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SUMMARY ON THE PROJECT RESULTS ACHIEVED SO FAR
The Medtech4 Europe project

Medtech4 Europe is implemented with the participation of the South Transdanubian
Regional Innovation Agency within the framework of the INTERREG Europe Program. It
aims to increase the effectiveness of public policies on research and innovation capacities
in the field of medical technologies.

The project addresses a sector “Medical technology” that covers many different products,
all intended to perform a therapeutic or diagnostic action on human beings to improve
health. Medical technology is a regulated EU sector (2017/745, 2017/746) and covers

e Medical devices (MDs) which are products, services or solutions that prevent,
diagnose, monitor, treat and care for human beings by physical means;

e In vitro diagnostics (IVDs) which are non-invasive tests used on biological samples
(for example blood, urine or tissues) to determine the status of one’s health.

e Tools and services for Digital Health and Care can be included, depending on

sectorial definition and regulatory status.

Medical technology is used to diagnose, prevent, monitor, treat or alleviate a disease or
injury. In addition to the above, the Medtech4 Europe project will also consider the link to
Enabling technologies (ICT, manufacturing, materials...) that contribute to the
improvement of MDs and 1VDs.

In addition to the above, the Medtech4 Europe project will consider the related Key
Enabling Technologies and will remain closely associated with the Vanguard Initiative
based on smart specializations and the ESTHER (Alliance for Global Health Partnership)
initiative during the experience exchange.

In line with the objectives of the project, based on the processing of the results of the
experience exchange (see the document “Processing of the results of the experience
exchange”), this document provides a brief overview on the adaptable elements of the
exchange and proceeding from the results achieved so far proposes four medical
technology actions. The policy coordination with the detailed elaboration of the proposed

actions is the task of the next period.
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Results of the exchange of experiences

The exchange of experiences between the project partners took place through four main
pillars. These include a regional situation analysis prepared by the partnership, a collection
of good practices, a joint interregional analysis and implemented study visits.

In terms of adapting the results of the experience exchange, it is important that the medical
technology industry, which is the sectoral focus of the Medtech4 project, is itself one of the
fastest growing sectors. These include diagnostics, therapy, imaging, cardiovascular
diagnostics and therapy devices, optical, medical devices, disposable, traumatology and
orthopaedic devices, I[CT-related hardware and nanotechnology-related device
developments, and the whole healthcare industry sector.

The importance of the medical technology industry is significant in all partner countries,
and the results of the experience exchange have confirmed this. However, there are some
specific aspects in Hungary that need to be considered for successful policy interventions.

The most important are as follows:

- the medical technology industry is one of the largest multiplier sectors;

- itis one of the very few domestically owned manufacturing sectors;

- its role in research and development and innovation in the ecosystem is

outstanding;

- its export orientation is outstanding;

- its role in innovative product development is significant.
Some elements of the exchange of experiences have been processed by taking his unique
sectoral environment into account, the most important elements of which are summarized
in this chapter. A state of play analysis prepared on the basis of the common methodology
has shown that the different actors, with regard to the interconnections established between
product or service providers, researchers, educators or doctors treating patients in
healthcare institutions, naturally work together and can play different roles at the same time.
Formalized relations are primarily required by the administrative process of operating the
health care system in Hungary. For example, hospitals purchase goods and services from
medical technology companies, which receive their resources from the Hungarian National
Health Insurance Fund in return for the provision.
It is important to emphasize the need for cooperation between the research-innovation
(mainly, but not exclusively available at the university) side of the medical technologies with

the innovative production (medical equipment and devices) as the supply side towards the
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public and private (individual) consumers. The objective of such cooperation is to support
the excellence of the medical technology research and innovation with complementary skills
based on the medical technology production. The ways of this cooperation are versatile
- consultancy: a medical technology SME in order to solve a special medical
technology problem, asks for consultation with the university. By doing so the
university receives important impulses impacting its research and development
activities,
- development of materials, technologies (for instance in the case of drugs) which is
partly research, partly innovation
- development of specialized medical services (like remote radiology that is analysing

medical imaging from a remote location by a professional doctor).

It is a social issue that the development of medical technologies serves the rehabilitation of
and the ageing of the population, is in favour for the treatment neurodegenerative diseases.
Musculoskeletal rehabilitation is even more frequently a supporting treatment for a growing
number of diseases (stroke, etc.). Availability of good quality medical technologies for wider
layers of the society provides for the better inclusion into the society. Research on some
innovative medical technology equipment as exoskeleton provides for further spillover
towards its industrial and military use.

In economic terms the development of medical technologies by research based, innovative,
value added solutions attracts investors and poses new challenges towards medical higher
education. It also requires elaboration of viable business models to be introduced and
implemented with medical technology SMEs.

During the experience exchanges, the partners identified and processed a total of thirty-
nine good practices. From the point of view of action planning in Hungary, we have
identified nine good practices that have been relevant to the areas of preliminary action
formulated during previous policy consultations at the national level. Each of the nine good
practices is directly related to the planned actions, thus supporting the implementation of
the action plan in Hungary.

Of the results of the joint cross analysis the most important for us is the strengthening of

the innovation ecosystem through policy support to meet the following challenges:

- better organized ecosystems, a better understanding of the successful processes

to be developed, the role of R&D&I infrastructures in Medtech, the availability and
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management of R&D&l organizations, and how they can better facilitate cooperation
between companies , laboratories, hospitals or healthcare facilities

- Developing business models for R&D&l organizations to facilitate access to R&D
investments for SMEs and studying the sustainability of these models

- Initiating possible cooperation by identifying complementary strengths for each

region, given the wide range of specific technologies.

Based on the characteristics of the partner areas, the partnership aimed to achieve six

different results:

- Leadership and reinforcement (Auvergne Rhone Alpes, Limburg)

- Initial development (South-Transdanubia), transfer of research results to innovative
production, financing and intellectual property, innovative projects as demonstrators

- Procurement of additional equipment

o Missing or weak parts of the value chain:

= Clinical tests (Limburg)
= Regulatory education / funds (Helsinki, Baden Waurttemberg,
Auvergne Rhone Alpes)

o Ortechnologies / new health models that are promising and necessary, such
as cardiology equipment, regenerative healing, data analysis, surgical
systems, microchips, nanomaterials, photonics (Silesia), healthcare and data
interconnection, addressing the challenges of aging and the needs of elderly
people (Helsinki)

- Better coordination between the different elements of the innovation ecosystem
(medical technology and others), with special regard to the digital sector and
genomics (Limburg, Helsinki, Silesia)

- Better coordination and synergies between R&D&l elements in the field of medical
technology (facilities, research centres, R&D&l organizations should be more
accessible to SMEs) (Auvergne Rhone Alpes, Baden Wirttemberg, Silesia)

- Expanding policy knowledge: "Closer links should be maintained between EU policy

makers and industry to better understand key issues” (Baden-Wurttemberg)

In addition, the identified risks associated with R&D&I infrastructure policies are important
to us. Improper assessment of these risks leads to failures or limited "errors" in terms of

targeted efficiency and utilization of public funds."
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When an R&D&I infrastructure receives support, the definition of its business model
is not yet known. Either a poor assessment of this business model or, more likely,
a lack of follow-up to the learning process associated with the business model is the
greatest risk.

Once the infrastructure is operational, there is a risk that customers and partners
may overestimate or underestimate its usability. To reduce this risk, a step-by-step
approach may be considered, including investment in buildings and equipment
Reproduction is also a risk (only for large and rich regions). Energy invested in
coordinating similar initiatives (clusters, networks, infrastructures) is confusing and
wasted. The way to avoid this risk is to ensure the free flow of strategic discussions
within the ecosystem (and this is particularly difficult when it involves a

multidisciplinary field of medical technology).

In the case of policy interventions, much attention must also be paid to the traditional limiting

factors of public policies:

A classical pitfall is the underestimation of time/money required to achieve good
projects with a strong impact. In trying to satisfy all stakeholders, policy instruments
might not have the right ambition or the right dimension to address these challenges.
Thin spread of funds limits impacts (larger projects are better). Therefore mutualise
policy instruments seems to be a possible solution (at the national, cross border or
European level). Subcritical investments do not produce miracles.

Another one is the rigidity of support programmes that doesn’t allow a reorientation
of budget or objectives during implementation. It is obvious that public aids should
better accommodate with the intrinsic risky nature of projects, and thus allow budget
reallocation during the course of project. A too strict regulation doesn't serve its
goals

Also the lack of orchestration, the lack of coordination might underperform good

ecosystems which have all assets in place.

Finally, four study visits were implemented during the project so far. The most important
adaptable elements of the study trips made to Denmark, the Netherlands, Poland and

Hungary are as follows:
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1. Great emphasis should be placed on supporting active startups and university
students in the field of medical technology. In this respect, the elements of the
Futurebox incubation program can be well adapted, the operating model of the
complex support system, which ranges from idea initiatives to startups already
operating successfully on the market, can be well transferred into the Hungarian

development environment.

2. The Skylab program, implemented in collaboration with the Danish Institute for
Health Innovation and the DTU Science Park, can provide assistance for integrating
prototype production and testing in Hungary through the enterprises of university

students and researchers.

3. Additional elements can be adapted from the collaboration between Righospital and
the Copenhagen Health Science Partners (CHSP). The studying of their activities
can help in optimizing the structure of research teams and the functioning of clinical

scientific research teams.

4. Copenhagen Health Innovation also has a number of adaptable elements. In this
respect, the interconnection of health care providers with the most outstanding
knowledge and educational institutions in the field of health and medicine can be
highlighted. At the same time, the development of market players and knowledge
providers within the medical technology innovation education value chain is also

important.

5. Simulation and training initiatives can also serve as practical examples in Hungary,
which we had the opportunity to learn at the Copenhagen Academy of Medical
Education and Simulation (CAMES).

6. The health industry campus in the Province of Limburg, which hosts health industry
research and innovation in the field of human medicine using body scanners, is a

step forward in terms of developing collaborations.

7. The Bakken Research Institute of Medtronic in Maastricht is also interesting from an
organizational point of view. Learning its activities can greatly contribute to the
transfer of Hungarian research and development results into products and services,

as well as to their export.
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Based on the processing of the results of the experience exchanges, we identified four main
fields that form the basis of the actions on the one hand, and build on the results of the
experience exchanges, integrate them, and enable complex interventions that effectively
develop the sector on the other hand. The four fields identified are as follows:

Priority aspects of the exchange of
experiences within Medtech4 Europe

Networking, coo erat;on
develo pment

Medtech ecosys!
sactors; F
Joind developry
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POLICY CONTEXT

The Action Plan aims to impact: Investment for Growth and Jobs programme
O European Territorial Cooperation programme

0 Other regional development policy instrument

Name of the policy instrument addressed: Economic Development and Innovation
Operational Program (EDIOP/GINOP - 2014-2020), Economic Development and
Innovation Operational Program Plus (EDIOP/GINOP Plus - 2021-2027)

Further details on the policy context and the way the action plan should contribute to
improve the policy instruments:

EDIOP and EDIOP Plus intends to support strengthening of research and innovation
capacities to reach European level, and especially in those scientific domains, where

international excellence-based cooperation is intensive (as in medical technologies). Main
prerequisite of the above actions is to be in direct linkage with national S3 strategy.

As an ERDF co-financed programme, in framework of international excellence-based
initiatives and programmes the Hungarian presence is to be made more intensive. This
cooperation serves system-based research, intelligent manufacturing and sustainable
society, especially in research field of healthy society and wellbeing where medical
technology actions belong to. The focus is also very much on European exchange and
transfer of medical technology solutions. Eligible beneficiaries are research-innovation

organisations and enterprises.

EDIOP priority concerned: 2nd priority “Research, technology development and innovation”,
3rd specific objective “Strengthening research and innovation capacities for international
excellence”. Eligible actions focus on knowledge triangle made up of education, research
and innovation for joining relevant international excellence-based cooperation within
Horizon 2020 and European Territorial Cooperation (ETC) Programmes, in accordance with
NS3 objectives. In the context of EDIOP Plus, the priorities have already been defined, and
the similarly to the EDIOP, it is the 2nd priority that is centred on research and innovation.

The actions planned to be implemented will improve low level of organizational excellence
in Hungary by taking part in medtech sector focused ETC projects. These initiatives will
have international impact with effective contribution to international/European network

building activities in medical technologies.
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To sum it up the implementation of our action plan will contribute to the policy instrument in
the following ways:

e increasing the competencies of the medtech companies leads to the generation of
new projects (forward-look to EDIOP Plus in the new programming period);

e increasing the competencies of the medtech companies leads to the efficient use of
development resources and creates an effective environment for tendering;

e increasing the efficiency of the management of the policy instrument by continuous
feedbacks to the policy relevant body on the target group needs and challenges.

T I
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ACTION 1: Encouraging the cooperation and networking of medical

technology companies

Relevance to the project

The medical technology sector in Hungary can be characterized by a stable, growing
economic weight. Significant domestic development and production capacities are available;
however, the domestic sales volume is low in terms of market absorption capacity.
Coordinating the developments that have been isolated so far and linking the activities of the

relevant actors can significantly increase the competitiveness of the sector.

The joint comprehensive analysis has shown that better coordination and exploitation of

synergies from cooperation through external support are essential.

Due to the limited internal resources of the companies operating in the sector, especially in
the case of the medical technology niche markets, the supporting services connected to
cooperation should be developed. By the articulated demands, it covers the better utilization
of high value services, as well as the increase the efficiency of knowledge sharing that can

increase the presence on the domestic market.

The main demand side factor of supporting services and knowledge sharing is that due to
the high level of innovation in the medical technology sector and the great number of
licensing procedures, the possibilities for state intervention presuppose a variety of
professional support, such as 1) quality assurance certificates; 2) rapid registration of new
products; 3) uniform identification of devices (GS1 system); 4) IPR; 5) performing clinical
tests. In these cases, developers need external service provider support which is difficult to

identify in advance. That can be better planned by the organized thematic cooperation.

Of the good practices identified in the project, the action adapts four elements: Smart
Innovation (DK), Lecco Innovation Ecosystem (IT) Brightlands Ecosystem (NL) and SME
Innovation Voucher (FR). In the case of the first three, a complex system of support activities
has been developed, which can also be found separately in Hungary, but due to their
fragmentation, they are difficult to be accessed systematically. In turn, the voucher system
is suitable for technology developers to take advantage of reaching individual supporting

services.

1S
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The elements of the selected good practice examples that can be adapted in the action are:
networking service supported by an adequate organizational, professional-technological
background as well as consultancy, which can significantly increase the market efficiency of
each medical technology development organization. Additionally, the selection criteria of the

voucher based financial support scheme also be adapted.

The experiences of study trips also added value and were incorporated during the
development of the action. The Skylab program of the Danish Institute for Health Innovation
and DTU Science Park can be used in the field of network-based developments, especially
their systematic process of prototype development fitted to Hungarian industrial conditions.
Another initiative used is the Bakken Research Institute of Medtronic in Maastricht. Primarily,
the coordination of the medical technology ecosystem and the market introduction of R&D
results can be applied in Hungary. The results of the health industry campus in the Province
of Limburg in the Netherlands, developed along a triple helix approach has been also
adapted. It is used to provide health industry and innovation related to human medicine by
providing value-added services at home. Finally, the Bakken Research Institute in
Maastricht, a Dutch-based Medtronic company engaged in the development of medical
technology devices also has added value. The institution is connected to the medical
technology ecosystem of the Province of Limburg in many respects, and contributes greatly,
for example, to the transfer of research and development results into products and services,

as well as to their export.

Nature of the action

The aim of the action is to develop collaborations, and within this in particular to thematize
the professional services needed by the participants of medtech development and
manufacturing market, and to make them available online. It is contributing to the
improvement of the competitiveness of enterprises, to the reduction of their fragmentation
and isolation, and to the development of the medical technology sector as a whole. The
implementation of the action in the second phase of the project aims to address the
companies, introduce them working collaborations, international and domestic good
practices, professional actors, help them to learn those areas where they would most badly
need cooperation and then coordinate and encourage them. In addition, an online service

database will be created, and the service provision model will also be elaborated.

Activities performed under the action

14
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e Developing cooperation and servise-provision model;
e Establishing collaborations, coordination of collaborations;
e Creating an online service database and the development of its content;

e Organizing professional, thematic online and personal events and consultations for

companies;

As of the policy impact, the action will support to prepare new medtech projects for having
financed through the policy instrument, as well as widened the sectoral criteria of the related

calls.

The listed activities providing an opportunity to meet the target group organizations in person
with the goal of changing good practice experiences, get known with the needs of different
stakeholder groups, connecting different territorial needs and challenges, as well as evaluate
the implemented projects in the policy instrument addressed. As a concrete policy change
measure on GINOP (and additionally GINOP Plus in the new programming period)
implementation, the outcomes of the activities will be summarized annually, and the
summary report will be forwarded to the policy responsible body as a systematic feedback.
As such, the result of the action is clarifying the goals for businesses to be achieved
independently and in collaboration, creating an effective environment for tendering and
continuously formulating development objectives for GINOP and GINOP Plus. The Action
has a direct impact on GINOP-1.2.8-20 (Adaptation of SMEs to modern business and
production challenges), by updating the call content through widening its sectoral scopes

and the supported activities.

Stakeholders involved
STRIA will implement the action with the involvement of the following stakeholders:
¢ Ministry of Finance
e Higher education institutions, research institutes
¢ Medical Technology Association
e Sectoral SMEs and clusters

e National Healthcare Service Center

19
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Timeframe

e 1-24 months of phase 2: establishing collaborations, coordination of collaborations:

e 6-24 months of phase 2: organizing professional, thematic online and personal events

for companies;

e 1-24 months of phase 2: regular meetings, consultations;

Indicative cost

e 13000 EUR/year

Indicative funding sources
e contributon from STRIA

e Application resources (e.g. GINOP Plus)

16
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ACTION 2: Capacity building of medtech enterprises

Relevance to the project

Medtech sector is struggling with lack of capacities. To support building the missing

capacities is the main precondition of fast market adaptation.

Progress is needed in securing the human resources background for the medtech sector, in
particular in the following areas: 1) skilled workers directly involved in manufacturing; 2)
engineers involved in design and production; 3) strengthening dual training at all levels of
training; 4) engineers and researchers participating in the research with a master's degree
or doctoral degree. In addition to capacity building in this direction, the obligation to apply
the MDR from mid-2020 on domestic medical companies, healthcare and treatment is
expected to have serious effects, because the demand for specialist and product testing
services increases in companies, the production and market entry costs of companies
increase, as a result of which the production of products may cease, product innovation

processes may slow down, and supply disruptions may even occur in some product groups.

Another important aspect of human resource capacity development is the support of
innovative project ideas. There are a number of forward-looking initiatives and internationally
competitive medical technology startups operating in Hungary, which can also be important
players for the Medtech4 project. For them, increasing their non-development skills in

particular can be an advantage.

Finally, it is essential to strengthen the technological capacity of enterprises, which will help

them to adapt quickly to the market.

Among the good practices identified in the project, the action adapts four elements: the EIT
Health Summer University (FR), the Business Support Program in the Capital Region (DK),
the CEA Technological Innovation Exhibition Space (FR) and Mediation in the field of open
innovation for startups (Fl). In case of all good practices, we adapt the methods of increasing
human, professional and technological capacities to implement the action. While at the last

one we adapted the support scheme for each development steps of the individual ideas.

The elements of the selected good practice examples that can be adapted in the action are:
dedicated support schemes for new medtech project ideas, market development
consultancy and trainings for market-ready solutions, as well as support schemes for startup
ideas in different development stages.

1/
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The role of the study trips implemented within the framework of the project can also be
highlighted from the point of view of the action. In particular, the Copenhagen Health
Innovation Initiative, which develops the skills of those working in the sector, is important.
The connection of health care providers with the most prominent knowledge and educational
institutions in the field of health and medicine means a significant added value for the action.
At the same time, it is important to develop market players and knowledge providers within
the value chain of medtech innovation education, especially the effective development of

their human and technological capacities.

Nature of the action

The aim of the action is to expand the human and technological capacity of medtech
companies, together with the development of an entrepreneurial ecosystem to increase the
efficiency of capacity building. To this end, a capacity development knowledge base to
support professional adaptation as well as a startup mentor program will be developed and

implemented.
Activities performed under the action:

e Development of a capacity development knowledge base and a mentoring

programme

e Organizing and conducting knowledge sharing events, including train the trainer

curses;
e Support for individual capacity development projects;

As of the policy impact, the action will support to prepare new medtech projects for having
financed through the policy instrument, as well as widened the sectoral criteria of the related

calls.

The Action is therefore aimed at expanding the capacity of medtech companies and
expanding knowledge. The planned knowledge-sharing activities and trainings will contribute
indirectly to the realization of GINOP, to increase the adaptation capacity of medtech
companies on market processes and to increase the technological capacities through the
improvement of the development acquisition. The action is directly linked to GINOP-1.2.7-
20 (Support of complex development of SMEs with significant growing potential) call, with

the increase in the number of medtech-related project ideas generated by collaborations,

15
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and improvement in the elaboration of project ideas, as well as their effective implementation
and maintenance.

Stakeholders involved

STRIA will implement the action with the involvement of the following stakeholders:

e University of Pécs
e Sectoral clusters and accelerators
¢« SMEs in the medtech sector

e Foundation for the Hungarian Medical Technology Industry

Timeframe

e 1-5 months of phase 2: development of a capacity development knowledge base and

mentor program

e 6-24 months of phase 2: organizing and conducting knowledge sharing and train the

trainer events

e 6-24 months of phase 2: Support for individual capacity development projects with

mentoring

Indicative cost

e 10500 EUR in the 1st year and then 8500 EUR/year
Indicative funding sources

e contributon from STRIA

e Application resources (GINOP Plus)

e For- and nonprofit innovation support programmes

17


















