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Germany’'s medtech sector
Key figures

€36 bn 1300+ 2/3

largest market in Europe manufacturers (20+ empl.) exports: ,Made in Germany”“ sells
patent applications in 2018 imports: high demand Medical Device Regulation (MDR)

Source: BVMed, Statista © GTAl 4



Market Segments
Consumables is most important segment

Diagnostic
Imaging

Consumables
16%

21%

12,000 large medical apparatus

Supporting are in use by hospitals
devices
e * 6,000 Dialysers
1,500 MRI

Others
26%

1,000 Coronary Angiographs

Orthopaedics
&Prosthetics

14%
Dental Products

9%
Source: FitchSolutions Medical Devices Report 2019
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Medtech Landscape

Production and innovation clusters accessible

Manufacturing and Innovation Clusters

Number of Companies

O 10-20

Y e 30+ innovation clusters

connecting industry
with academia, research
and clinical setting
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Germany’s economic stimulus 2020 Healthcare sector share

€ 130 bn € 10 bn

To cope with repercussions of COVID- To support hospitals, public health
19, maintain prosperity and increase authorities, manufacturing and
future readiness reserve of PPE, vaccines development
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Market Access for Innovative
Devices

CE certification: MDR to replace MDD

e Starting May 2021!
e Latest expiry of CE marks via MDD in 2025
* Notified bodies ready: BSI, TUV Siid, Dekra

e EUDAMED is postponed
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Market Access for Innovative Devices
Clinical trials for CE (MDR) validation: Cash grants available

* Forinnovative class lI/Ill
e Grant for training phase
 Grant for innovation phase

 Max. 70% of costs applicable

Source: VDI Technologiezentrum

VDI . o
.Technologlezen’rrum %I?ﬁ”ﬁéﬁﬂg“‘*""m
uni Ors! n;

Call for applications: Clinical evidence for medical devices

: Financing
% Funding rate volume/(period)

* Training aid: 50 % + + demand-oriented

: boni
: * Innovation aid: 50 %
@ Endpoints
BfArM
Ethics C.

* Modul 1: Application for clinical trial BfArM
IIP: Industry in Clinic Plattform

¢ Modul 2: End of clinical trial
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_~ Market Access for Innovative

( Devices

Reimbursement in Germany

* In-patient sector: reimbursement unless product is on negative
list (DRG System)

e Qut-patient sector: reimbursement if product is put on positive
list (national Focus on clinical evidence, limited HTA)

* Optional selective contracts with insurers
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Potential Market Entry Modes Germany -
R&D and Sourcing Centers

Advantages:

- Many strategic high-technology research
collaboration partners accessible, e.g.
Fraunhofer Institutes

- Advantageous Financing and Incentive
opportunities available in Germany for
Medtech companies

- Outstanding Research and Development
partnering possibilities with innovation
orientated suppliers in Germany
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Potential Market Entry Modes Germany -
High Value Manufacturing & Production

Advantages:

- Highly skilled and efficient workforce for
medical technology manufacturing available

- ,Made in Germany“ — branding

- Vast network of favorable policies and
institutions that support medical device
manufacturing

- Easy access to high-technology suppliers
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European Union Medtech Landscape offers
opportunities

Medtech Trade activity

* Germany is largest Trade Hub
for Medtech in Europe

* The Netherlands second largest

* Ireland third largest

10,000 15,000 20,000 25,000 30,000
B Export M Import

Source: Eucomed © GTAI 13



Contact Us for further information

Germany Trade & Invest is the economic development agency of the Federal Republic of Germany. The company helps create and secure
extra employment opportunities, strengthening Germany as a business location. With more than 50 offices in Germany and abroad and its
network of partners throughout the world, Germany Trade & Invest supports German companies setting up in foreign markets, promotes
Germany as a business location and assists foreign companies setting up in Germany.

Berlin Beijing Beijing

Gabriel Flemming Dennis Wilkens Zheng Jie

T +49(0)30 200 099-307 +86 10 6500 7925 +86 10 6500 7925
Gabriel.flemming@gtai.com Dennis.Wilkens@gtai.com jie.zheng@gtai.com

Supported by the Federal Ministry for Economic Affairs and Energy
on the basis of a decision by the German Bundestag.

© Germany Trade & Invest
All market data provided is based on the most current market information available at the time of publication.
Germany Trade & Invest accepts no liability for the actuality, accuracy, or completeness of the information provided. © GTAI 14



For further inform

www.gtai



