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Medtech is in high demand

€42 bn 1480 2/3

Market volume 2023 Manufacturers (20+ empl.) Exports: ,,Made in Germany”“ sells
Leading patent applications at EPO Imports: high demand (2022) Medical Device Regulation (MDR)

Source: MedTech Europe, Statista, BVMed © GTAl 2



CE certification

MDR is in effect but under construction

e Certification of Notified Bodies, legacy and new products
* White-Paper by associations BVMed and VDGH (June 2023)
* EU representatives visit cluster Medical Mountains (June 2024)

e European Parliament resolution ,Urgent need to revise the
medical devices regulation” (October 2024)
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EU and national regulation
EUDAMED and DMIDS

* German implementation “MPDG”
* medical devices operators ordinance (MPBetreibVg)

* medical product advisor (Medizinproduktberater §83)

* European EUDAMED becoming mandatory in 2026

* German DMIDS already mandatory (MPDG §86)




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
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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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Germany’'s medtech clusters

Innovation Cluster Survey

Key networks facts & figures:

* 17 networks in survey

3000+ member companies

35 member university hospitals

* Key networks topics:

#1: Digital Health, Diagnostics
#2: Medical Imaging

#3: Implants

‘We provide a countrywide overview of selected clusters
and networks. The vast majority is recognized by the
national "go-cluster” excellence program in accordance
with the guidelines of the European Cluster Excellence
Initiative (ECEI).
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Medical Technology Clusters in

Interested companies are welcome to join one

or more clusters regardless of geographic location.
The map illustrates the location of the clusters. The
numbers refer to the corresponding numbers in the
table on the right.
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Contact Us

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.

Contact

GTAI

Gabriel Flemming

FriedrichstralRe 60

T +49 (0)30 200 099-307 10117 Berlin
Gabriel.flemming@gtai.de
www.gtai.de

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