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Vorwort

Mit seiner 8. Ausgabe gewidhrt der zweimal im Jahr er-
scheinende MedTech Radar erneut einen Einblick in
vielversprechende Innovationen der Medizintechnik.
Die Herausgeber des Magazins, zu denen der Bundes-
verband Medizintechnologie (BVMed), die Wagniska-
pitalinvestoren High-Tech Griinderfonds (HTGF) und
Earlybird Venture Capital sowie die BIOCOM AG gehoren, ha-
ben sich dieses Mal dem Thema Hilfsmittel gewidmet.

Ob Horgerite, Sehhilfen, Prothesen, Rollstithle, Schmerz-
bander oder Inkontinenzhilfen — der Hilfsmittelmarkt um-
fasst eine grofRe Menge unterschiedlicher Produktgruppen.
Dies bietet Unternehmen zahlreiche Chancen, aber es birgt
jedoch auch etliche Herausforderungen. So gibt es einen gro-
Ren Bedarf an Innovationen, die nicht nur bessere, sondern
auch effizientere Versorgungslésungen versprechen. Trends
wie Digitalisierung und Personalisierung schaffen technisch
neue Moglichkeiten, sodass sich sowohl die Patienten als
auch das medizinische Personal eine bessere Bedienbarkeit
der Hilfsmittel und maRgeschneiderte Losungen erhoffen.
Die Kostentrdager wiederum wollen immer mehr vom Nut-
zen neuer Hilfsmittel iiberzeugt werden, sind zugleich aber
an einen restriktiven Kostenrahmen gebunden, sodass vie-
le Hilfsmittel von Patienten selbst gezahlt werden miissen.
Gleichzeitig wandeln sich mit der neuen EU-Medizinproduk-
teverordnung sowie durch das neue Heil- und Hilfsmittelver-
sorgungsgesetz (HHVG) in Deutschland die rechtlichen Rah-
menbedingungen.

Die vorliegende Ausgabe ndhert sich dem Markt auf un-
terschiedliche Weise: Welche Marktstruktur und welches
Marktpotenzial gibt es in Deutschland? Welche Entwicklun-
gen sind aktuell erkennbar? Welche Geschaftsmodelle sind
vielversprechend? Vier Unternehmen im Hilfsmittelmarkt,
die sich mit so unterschiedlichen Bereichen wie Rollstiih-
len, 3D-Druck, Elektrostimulation oder Inkontinenz beschéf-
tigen, geben Einblicke in ihre Geschaftsstrategien. Deutlich
wird: Die Nachfrage nach Innovationen bei medizinischen
Hilfsmitteln wachst, doch der Marktzugang ist nicht einfach.
Welche Hiirden es hier mit Blick auf das HHVG gibt, beleuch-
tet der BVMed In seiner Stellungnahme.

Wir wiinschen Ihnen eine informative Lektiire.



Preface

In its 8th issue, the MedTech Radar, published twice a year,
again provides insights into promising innovations in the
medical industry. The joint publishers of the magazine,
among them the German Medical Association (BVMed), the
venture capital investors High-Tech Griinderfonds (HTGF)
and Earlybird Venture Capital as well as BIOCOM AG, have
chosen medical aids as the focus of this issue’s main topic.

Hearing or visual aids, prostheses, wheelchairs, pain or in-
continence treatments — the medical aids market comprises
a large number of different product groups. This offers com-
panies a lot of opportunities, but also carries with it several
challenges. There is a huge demand for innovation which not
only provide better, but also more efficient healthcare solu-
tions. Trends such as digitisation and personalisation create
new possibilities on the technical end, so that patients as
well as the medical staff hope for a better usability of medi-
cal aids and tailor-made solutions. The budget holders in the
healthcare system, on their end, place increasing emphasis
on the benefits of new medical aids while also having to deal
with a restrictive budget. Thus, many medical aids have to be
paid by the patients themselves. In parallel, the legislative
changes such as the new Medical Device Regulation and the
new German law called “Heil- und Hilfsmittelversorgungsge-
setz” (HHVG) are altering the legal conditions of the market.

This issue approaches the market from different perspec-
tives: What is the market structure and market potential in
Germany? Which developments are already apparent? Which
business models are promising? Four companies in the medi-
cal aids market, active in different areas such as wheelchairs,
3D printing, electro-stimulation and incontinence, provide
insights into their business strategies. One thing becomes
clear: The demand of innovations in the medical aids sec-
tor is growing, and yet the market entry is challenging. In
its statement, BVMed explains which hurdles there are with
regard to the HHVG.

We wish you a pleasant read!
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Standpunkt: Potenziale fur die MedTech-Branche ®

Mit dem neuen HHVG soll die Versorgung von Pflegebediirftigen mit innovativen Hilfsmitteln verbessert werden. |
The aim of the new HHVG is a better healthcare for patients with innovative medical aids.

health insurances themselves are allowed to con-
tract out to medical aid consultants;

* Clarification and differentiation between inno-
vative medical aids and novel examination- and
treatment methods.

The bill furthermore excludes calls for proposals re-
garding individual medical aid preparations and re-
garding medical aids with a high proportion of serv-
ice. These are good news for instance for patients
who are treated with stoma-related medical aids or
draining incontinence products.

Implementing medical aid innovations faster
Via the new HHVG the legislature also aims to speed
up the process of recognising innovative medical
aids. According to the new law the gremium “Ge-
meinsamer Bundesausschuss” (G-BA) should be in-
volved earlier in the process and the entire report-
ing procedure will be limited to six months.

HHVG

©0000000000000000000000000000000000000000000000000

The abbreviation HHVG stands for a new Ger-
man law called ,Heil- und Hilfsmittelversor-

gungsgesetz”. It regulates the medical aids
market with regard to reimbursment through
the compulsary health insurance. In April
2017, the HHVG entered into force.

It is a promising sign that politics has recognised
the need for change and aims to speed up the ap-
proval of innovative medical aids and their inclu-
sion into the medical aid index. In order to achieve
a transparent process and to ensure a comprehen-
sible list of criteria for the approval of innovative
medical aids, the National Association of Statutory
Health Insurance Funds (GKV) will have to take this
aim of the legislature into consideration within the
new rules of procedure of the medical aid index.
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Der BVMed fordert die friihe Einbindung von Leistungserbringern und Herstellern bei der Umsetzung des HHVG. |
The BVMed demands an early participation of care providers and manufacturer to implement the HHVG.

A short background: The HHVG contains a supple-
ment of the reqgulations regarding the medical aid
index (§ 139 SGB V Abs. 3). According to this, in case
the GKV is assessing a proposal regarding a prod-
uct that is to be included into the index, and deems
a decision by the G-BA whether the new aid is an
integral part of a novel examination- or treatment
method necessary, the GKV will request the assess-
ment via the G-BA. The G-BA will then have to pro-
vide a decision within six months. In case the G-BA
decides that the aid is an integral part of a novel
examination- or treatment method, a method ap-
proval procedure will begin immediately. “This new
regulation ensures that the G-BA will be included
in the decision making process early on,” states the
explanatory memorandum for the law. Moreover, it
is to be assured that the method approval procedure
will begin without delay. Further details surround-
ing the procedure will be regulated via the GKV.
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The BVMed is demanding an inclusion of the rel-
evant main organisations of the care providers and
manufacturers into the deliberations regarding the
procedural code at an early stage. Furthermore, the
BVMed has called for accountability and legal clari-
ty of the procedure for all parties involved. This code
of procedure will represent the basis for future de-
velopments regarding the medical aid index. There-
fore, the BVMed argues, all of the relevant issues will
have to be addressed and regulated in their entirety.
Part of that is the process flow, clear deadlines for
reports and assessments by the GKV, the filing of the
forms by the applicants, as well as an unequivocal
framework for the assessment procedure.

Lastly, a definition of novel examination- and treat-
ment methods within the context of medical aids
and the inclusion of the relevant parties will have to
be included in the code of procedures. O]
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@ High-Tech Grinderfonds

Der High-Tech Griinderfonds, eine Initiative des
Bundesministeriums fiir Wirtschaft und Tech-
nologie (BMWi), der KfW und 26 Wirtschafts-
unternehmen, unterstiitzt junge Technologie-
unternehmen mit einer Seedfinanzierung, um
Forschungsvorhaben mindestens bis zum Pro-
totypen oder bis zur Markteinfithrung zu brin-
gen. | The High-Tech Griinderfonds, an initiative
of the Federal Ministry of Economy and Tech-
nology, the KfW and 26 companies, supports
young technology companies with seed financ-
ing to advance research projects at least until a
prototype status or until market entry.

Kontakt | Contact

High-Tech Griinderfonds Management GmbH
Stefanie Zillikens

Tel.: +49 228 823 00 107 | s.zillikens@htgf.de
www.high-tech-gruenderfonds.de

Kontakt | Contact (®

EARLYBIRD

Im Anschluss an die Seedfinanzierungsphase
hilft ein Wagniskapitalgeber wie Earlybird Ven-
ture Capital Unternehmen dabei, iiber die Markt-
reife hinaus zu wachsen und international zu
skalieren. | Following a seed financing round,
venture capitalists such as Earlybird Venture
Capital help companies to grow ready for the
market and above as well as to scale up on an
international level.

Kontakt | Contact

Earlybird Venture Capital

Catrin Schmidt

Tel.: +49 30 467 247 00 | catrin@earlybird.com
www.earlybird.com
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Gesundhel! gestalier

Der Bundesverband Medizintechnologie
(BVMed) vertritt als Wirtschaftsverband {iber
230 Industrie- und Handelsunternehmen der
Medizintechnologiebranche. Im BVMed sind
unter anderem die 20 weltweit grolten Medizin-
produktehersteller im Verbrauchsgiiterbereich
organisiert. | The German Medical Medical As-
sociation (BVMed) is an industry association
that represents over 230 industrial and com-
mercial companies in the medical technology
sector. Among its members are 20 of the largest
medical device manufacturers worldwide in the
field of consumer goods.

Kontakt | Contact

BVMed

Manfred Beeres

Tel.: +49 30 246 255 20 | beeres@bvmed.de
www.bvmed.de

BIOCOM AG medtech
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Als Kommunikationsdienstleister begleitet die
BIOCOM AG die Life Sciences seit 30 Jahren mit
Fachzeitschriften, Webportalen und Biichern.
Das Magazin medtech zwo und die Webseite
berichtet iiber Start-ups, Finanzierungen und
neueste Trends aus der Medizintechnik-Bran-
che Deutschlands, Osterreichs und der Schweiz.
| As an information specialist, BIOCOM AG has
accompanied the life sciences with journals,
websites and books for more than 30 years.
The magazine medtech zwo and its website
reports on relevant start-ups, financings and
trends in Germany, Austria and Switzerland.

Kontakt | Contact

medtech-zwo | BIOCOM AG

Sandra Wirsching

Tel.: +49 30 264 921 63 | s.wirsching@biocom.de
www.medtech-zwo.de | www.biocom.de
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