrast to the intention
expressed by the legislation, the BSG interprets
the standard to mean that the regulation may not be
understood in such a way that all methods are
permitted for use in hospital unless they are prohibited.
It is therefore no longer only up to the Joint Federal
Committee (JFC), but to the health insurance funds to
review whether all the quality standards set by law
are observed.
The consequence of this legal decision can be seen in the
fact that especially innovative medical-technological
procedures, which are already represented in the G-DRG
system, are refused and denied by the cost-bearing
institutions. In this way, access to innovations is being
undermined. As a consequence, not all the insured
are able to beneﬁt from medical-technological progress
in the same way and in a timely manner. Therefore,
the fact that the principle “permission subject to
prohibition” in hospitals has been deﬁned more precisely
and clariﬁed by the draft of the Statutory Health
Insurance Care Reinforcement Law can be seen as the
suitable signal.

Discussion about trends in case numbers

Many expert opinions considered the reasons for the
dynamic development of the number of hospital cases.
They also looked at the assumption that increases in
services are induced by remunerations, focusing
particularly on procedures using implant technologies
and innovations. In contrast to the belief commonly
voiced in public debate, there were no signiﬁcant
increases in case numbers, e.g. for hip and knee joint
replacements. Recently, the ﬁgures in endoprosthetics
even declined, although due to the demographic
development they could be expected to rise.
Services that are valued higher and correspond to the
increase in case numbers are derived from the method
used for calculation and the cost survey by the German
Institute for Hospital Reimbursement (Institut für
das Entgeltsystem im Krankenhaus, InEK), which carries
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out the calculations. These are the results of the DRG
research assignment by the self-governing bodies based
on article 17b of the German Hospital Financing Law
(KHG). Higher valuation ratios can be attributed to the
costs causing them, such as surgical methods, labor
costs, and the costs of material. The related increase in
case numbers is not caused by higher valuations,
but by the adaptation and the part played by medicaltechnical progress and medical knowledge, like the
implementation of guidelines.
The DRG expert opinion referred to also comes to the
following result: Innovations do not conclusively
lead to a rise in case numbers. Neither the measuring of
the payment of additional remunerations, nor new
examination and treatment methods, nor new procedure
classiﬁcation codes could quantify this assumption.

Key points of the government and federal
state working group for the hospital reform

From 2016, the ﬁnancing of German hospitals and
therefore probably also the entire hospital landscape
will change signiﬁcantly. This can be expected from the
results of the hospital reform working group consisting
of representatives from the national and the federal
state level, which were presented at the end of 2014.
Their guiding principle is the quality of care as a basis for
safe and transparent hospital services.
In future, quality will be introduced by law as an additional
criterion to be considered in hospital planning. Further,
additional remunerations are planned for high quality
services and deductions for particularly bad quality.
Quality contracts between health insurance funds and
individual hospitals are also planned. The institutions
tasked with implementing these requirements are the
JFC and the partners in the self-governing system. A
structural fund will advance the restructuring process of
the hospital landscape, e. g. by transforming hospital
locations into local care institutions.
In future, it must be ensured that the calculation hospitals
are representative. BVMed will follow the implementation of the key points into a legislative process in a
constructive way, in terms of focusing on appropriate
quality-oriented care with innovative medical technologies.

Fixation instrument
for the treatment
of open ventral hernia

Care with medical technical aids: Wound care, incontinence care, artiﬁcial nourishment, and ostomy care

Medical Technical Aids
Current developments in the area of
medical technical aids

Despite enormous price reductions in many areas of
medical technical aids, the ﬁrst three quarters of 2014
saw a fast rise in expenditure on medical technical
aids in general by 9.3 percent to 5.81 billion euros.
According to the Ministry of Health, the main reason was
that costs for hearing aids have risen. The Federal
Association of the Statutory Health Insurance Funds had
to almost double the nationwide ﬁxed remuneration
amounts for profoundly hearing impaired persons. The
share of medical technical aids of the total expenditure
of the Statutory Health Insurance still only amounts
to four percent. This shows that medical technical aids
are still not among the cost drivers of the healthcare
system.

Competition for quality, not for price

In 2014, unfortunately, BVMed could still not discover
any rethinking taking place at the health insurance
funds. Still, all too often it is the competition for price
and not for quality that is the focus of the contract
negotiations. The number of tenders has increased
again, even in those areas where tenders are not useful,
e. g. medical technical aids with a high level of service,
such as decubitus care and the provision of wheelchairs.
With the lowest price being the single award criterion,
the price competition has reached dangerous levels
so that in some respects the principle of beneﬁts in kind
is being undermined at the expense of the patients.
For example, regarding absorbing incontinence products,
the surcharge for patients is often already higher than
the reimbursement for the manufacturer by the health
insurance fund.
With the increase in ﬂat-rate remunerations the health
insurance funds are shifting the economic risk more
and more to the care providers. These, at times, feel forced
to compensate for lower prices partly through savings,
aﬀecting the product or service quality or the required
number of products, as well as through additional
payments by the insured.
Only the appropriate medical technical aids with their
relevant product quality and the necessary service
provision or advice will lead to the successful implementation of therapeutic goals. BVMed therefore advocates
a competition for the best quality, and not for the lowest
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price. Negotiated contracts according to article 127,
section 2 of the Social Security Code V should be the
preferred contract option.

Prequalification (PQ) developed further

In 2014, the issue of prequaliﬁcation has been dealt with
intensely. The core issue was the development of
testing concepts for obtaining a comparable qualiﬁcation
as a technical director for diﬀerent areas of care. BVMed
and its professional experts together with other
signiﬁcant associations of service providers developed
relevant suggestions. The Federal Association of the
Statutory Health Insurance Funds, however, did not follow
these suggestions, but in the third update of the
prequaliﬁcation recommendations referred to existing
training concepts for certain areas, e.g. for rehabilitation
consultants. Other areas are still unregulated. BVMed
therefore advocates the targeted implementation
of timely solutions that are economically feasible for all
service providers concerned.

Third party consultants for
medical technical aids

In many areas of care, health insurance funds repeatedly
use third party consultants for medical technical aids.
In its political position statement BVMed shares the legal
opinion of the German Federal Social Insurance
Authority (Bundesversicherungsamt) that the employment
of third party consultants next to the Medical Review
Board of the Statutory Health Insurance funds is not
permissible because there is no legal authority to do so
and as it violates data protection regulations. BVMed
considers the structures that have already been created
by law (e. g. Medical Review Board of the Statutory
Health Insurance funds, article 13, section 3a of the Social
Security Code V) suﬃcient and useful. They oﬀer a solid
and adequate basis for the health insurance funds to
review the need for the supply of medical technical aids.
In order to improve the situation, the existing structures
should be equipped, ﬁnanced and extended to a
suﬃcient degree. This avoids the creation of economically
useless double structures as well as violations of
data protection rules which would aﬀect patient rights.

Homecare: Homecare companies care for patients with medical technical aids, enteral nutrition and surgical dressings –
at home and in nursing homes

Homecare
Importance of homecare

The demographic change and the related aging of the
population will lead to higher numbers of chronically ill
patients. The desire to live a self-determined life in one’s
own home will remain, though. Homecare companies,
with their long established structures and qualiﬁed
medical staﬀ, are able to contribute to meeting the rising
need for care. Homecare ensures that patients receive
medical technical aids, surgical dressings and special
medical nutrition together with any relevant productand patient-speciﬁc services at home and in nursing and
retirement homes.
Homecare also supports and coordinates the interfaces
between hospital and ambulatory care for the diﬀerent
areas of therapy, thus making an important contribution
to linking the care processes. This discharge management
is well established and a proven feature in many hospitals.
Especially for sensitive and life-saving care situations
that cannot be delayed, it is a necessary part of the
transfer from hospital to ambulatory care. These useful
structures need to be preserved for the future.

Establishing care standards

The gap between the continuously lower contractual
prices and the quality standards demanded by the
health insurance funds with regard to homecare is
increasingly endangering the ability to guarantee the
quality of care. In order to remain eﬀective in their
performance, the companies were forced to adapt their
internal as well as external care structures. This process
cannot be carried on indeﬁnitely. BVMed therefore
believes that the cost-bearing as well as the political
institutions have to specify the beneﬁt entitlement
of the insured persons, especially with regard to services.
To this end, the relevant institutions must oblige the
health insurance funds to monitor the fulﬁllment of the
contracts’ contents. Furthermore, the Federal Association
of the Statutory Health Insurance Funds must be
obliged to develop consistent care standards throughout
the country within a speciﬁed period of time.

Awareness for homecare

In October 2014, the ﬁrst Homecare Management
Congress took place. Politicians, costbearers, homecare
companies, and others concerned with the topic
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discussed the importance and the challenges of the
future care for chronically ill patients. The issues
the discussion focused on were the quality of care and
interfaces between diﬀerent institutions. Apart
from active public relations work in the home care ﬁeld,
the revised homecare brochure as well as the homecare
newsletter, which has been published since 2014
(www.bvmed.de/homecare-news), also help raise awareness for the importance of homecare.

Abolishment of the additional contribution
for disposable medical technical aids

Due to the rising number of ﬂat rates, the statutory
additional contribution is losing its function as a steering
instrument intended by law. For disposable medical
technical aids, the monthly ﬂat remuneration rate is less
than 30 euros in many areas. The introduction of the
statutory additional contribution of less than 3 euros is
uneconomical and leads to a signiﬁcant administrative
burden for both the service providers and the health
insurance funds. BVMed supports the abolishment of the
additional contribution for disposable medical technical
aids with ﬂat rates.

Electronic health insurance card

The electronic health insurance card has been obligatory
since January 1st, 2015. The advisory council of the
Electronic Register of Healthcare Professions (elektronisches Gesundheitsberuferegister, eGBR), which
BVMed takes an active part in, has developed a position
paper calling for the integration of all care providers of
non-physician healthcare professions into the telematics
infrastructure by providing them with an electronic
identity card for healthcare professionals. This will be the
only possible way to include them into the electronic
care processes from the beginning.

BVMed Social Law Day

In 2014, BVMed organized its second “Social Law Day”.
The event is organized by lawyers for lawyers. It was
concerned with current issues of the Social Security as
well as the Procurement Law. The focus was on the
implementation of the Law on Patient Rights, the legal
succession after health insurance fund mergers, the
contractual exclusion of additional cost agreements as
well as data protection.

Manufacturing of medical devices is regulated by the strict standards of a quality management system
designed especially for the medtech industry

WiKo – commentary on the
Medical Devices Law

Medical Devices Law
EU Medical Devices Regulations

The EU parliamentary elections in May 2014 led to a break,
and therefore the delay of the EU legislative procedure
for a European Medical Devices Regulation and a European
In-vitro Diagnostics Regulation. At the end of 2014, the
new Council of the European Parliament decided to build
on the consultations regarding the regulation proposals
of 2012 in the Commission, Parliament, and Council.
With the newly elected parliament also the staﬀ of the
EU Commission and the administrative responsibility
for medical devices within the Commission has changed.
It now reports to the Directorate-General for Internal
Market, Industry, Entrepreneurship and SMEs (DG
GROWTH).

Trialogue further delayed

The Council, or more precisely, the experts of the member
state ministries of health within the Council working
group on health, is still concerned with a systematic
review of the suggestions made by the Commission in
2012 as well as the political change proposals made
by the Parliament in 2013. Despite several suggestions for
compromises made by the Presidency of the Council,
which changes every six months, on the one hand and
the formerly responsible commissioner Mimica on
the other hand, there is still no common position of the
Parliament and the Council, or a trialogue, in sight.
Based on the current situation, the application of the
new European law cannot be expected before 2018 /
2019 at the earliest.
The Federal Ministry of Health declared that it intends to
hold on to the German Medical Devices Law for reasons
of clarity, despite the direct legal binding of the planned
European Medical Devices Regulation and the European
In-vitro Diagnostics Regulation as well as the respective
60 delegated acts, which clarify the two regulations
further.

controls of manufacturers and the market. BVMed
therefore welcomes the improvement of the notiﬁcation
and surveillance of the Notiﬁed Bodies introduced in
2014 through the EU Implementing Regulation 920/2013
and the Commission Recommendation 2013/473/EU
on audits and assessments performed by Notiﬁed Bodies.
The latter reinforces the dual surveillance of manufacturers and products by competent authorities and Notiﬁed
Bodies, which are now obliged to perform unannounced
audits with sample taking at the manufacturers and
their major suppliers every two or three years. Apart from
the unannounced audits, certiﬁcation audits are still
carried out at regular intervals (at least once every ﬁve
years) as well as yearly repeated audits in order to review
the quality management system.

National law

During the reporting period 2014, a number of German
laws were amended, including the Medical Devices Law
(Medizinproduktegesetz, MPG), the Medical Devices
Operator Ordinance (Medizinprodukte-Betreiberverordnung, MPBetreibV), the Ordinance on Clinical Trials with
Medical Devices (Verordnung über klinische Prüfungen
von Medizinprodukten, MPKPV), the Medical Devices
Security Plan Regulation (Medizinprodukte-Sicherheitsplanverordnung, MPSV), the German Institute of
Medical Documentation and Information Ordinance
(DIMDI-Verordnung, DIMDIV), and the Medical Devices
Fee Regulation (Medizinprodukte-Gebührenverordnung,
MPGebV).
On October 1st, 2015, a new legal provision will come
into force, which will oblige German hospitals to provide
patients who have been implanted with devices
according to appendix 3 of the Medical Devices Operator
Ordinance (cardiac pacemakers, artiﬁcial heart valves
etc.) with information on aftercare as well as to issue
implant cards for better traceability of patients. Hospitals
are obliged to store this documentation so that in case
No change of system
corrective measures become necessary, the aﬀected
BVMed supports the German government in its rejection patients can be identiﬁed within three working days.
of a centralized approval of medical devices in the EU.
Additionally, the processing for re-use of critical medical
There is no indication that state authorities as such are
devices must be certiﬁed by the Notiﬁed Bodies from
better qualiﬁed for the approval of medical devices than then on.
the Notiﬁed Bodies. Existing problems can and should
be solved within the system. BVMed advocates eﬃcient
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Safety devices to avoid needlestick injuries

Patient, Occupational and Environmental Safety
Hygiene and medical devices

Hospital infections, their causes, and ways of avoiding
them are an increasingly important issue. While the
numbers vary according to the source, it is a fact that
every year thousands of patients lose their lives because
of nosocomial infections. It is also undoubtable that
many of these infections could be avoided. For a number
of years, BVMed and its members have been making
their own contribution to hospital hygiene: the website
www.krankenhausinfektionen.info provides information
about the most important kinds of hospital infections
and their prevention.

IV management

Venous catheter systems (IV management) have been
found as a new topic to concern hygiene in medical
institutions. This is a labor- and cost-intensive therapy
with potential for optimization. During a round table
talk with hygiene and medical experts, the opportunities
that exist with regard to organization and procedures,
training, and choice of devices were demonstrated in
order to improve treatment quality and to avoid incidents.
BVMed advocates the fast professionalization of IV
management.

a safety mechanism. BVMed still sees need for action in
connection with ensuring safe injections.

Employee protection in medtech companies

The regulation on biological materials is relevant not
only for medical and care staﬀ, but also for the ﬁeld staﬀ
of medical technology companies. Potential dangers
can arise during the maintenance and return of devices,
especially with regard to any potential contamination
with biological materials. In 2015, BVMed will therefore
present a revised version of its “return papers”, containing
sample procedural instructions for companies and
recommendations for medical institutions.

Environmental protection in
the medtech industry

During the reporting period, the 7th amendment of the
Packaging Ordinance led to many discussions. The new
restrictive requirements are meant to put an end to
distortions of competition in the disposal of household
packaging, but they also aﬀect well-functioning disposal
concepts which ensure eﬃcient disposal of packaging
waste from medical institutions as part of so-called
“industry solutions”. In discussions with disposal experts
and representatives from the local authorities, BVMed
Reprocessing of medical devices
has worked towards a concept that will not jeopardize
Medical devices can cause infections not only if they
proven solutions which beneﬁt hospitals in particular.
are used wrongly, but also if they are reprocessed
Also, the continuously new requirements and restrictions
improperly or if they are not meant to be reprocessed at regarding the registration of substances that result from
all. BVMed is therefore still working to ensure that only
the REACH Regulation and the RoHS Directive on the
Restriction of the Use of Certain Hazardous Substances
those medical devices are reused whose reprocessing
with regard to safe reuse has been proven and validated. in Electrical and Electronic Equipment, are concerned
with reliability. The ban of substances in medical devices
The suggestion of the European Parliament to regard
is particularly signiﬁcant because this might restrict the
virtually all medical devices as reusable is unacceptable
function of these devices and thus their proper purpose:
with respect to patient safety.
preserving the life and health or quality of life of the
Employee protection in medical institutions
patients. On July 22nd, 2014, the ban of substances due
In May 2014, the revised Technical Rule for Biological
to the RoHS Directive came into force for medical devices
Agents TRBA 250 “Biological Agents in Health Care and
as well. With regard to the planned ban of DEHP and
Welfare Facilities” was published. It speciﬁes the require- other plasticizers, BVMed called for longer deadlines
ments of the EU Directive on the Prevention from Sharp
which would enable an assessment of the eﬀects of the
Injuries in the Hospital and Healthcare Sector from
ban of substances in other product areas.
2010, as well as the Regulation on Biological Materials,
especially the duties of employers with regard to
risk analysis. In general, instruments used must contain
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Communications and Media Work
New responsive design website

A clear structure, modern design, more service: In 2014,
BVMed completely relaunched its internet presence at
www.bvmed.de. The online service includes information
about the industry, the technologies, the legal framework,
as well as the launch of and remuneration for medical
devices within the Statutory Health Insurance system.
The new website automatically adapts to diﬀerent
devices, such as smartphones, tablets or PCs (“responsive
design”). It includes information about the examination
and treatment methods of medical technologies
grouped by body areas. The facts provided for patients
and their relatives are complemented by information
ﬁlms. BVMed oﬀers additional services through its body
navigation for medical-technological procedures and a
map of Germany containing company locations grouped
by cities and federal states. The company proﬁles
allow the selection of all manufacturers according to the
diﬀerent product areas.

Information campaign
“Maßstab Mensch” continues

Providing information about the importance and value
of medical technologies remains an important task of
BVMed: for the public, for healthcare, for the economy as
a whole. This is necessary because knowledge about
this highly heterogeneous industry and its characteristics
is still too limited. An important element of the BVMed
public relations work is the information campaign “Der
Mensch als Maßstab. Medizintechnologie” (Measuring
by the Human Standard. Medical Technology)
(www.massstab-mensch.de), which was started in 2010.
With its sophisticated aesthetics, large posters, and
unusual magazines the campaign is breaking new ground
in the medtech industry. The campaign will be continued
in 2015 and a new series of themes covering topics
from medical technical aids and homecare will be added.

Film service and “Aktion Meditech”

Medical-technological progress, an aging population,
new information technology: comprehensible and
up-to-date patient information is becoming more and
more important against this background. BVMed
has accepted this challenge for years with the medical
technology ﬁlm service “Filmservice Medizintech-
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nologie” (www.youtube.de/medizintechnologien) and the
Aktion Meditech campaign (www.aktion-meditech.de)—
in both cases working closely together with physicians
and patient groups. With its own channels on Youtube,
Sevenload and Myvideo, and in cooperation with
Doccheck-TV, the ﬁlm service reaches a wide audience.
Through the social media channels alone the BVMed ﬁlms
were watched over 100,000 times in 2014. In addition,
the ﬁlm material is presented through a number of TV
channels, and complemented by radio segments.

Social media and medical technology

Social networks have become an important element
of the communication activities of the medical technology industry. BVMed makes use of the opportunities that
social networks oﬀer, e. g. via its own Twitter channel
(www.twitter.com/bvmed) with over 1,000 followers as
well as a Facebook (www.facebook.com/bvmed) and a
Google+ presence.

Media work and the world of images

The “classical” media such as newspapers and magazines
will remain important for communications. Through
its continuous media work BVMed was able to assure
that in 2014, around 1,700 articles mentioned BVMed in
various print and online media, reaching over 90 million
readers. The weekly BVMed newsletter with more
than 8,000 subscribers remains an important feature
of the medtech industry. The other areas of media work
are our own collection of images, BVMed Bilderwelten,
press conferences, the annual media seminar, as well as
press releases, background services, guest articles,
and industry reports in German and English.
Ways to make the communication performance of the
medtech companies more professional were presented
at the tenth BVMed Communication Congress for
Medical Technologies, which took place in Berlin in June
2014. Furthermore, the BVMed communications
department organizes one-day seminars about media
work, patient communication, crisis management,
online communication, as well as social media and
marketing strategies.

Modern medical technology for the
heart and the circulatory system:
cardiac pacemaker without electrodes

Bioresorbable drug eluting
vascular stent

Transcatheter aortic valve for
implantation (TAVI)

Reports from the BVMed Expert Committees
BVMed oﬀers its members over 60 working groups,
sectoral interest groups, and project groups,
which function as a platform for constructive dialog
and exchange, leading to a joint formation of opinions.

Working group “Hospital market” (AK KHM)

The AK KHM deals with projects and activities regarding
the hospital buying process. The BVMed focus group
functions as a contact point for hospitals on behalf of
the medtech companies and brings together the
Working groups deal with issues of general concern to
industry-speciﬁc questions about the buying process.
all members on a continuous basis, irrespective of their
Together with the relevant purchasing organizations
particular products.
it discusses market requirements and process optimization during the buying process. Its range of tasks also
Sectoral interest groups consist of members working in
includes logistic processes between the companies,
a speciﬁc market or product area, who wish for additional service providers, and hospitals.
representation of their particular specialist interests.

Working group “Legal Affairs” (AKR)

The members of AKR and the 30 lawyers of the associated
“Network Medical Devices Law” answer questions
concerning legal matters from the BVMed working committees. To this end, AKR has formed 14 sub-working and
project groups. All the members of AKR and the network
A complete list of the groups of BVMed can be found at: update the BVMed loose-leaf commentary on the
Medical Devices Law “WiKo—Medizinprodukterecht”. The
www.bvmed.de/arbeitsgremien.
commentary is accompanied by the blog www.wikoWORKI NG GROU PS
mpg.de, which is updated daily. The blog is a dynamically
growing online law database, which currently lists
Working group “eStandards” (AKE)
around 400 court decisions about medical devices linked
The AKE is the representation of the BVMed members in to keywords and contains a full text search function.
the “Forum eStandards”. The forum consists of
Access to the WiKo blog is restricted to the subscribers of
representatives of hospital purchasing groups and BVMed the commentary. AKR mostly deals with the legal
member companies, and has established itself as a
issues “compliance” and “data protection in the healthcare
platform for the joint development and distribution of
system” on a national and European level. AKR provides
recommendations for electronic communication in
member companies and other interested parties with
the exchange of business data. The basis are the “industry legal assistance via publication of legal guidelines, journal
papers” published by the forum, which recommend a
articles, commentaries, blogs, symposia, and seminars.
standardized approach to implementing product
Working group
classiﬁcation, master data exchange, electronic data
interchange, and electronic invoicing. BVMed is a partner “Regulatory and Public Affairs” (AKRP)
of the “eCG” project Standards Supporting E-Commerce AKRP observes the regulatory industry environment and
participates in shaping it. To this end, AKRP
in the Healthcare System (Standards zur Unterstützung
cooperates with national and European expert groups
von eCommerce im Gesundheitswesen) funded by
such as DIN (German Institute for Standardization),
the Federal Ministry of Economics. As such, it works
towards the adherance to the recommended standards. Germany’s national accreditation body DAkkS, the Federal
Ministry of Health, the competent authorities of the
Another focus of the AKE is on the concept of the
UDI (Unique Device Identiﬁcation), which is meant to be federal states, ZLG (central authority of the federal states
introduced with the amendment of the European Medical for health protection with regard to medicinal products
and medical devices), the Notiﬁed Bodies, the Federal
Devices Law.
Institute for Drugs and Medical Devices, the German
Project groups are committees set up on a temporary
basis to deal with a speciﬁc subject and who provide
expert support to the board of BVMed and the management team in this particular ﬁeld.
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Eye surgery: Modern procedures for defective vision and cataract

Institute of Medical Documentation and Information, the
European Commission and its working committees,
Eucomed, the European Committee for Standardization
(CEN), ISO, and associated industry corporations. AKRP
also answers questions concerning regulatory matters
from the BVMed working committees. To this end, AKRP
has formed ten working and project groups. AKRP
rejects the introduction of an oﬃcial approval system for
high-risk devices. It supports the uniform application
and monitoring of the current legal framework across
the European Union by qualiﬁed Notiﬁed Bodies and
authorities. AKRP is in charge of editing the BVMed
information sequence “Medizinprodukterecht” (Medical
Devices Law), which currently consists of eleven
guidelines on diﬀerent regulatory and legal matters.

Working group “Environment” (AKU)

The members of AKU exchange information on the
relevant requirements posed by environmental law.
The members analyzed the restrictive requirements of
the 7th amendment of the Packaging Ordinance and
developed scenarios of how the proven industry-speciﬁc
disposal of packaging, e. g. from hospitals, can be
maintained. The members also dealt with the ban of
substances resulting from the RoHS Directive, which came
into force for medical devices, too, on July 22nd, 2014.
They released a statement in which they called for
the distinctive features of the industry to be considered
with regard to the planned ban of DEHP and other
plasticizers. An ongoing topic within AKU is the exchange
of information about upcoming listings, required
authorizations, and restrictions of substances according
to the European Union Chemicals Regulation REACH.
Moreover, “sustainability” became a permanent item on
the agenda to be considered in the strategy of medtech
companies.

Healthcare Compliance Committee (HCCC)

The regulations governing the cooperation between
industry, medical institutions, and physicians were an
important topic for the association last year as well. The
cooperation of these institutions is essential in order to
be able to continue the joint development of innovative
medical devices in the future. BVMed presents information about this issue during events, in publications, and
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Cataract surgery

through the website www.medtech-kompass.de. The
Healthcare Compliance Committee (HCCC) deals with
important questions that are relevant for the industry as
well as with the development of subject areas. BVMed
has moderately revised the Medical Device Codex,
which was introduced in 1997, and made some editorial
changes to it. What was not changed was the basic
concept that the codex should not create its own legally
non-binding regulations. Its aim is to decipher and
present the legal framework in Germany in a straightforward way, that is easy to understand.
The relevant legislative process in Germany focused
especially on the discussion about the amendment of
article 299a of the Criminal Code—bribery in the
healthcare system. In this context, BVMed organized its
Healthcare Compliance Summit with healthcare
compliance experts and decision-makers. BVMed considers
it to be important that a clear and transparent regulation
is agreed on, which will not criminalize established and
proven cooperation models.

SECTOR AL I NTEREST GROU PS
Sectoral interest group “Eye Surgery” (FBA)

FBA represents the manufacturers and distributors of
medical devices used in surgery on or in the eye,
especially intraocular lenses (IOL). The FBA challenged
the deﬁnition of quality standards for IOL by bodies
of the Statutory Health Insurance as a prerequisite for
remuneration and demanded alterations of this
procedure. The sectoral interest group also continued
its information campaign about the additional
beneﬁts of innovative IOL through its “Cataract Initiative”
(www.initiativegrauerstar.de).

Sectoral interest group
“Brachytherapy” (FBBT)

The working group Seeds / prostate cancer of the sectoral
interest group FBBT supports the inclusion of this
technology into the SHI service catalog. On behalf of the
companies involved, BVMed accompanied a method
evaluation and quality assurance process of the JFC with
a statement and by participating in the hearing.

Modern medical technology for the musculoskeletal system:
Knee endoprostheses

Hip endoprostheses system for less
invasive surgical techniques

Intervertebral implant
for the lumbar spine

Sectoral interest group “Diabetes” (FBD)
important, because the government is planning a generFBD aims to raise awareness for the widespread disease al register of implants.
diabetes. At the center of its activities are intensive
Sectoral interest group
public relations and press activities as well as the pre“First-Aid Material” (FBEH)
sentation of information relevant to patients and with
FBEH is the interest group of the manufacturers of ﬁrst
regard to prescriptions. These means are part of the
activities implemented by FBD in cooperation with other aid materials and kits, which are used for cars,
motorcycles, and businesses. Its members campaign for
associations to ensure high-quality and comprehensive
the continuous adjustment of ﬁrst aid materials
diabetes care. At the geriatric care trade fair ALTENPFLEGE-Messe 2014, FBD also organized a presentation
according to the latest ﬁndings of modern emergency
about interface solutions in diabetes care.
and disaster medicine. In 2014, the revised standards
DIN 13164 and DIN 13167 about ﬁrst aid materials
Sectoral interest group “Diagnosis Related
for cars and motorcycles were published. The new items
Groups—Hospital Financing” (FB DRG)
respond especially to the requirements concerning
FB DRG accompanies the further development of
practical usage and the increased hygiene needs of the
the G-DRG system, focusing especially on the appropriate public. FBEH and the Working Group “Communications”
representation of medical technologies. FB DRG
(AGK) of the manufacturers of ﬁrst aid kits for cars
coordinates the suggestions made for the further
provided information about the revision of the standards
development of the DRG and OPS classiﬁcation within
and the duties of the users through their press activities.
BVMed. In cooperation with the Association of Medical
Sectoral interest group “Homecare” (FBHC)
Controllers, Verband der Medizincontroller, FB DRG is
The aim of FBHC is stressing and strengthening the
carrying out a survey about the remunerations for new
importance and the role of homecare in ambulatory care.
examination and treatment methods in the hospitals.
Through various projects, the decision-makers in the
In addition, the sectoral interest group is in dialog with
healthcare system are provided with targeted information
the hospital federations, the health insurance funds
about homecare. Moreover, FBHC and the Working
and the hospital market associations.
Group for Homecare Public Relations (Arbeitsgruppe
Sectoral interest group
“Öﬀentlichkeitsarbeit Homecare”, AG ÖHC) successfully
“Endoprosthetics—Implants” (FBEI)
organized the ﬁrst Homecare Management Congress.
FBEI continued to focus on the negative public discussion Its other tasks are active press and public relations
about joint replacements, which was still an immense
activities with a regular homecare newsletter and the
media topic. The FBEI presents the value and the beneﬁt website www.perspektive-homecare.de as well as planning
of endoprosthetic care to the political decision-makers
BVMed fora at the REHACARE fair in Duesseldorf and
the ALTENPFLEGE fair in Hanover.
and the public. Another focus of its work is the
Endoprostheses Register Germany (Endoprothesenregister
Sectoral interest group
Deutschland, EPRD), which BVMed, the relevant
professional society, and the health insurance associations “Cardiac Medical Devices” (FBKMP)
FBKMP is concerned with medical technologies that are
are important partners. The register has been working
successfully for more than one year. The most important used in cardiovascular treatments and examinations.
issues were the challenges posed by its implementation, Working groups and projects within the sectoral interest
group exist for active implants (cardiac pacemakers,
the concept for the evaluation as well as the further
ICD-CRT systems, telecardiology), interventional
professionalization of the oﬃce serving a continuously
technologies (stents), as well as interventions through heart
expanding register. The Federal Ministry of Health has
promised to continue funding the register. For the future, surgery, such as prosthetic heart valve technologies,
the precise design and integration of the register will be cardiopulmonary systems, or artiﬁcial heart technologies.
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Diabetes: Insulin pumps and continuous glucose monitoring for children with diabetes

The sectoral interest group also accompanies the
therapy approach of renal denervation for high blood
pressure. To this end, a discussion paper about the
application of the quality imperative was prepared. The
website www.herzstimulation.info presents comprehensive technical information for physicians about
cardiac pacemakers, implantable deﬁbrillators, telemedicine applications, and electrodes. An exhibitors’
advisory council is in dialog with the medical societies
and professional associations regarding conventions
and further training activities.

aids, the sectoral interest group published an information
card as well as an information leaﬂet for patients in 2014
(www.bvmed.de/infokarten).

Sectoral interest group
“Market Access” (FB MA)

The sectoral interest group Market Access combines
the activities for the optimal market launch of innovative
medical devices. FB MA understands this to mean
safeguarding, adequate reimbursement levels and
overcoming access barriers to remuneration and refunding.
Beneﬁt assessment and healthcare research are
Sectoral interest group
important issues dealt with as well. In addition, legislative
“Artificial Feeding” (FBKE)
processes and market access initiatives are actively
FBKE is actively involved in the restructuring of the
commented on, too. FB MA increasingly deals with
prescription guideline Arzneimittelrichtlinie (AM-RL).
questions regarding the methods used for beneﬁt
It campaigns for the medically necessary, suﬃcient, and assessment. It played a decisive role in developing and
appropriate supply and reimbursement of medical
drawing up a 5-point plan of BVMed concerning the beneﬁt
enteral nutrition. In order to assure legal clarity regarding analysis of medical technologies.
the prescription and use of enteral nutrition products
Sectoral interest group
and to disseminate this internationally, the sectoral
interest group compiled the category system for enteral “Mechanical Thrombosis Prophylaxis” (FBMT)
FBMT is concerned with all matters of physical thrombosis
nutrition in English. During the Geriatric Care trade fair
prophylaxis. Its members developed a background
in Hanover in 2014, FBKE organized talks on care
paper on the situation in German hospitals regarding
competence in nutritional medicine, and on nutrition
the handling of compression therapy, and discussed this
therapy. FBKE is in close contact with the “Diätverband”,
paper as well as possible solutions with nursing science
the association of the manufacturers of food for
institutions. In addition, FBMT provided professional
special dietary use.
advice to the regional working-group of the German
Sectoral interest group “Health Insurance
Organization of Nursing Professionals (Deutscher BerufsLaw for Service Providers” (FBLL)
verband für Pﬂegeberufe, DBfK) for the revision of
FBLL is concerned with current issues of the social security the recommendations for thrombosis prophylaxis in
as well as procurement law. In 2014, the focus of its
nursing care, “Handlungsempfehlungen zur Thromboseactivities was amongst other things on the use of third
prophylaxe in der Pﬂege”.
party consultants for medical technical aids, the EU
Procurement Directive, legitimate requirements, and care Sectoral interest group
“Modern Wound Care” (FBMW)
provision according to article 127, sections 1 and 2 of
the Social Security Code V. Apart from that, the FBLL was The aim of FBMW is the improvement of access to
involved in the work of the Medical Technical Aids
care for chronic wounds. In order to generate valid data
Interest Group, Interessengemeinschaft Hilfsmittelveron the current care situation, the sectoral interest
sorgung (IGHV), in which several associations cooperate. group commissioned a survey among health insurance
The sectoral interest group played a signiﬁcant role
funds and appointed an institute with the data analysis
in the second BVMed Social Law Day. In order to inform
in order to obtain empirical data. Moreover, talks were
patients and physicians about the eligibility for the
held with selected health insurance funds, associations
prescription and reimbursement of medical technical
of Statutory Health Insurance physicians, wound experts
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Cardiology: Cardiac pacemaker, implantable deﬁbrillators and telecardiology monitoring of patients with pacemakers

as well as with the Federal Ministry of Health. FBMW
revised its brochure on the use of hydroactive wound
dressings and added new chapters to it. In addition,
it is developing best practice guidelines. To this end, a
working-group has already started dealing with the issue
of local antimicrobial treatment of wounds.

Sectoral interest group
“Needlestick Prevention” (FBNSP)

Sectoral interest group
“Peripheral Vascular Medicine” (FBPG)

FBPG is concerned with medical technologies used in the
peripheral circulatory system, e. g. PTA technologies,
drug-coated stents, stent grafts, and intercranial
systems for stroke therapy. Together with the professional
medical bodies it discusses activities at specialist
congresses, and through exhibitors’ committees
it coordinates congress activities. In addition, the FBPG
coordinates BVMed’s participation in register projects.

FBNSP is the interest group of the manufacturers of
safety devices for the prevention of sharp injuries.
Sectoral interest group “Absorbing
The sectoral interest group analyzed the revision of the
Incontinence Care—Manufacturers” (FBI-H)
technical rule TRBA 250 “Biological Agents in Health
Care and Welfare Facilities”, and appointed a delegate to FBI-H plays a signiﬁcant role in taking a critical look at
the care and contract situation for absorbing incontinence
represent it on the relevant body for occupational
safety and health, the “Ausschuss für Arbeitsschutz und products. Experts are trying to ﬁnd a solution on
how patient-oriented and medically necessary care can
Arbeitsmedizin” (ABAS). Despite the improvements
be assured in the long term. The sectoral interest group
achieved, FBNSP still sees the need for a revision of the
sees urgent need for action here. In order to substantiate
technical rule TRBA 250, especially with regard to
the improved prevention of infections during injections. this, it wrote and published the information brochure
“Aufsaugende Inkontinenzhilfsmittel”, which presents
Other topics dealt with were the WHO initiative for
data, facts, and background information about absorbent
safe injections and the safety of shunt cannulae.
incontinence help in Germany. It actively supported
Sectoral interest group
the Federal Association of the Statutory Health Insurance
“Renal Replacement Therapy” (FBNE)
Funds in reviewing the ﬁxed remuneration amounts by
The members of this sectoral interest group are the
conducting a market analysis and providing other relevant
suppliers of dialysis technology devices. FBNE aims to
information. Another element of FBI-H activities was
the revision of product group 15 (“incontinence aids”) of
inform the public about the importance of these
the register of medical technical aids. In its suggestion the
life-saving medical technologies and the conditions
sectoral interest group advocates the introduction of a
necessary to make them available.
new test method and the amendment of the classiﬁcation
Sectoral interest group
of the products within the group.

“Nosocomial Infections” (FBNI)

Despite their diﬀerent ranges of products, the active
members of FBNI are united by a common theme:
the prevention of hospital infections. They contribute to
this goal through their own website “Infektionen
vermeiden—bewusst handeln” (“Avoiding infections—
acting sensibly”) at www.krankenhausinfektionen.info
and the “Hygiene Forum” of BVMed, which takes place
once a year and addresses the employees of medical
institutions and representatives of the self-governing
bodies and politics. On its website FBNI presents a
visualization of the most common ways of infection and
describes how infections can be prevented. More
information is to be supplied in 2015.
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Sectoral interest group “Soft Tissue Repair
Implants—Soft Tissue” (FB STRI)

FB STRI represents the interests of the suppliers of implants
for soft tissue reinforcement, e. g. regarding reimbursement and aspects of quality. The group works especially
on the therapy areas visceral surgery, gynecology,
and urology, as well as plastic surgery. In the context of
health services research, the sectoral interest group
accompanies the register project dealing with hernia and
biological implants (Herniamed).

E-Health: Blood sugar measurement and doctor consultation via iPhone app

Sectoral interest group “Spine Surgery” (FBSC) involved in the design of the survey. The sectoral

FBSC supports the establishment and appropriate representation of medical technologies for the spine within
the classiﬁcation and remuneration catalogs as well as
the development of instruments for health services
research. In cooperation with the German Spine Society
(Deutsche Gesellschaft für Wirbelsäulenchirurgie,
DWG), FBSC is involved in the development and design
of the German spine register. On behalf of BVMed,
FBSC also functions as deputy chair of the DWG advisory
council.

interest group supports the Federal Association of the
Statutory Health Insurance Funds in reviewing the
ﬁxed remuneration amounts by presenting market
relevant data records. In addition, FBSI, in consultation
with the Professional Society for Ostomy, Continence and
Wound Care (Fachgesellschaft Stoma, Kontinenz
und Wunde e. V., FgSKW), helped to develop a proposal
for the revision of the product groups 15 (draining
incontinence helps) and 29 (ostomy care devices) of the
register of medical technical aids.

Sectoral interest group
“Sterile Materials Care” (FBSV)

Sectoral interest group
“Therapeutic Aphaeresis” (FBTA)

FBSV is concerned with the exchange about issues
concerning the requirements of sterile devices and devices
that must be used in a low-germ environment. Speciﬁc
topics are considered in the working groups “Ethylene
Oxide Sterilization” (AGEO) and “Radiosterilization”
(AGS). During the reporting year, a special focus was put
on the stricter requirements for sterilization with
ethylene oxide, the allocation of the Pharmazentral
nummer (PZN, a standardized identiﬁcation number for
medicines and pharmaceutical products), sterile
packaging, and the deﬁnition of minimum criteria for
the microbiological purity of medical devices (“Anleitung
für die Festlegung von Mindestkriterien zur mikrobiologischen Reinheit von Medizinprodukten”) published
by the ZLG (Zentralstelle der Länder für Gesundheitsschutz—Central Authority of the Federal States for
Health Protection with Regard to Medicinal Products and
Medical Devices).

The members of FBTA are companies that oﬀer technologies for extracorporal blood cleansing. The member
companies support the German Lipidaphaeresis Register
(Deutsches Lipidapherese-Register, DLAR), which will
compile a systematic documentation of lipidaphaeresis
procedures. The DLAR registry aims to substantiate
known positive results with the help of a wide range of
data, thus securing established forms of therapy.
During a talk with the experts of the professional scientiﬁc
societies, the participants welcomed the results.

Sectoral interest group
“Tracheostomy / Laryngectomy” (FBTL)

In 2014, FBTL focused on public relations. Apart from
the brochure “Empfehlung für die Versorgung
tracheotomierter Patienten” (Recommendations for the
Care for Patients who Have Undergone a Tracheotomy)
the sectoral interest group has now also developed and
published the brochure “Empfehlung für die Versorgung
Sectoral interest group
laryngektomierter Patienten” (Recommendations for the
“Ostomy / Incontinence Care” (FBSI)
Care for Patients who Have Undergone a Laryngectomy)
FBSI works towards improving the care situation of
(www.bvmed.de/broschueren-hilfsmittel). Another focus
patients who use ostomy and draining incontinence helps. was on the issue of prequaliﬁcation. Here, the members
Therefore, it has published a position paper on bladder
developed the training content and relevant exam
management and medical technical aids for draining
questions for the comparable qualiﬁcation as a technical
incontinence helps. In addition, FBSI pays a great deal of director for the areas of care covered by the product
attention to “quality of care”. In this respect, it works
groups 12 (medical technical aids for tracheostoma) and
closely with the German-language Paraplegia Association 27 (speech aids).
(Deutschsprachige Medizinische Gesellschaft für
Paraplegie e. V., DMGP), which it supports in its planned
patient survey. Also, several health insurance funds were

18

Bandage for negative pressure therapy
of the extremities

Walking aid for children

Sectoral interest group
“Abbreviated Supply Channel” (FBVV)

FBVV aims to ensure that patients have access to
medically necessary high-quality hearing aids through
the abbreviated supply channel. The respective quality
initiative “Verkürzter Versorgungsweg” (Shortened
Supply Channel) (www.bvmed.de/qvv), which was started
in 2014, is meant to play a leading role in implementing
this goal. To this end, the sectoral interest group has
deﬁned the necessary quality features and a compliance
codex, which it has made obligatory for its activities.
The initiative is accompanied by active public relations
projects.

PROJ ECT GROU PS
Decubitus Forum (DF)

Apart from public relations, the focus of DF is still on
the revision of the product group 11 (medical technical
aids for the prevention of decubitus) of the register
of medical technical aids. The forum has developed a
number of position statements which illustrate the
practical diﬃculties of the current situation of care
and provide possible solutions. These suggestions have
been presented to the Federal Association of the
Statutory Health Insurance Funds. The forum is currently
deﬁning the quality of care while coordinating the
results with the care providers. DF also supports the
“Stop Pressure Ulcer Day”, which takes place every
year on the third Thursday of November. The website
www.dekubitus-forum.de supports the public relations
activities of DF.

Project group “Occupational Safety” (PGAG)

PGAG is concerned with occupational safety and
health protection for employees of medical-technology
companies. The focus is on ﬁeld staﬀ working in
distribution, service, and application support. PGAG has
thoroughly updated the return documents of BVMed.
In 2015, it will publish sample procedural instructions
for companies and recommendations for medical
institutions.
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Ankle orthosis

Leg prosthesis with
upper limb vacuum system

Project group
“Medical Care and Remuneration” (PG MVV)

The work of PG MVV focuses on producing the newsletter
“MedTech ambulant” (www.bvmed.de/medtech-ambulant),
which is published quarterly. It especially addresses
practice-based physicians. For instance the newsletter
has dealt with obesity care, palliative patients, or
medical technical aids for compression therapy. In addition,
PG MVV has developed a brochure about the legal
framework for ambulatory surgery within the Statutory
Health Insurance system.

Project group “Re-Use” (PG Re-Use)

PG Re-Use is the group that deals with the reprocessing
and reuse of medical devices. For some time, its
activities have been focused on the diﬀerent proposals
by the European Union institutions for a common
European regulation for reprocessing medical devices,
including single-use devices, through the planned
Medical Devices Directive. PG Re-Use especially calls for
observing patient safety, which it sees jeopardized
if in future virtually all medical devices are regarded as
ﬁt for reprocessing, as the European Parliament has
proposed.

Project group “Tissues” (PGT)

PGT is the body for the discussion of products that are
manufactured using animal or human tissue, cells or
blood. Its main focus during the reporting year was the
planned revision of the ATMP Regulation No. 1394/2007
regarding advanced therapy medicinal products.

BVMed round of health talks with the chairman of the JFC, Josef Hecken,
and CDU health expert Jens Spahn

Member of Parliament Dr. Roy Kuehne at the BVMed round of
health talks “Gesprächskreis Gesundheit”
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BVMed: Our Services for You
The German Medical Technology Association (BVMed)
is an industry association that represents around
230 medical technology industry and trade companies.
Among the members of the association are 20 of the
largest medical device manufacturers worldwide in the
consumer goods sector. The scope of BVMed’s members
comprises the entire sector of medical dressings,
medical technical aids such as ostomy and incontinence
products or bandages, plastic disposable items such as
syringes, catheters and cannulae as well as the implants
sector of intraocular lenses, hip, knee, shoulder and
spinal implants, heart valves and deﬁbrillators and even
artiﬁcial hearts. Homecare services, applications of
nanomedicine and biotechnology procedures, such as
tissue engineering (tissue replacement), are further
ﬁelds of activity of its members.
As a trade association, BVMed promotes and represents
the combined interests of the medical technology
industry and trade companies. In various sectoral
interest groups, focus groups, and working groups, the
association oﬀers its members a platform for a
constructive dialog and exchange of views. BVMed
represents the concerns of its member companies to
policy makers and the public in general. This is achieved
not only by information and public relations work,
but also by participation in the development of laws,
guidelines and standards. The services of BVMed can be
subdivided into four sectors:

1. Organization

BVMed carries out the joint formation of opinion in
more than 50 committees covering speciﬁc subjects.
Further information can be found in this report starting
on page 13. An up-to-date list of the BVMed working
committees can be found at www.bvmed.de/mitglieder.

2. Consultancy

The experts of BVMed are ready to oﬀer accurate advice
to members on such diverse topics as the Medical
Devices Law, reimbursement for medical devices in
hospital and ambulatory care, the Law on Advertising in
the Healthcare System, standardization projects or
ordinances.
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3. Information

BVMed oﬀers a wide range of information through its
internal as well as external communications, e. g.:
I N T E R N A L CO M M U N I C AT I O N S
General circulars to all members, speciﬁc circulars for the
individual expert committees, weekly newsletters,
weekly chartpool, monthly report, extranet for member
companies.
E X T E R N A L CO M M U N I C AT I O N S
Website at www.bvmed.de, brochures, information
cards, BVMed special events, MedInform conferences,
training seminars (medical device consultants, SHI
training, workshops on bidding / tendering law and CRM
topics), press releases and conferences, press seminars,
TV and radio service with ﬁlm material, background
discussions with the media, and social media channels
(Youtube, Facebook, Twitter).

4. Representation

BVMed represents the interests of the medical technology sector. Important aspects of this work include
political marketing and one-on-one interviews, the
maintenance and support of networks, parliamentary
discussion evenings, background discussions,
participation in parliamentary hearings, as well as
representation in committees, advisory councils,
commissions, etc.

How can your company join BVMed?

The terms and conditions for membership of BVMed are
stated in article 3 of the BVMed statutes, which can
be found on the website (www.bvmed.de/satzung) or by
contacting BVMed. Applications for membership
must be submitted in a letter to the Managing Director
of BVMed. Please contact us. We look forward to helping
you!
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As of March 2015: 230 members—current list available at www.bvmed.de

BVMed Member Companies
1stQ Deutschland GmbH & Co. KG
3M Deutschland GmbH—Health Care Business
aap Implantate AG
Abbott GmbH & Co. KG, Abbott Diabetes Care
(ADC)
Abbott Vascular Deutschland GmbH
Abena GmbH
Abiomed Europe GmbH
Acandis GmbH & Co. KG
Actavis Deutschland GmbH & Co. KG
Aesculap AG
ALCON PHARMA GMBH
alloPlus GmbH
American Medical Systems Deutschland GmbH
AMO Abbott Medical Optics Germany GmbH
AMPLITUDE GmbH
Andreas Fahl Medizintechnik-Vertrieb GmbH
AngioDynamics Inc. Germany
Ansell GmbH
ArjoHuntleigh GmbH
ArthroCare (Deutschland) AG
ASSAmed GmbH
assist GmbH
ATMOS MedizinTechnik GmbH & Co. KG
Attends GmbH
auric Hörsysteme GmbH & Co. KG
B. Braun Melsungen AG
Bausch & Lomb GmbH
Baxter Deutschland GmbH
Becton Dickinson GmbH
Berlin Heart GmbH
BGS Beta-Gamma-Service GmbH & Co. KG
biolitec biomedical technology GmbH
Biomet Deutschland GmbH
BIOTRONIK SE & Co. KG
BONESUPPORT GmbH
Boston Scientiﬁc Medizintechnik GmbH
Bracco Imaging Deutschland GmbH
BSN medical GmbH
BTG International Germany GmbH
C. R. Bard GmbH
CareFusion Germany 318 GmbH
Carl Zeiss Meditec Vertriebsgesellschaft mbH,
Vertrieb Ophthalmo-Chirurgie
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CeramTec GmbH
cerboMed GmbH
Chemische Fabrik Kreussler & Co. GmbH
CircuLite GmbH
Coloplast GmbH
Coltène / Whaledent GmbH + Co. KG
ConvaTec (Germany) GmbH
COOK Deutschland GmbH
Corin GSA GmbH
Corizon GmbH
Covidien Deutschland GmbH
curasan AG
curea medical GmbH
Cyberonics Europe BVBA
Dansac GmbH
DEWE + Co. Verbandstoﬀ-Fabrik Dr. Wüsthoﬀ & Co.
DFine Europe GmbH
DIAMED Medizintechnik GmbH
Dr. Ausbüttel & Co. GmbH
Eckert & Ziegler BEBIG GmbH
Edwards Lifesciences Services GmbH
EMKA Verbandstoﬀe GmbH & Co. KG
Eurocor GmbH
FEG Textiltechnik Forschungs- und Entwicklungsgesellschaft mbH
FOR LIFE GmbH
Franz Kalﬀ GmbH
Fresenius SE & Co. KGaA
Fuhrmann GmbH
Fumedica Medizintechnik GmbH
Gambro Dialysatoren GmbH
GerroMed Pﬂege- und Medizintechnik GmbH
Gesundheitsteam GmbH Bayern
GHD GesundHeits GmbH Deutschland
Globus Medical Germany GmbH
HAEMONETICS GmbH
HANS HEPP GmbH & Co. KG
HEIMOMED Heinze GmbH & Co. KG
Helix Medical Europe GmbH
Helm Medical GmbH
HENRY SCHEIN MEDICAL GmbH
Heraeus Medical GmbH

Hollister Incorporated Niederlassung Deutschland
Holthaus Medical GmbH & Co. KG
HOMANN—MEDICAL GmbH u. Co. KG
Hörkonzepte Vertriebs GmbH & Co. KG
Hospira Deutschland GmbH
HOYA Surgical Optics GmbH
Illenseer Hospitalia GmbH
implantcast GmbH
Impulse Dynamics Germany GmbH
Integra GmbH
Intrinsic Therapeutics, Inc.
Intuitive Surgical Deutschland GmbH
JenaValve Technology GmbH
Johnson & Johnson MEDICAL GmbH
Juka Pharma GmbH
Kaneka Pharma Europe N.V. German Branch
Karl Beese (GmbH & Co. KG)
KARL OTTO BRAUN GmbH & Co. KG
KCI Medizinprodukte GmbH
Kettenbach GmbH & Co. KG
Kramer MT GmbH & Co. KG
KRAUTH medical KG (GmbH & Co.)
KREWI Medical Produkte GmbH
KUBIVENT GmbH
Leina-Werke GmbH
Licher MT GmbH
Lohmann & Rauscher International GmbH & Co. KG
Ludwig Bertram GmbH
MagForce AG
mamedis GmbH
Mammotome Devicor Medical Germany GmbH
MAQUET Cardiopulmonary AG
Mathys Orthopädie GmbH
medac Gesellschaft für klinische Spezialpräparate
mbH
medi GmbH & Co. KG
Medi-Globe GmbH
medi1one medical gmbh
Mediq Direkt Diabetes GmbH
Medisize Deutschland GmbH
Medizintechnik & Sanitätshaus Harald Kröger
GmbH

Diverse professions in medical-technology: The industry employs over 190,000 people,
ranging from development engineer and designer to production worker

Medline International Germany GmbH
Medtronic GmbH
megro GmbH & Co. KG Medizinischer Großhandel
Mentor Deutschland GmbH
Merete Medical GmbH
Meril GmbH
MicroPort Orthopedics GmbH
Miltenyi Biotec GmbH
Mohage—Mommsen Handelsgesellschaft mbH
Molecular Health GmbH
Mölnlycke Health Care GmbH
Mr. Clean—Gesund Schlafen GmbH
Mundipharma GmbH
NAWA Heilmittel GmbH
Nestlé HealthCare Nutrition GmbH
neurotech Bio-Medical Research GmbH
NOBA Verbandmittel Danz GmbH & Co. KG
noma-med GmbH
Novalung GmbH
Novo Klinik-Service GmbH
NUTRICIA GmbH
NuVasive Germany GmbH
Oculentis GmbH
Ontex Healthcare Deutschland GmbH
OPED GmbH
OptiMed Medizinische Instrumente GmbH
Oriplast Krayer GmbH
ORMED GmbH
Otsuka Pharma GmbH
Otto Bock HealthCare GmbH
P. J. Dahlhausen & Co. GmbH
PAJUNK Medical Produkte GmbH
Pall GmbH Medical
Paradigm Spine GmbH
Param GmbH
PAUL HARTMANN AG
PETER BREHM GmbH
pfm medical ag
PHADIMED GmbH & Co. KG
Pharm-Allergan GmbH
PMT Präzision-Medizin-Technik GmbH
POLYTECH Health & Aesthetics GmbH
Polytech-Domilens GmbH
Primed Halberstadt Medizintechnik GmbH
PubliCare GmbH
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PULSION Medical Systems SE
R. Cegla GmbH & Co. KG
Raguse Gesellschaft für medizinische Produkte
mbH
RAUMEDIC AG
Rayner Surgical GmbH
rehaVital Gesundheitsservice GmbH
Retina Implant AG
Rölke Pharma GmbH
RSR Reha-Service-Ring GmbH
SANDER Chemisch-Pharmazeutische Fabrik GmbH
sangro medical service GmbH
SANIMED GmbH
Sanitätshaus Aktuell AG
Sanitop GmbH
SCA Hygiene Products Vertriebs GmbH
Schülke & Mayr GmbH
Sengewald Klinikprodukte GmbH
Sequana Medical GmbH
Servona GmbH
servoprax GmbH
sfm medical devices GmbH
SIGNUS Medizintechnik GmbH
Simpirica Spine GmbH
Sirtex Medical Europe GmbH
SMB Sanitätshaus Müller Betten GmbH & Co. KG
Smith & Nephew GmbH
Smiths Medical Deutschland GmbH
sorbion GmbH & Co. KG
Sorin Group Deutschland GmbH
Spectranetics Deutschland GmbH
Spring Medical Wilhelm Spring GmbH & Co. KG
St. Jude Medical GmbH
Stryker GmbH & Co. KG
Sunrise Medical GmbH & Co. KG
SYMBIOS Deutschland GmbH
Synergy Health Allershausen GmbH
Synthes GmbH
Systagenix Wound Management (Germany) GmbH
Systam SAS France
Teleﬂex Medical GmbH
Terumo Deutschland GmbH
The ROHO Group—ROHO International, Inc.
Thomas Hilfen für Körperbehinderte GmbH & Co.
Medico KG

TNI medical AG
Tornier GmbH
TRACOE medical GmbH
Tutogen Medical GmbH
ulrich GmbH & Co. KG
URGO GmbH
URSAPHARM Arzneimittel GmbH
VENNER Medical (Deutschland) GmbH
VOLCANO EUROPE S. A. / N.V.
VOSTRA GmbH
VYGON GmbH & Co. KG
W. Söhngen GmbH
W. L. Gore & Associates GmbH
Waldemar Link GmbH & Co. KG
Wellspect HealthCare (DENTSPLY IH GmbH)
WERO-MEDICAL Werner Michallik GmbH & Co. KG
Ypsomed GmbH
Zimmer Germany GmbH
ZOLL CMS GmbH
Picture credits
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