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ecosystem stand?

8 February 2053
08:30-09:45 CET

EUROPEAN CLUSTER, .
COLLABORATION PLATFORM:

Watch online HERE

The presenter of the EU Clusters Talks is Jennifer Baker

Agenda

1. News from the European Cluster Collaboration Platform
Video: About HERA
Perspectives from the European Commission
Elodie Durand, Policy Officer - Medical Counter Measures, HERA, European Commission
Chiara Orlandi, Policy Officer - Medical Devices, DG SANTE, European Commission

4. Panel debate
Max Péhimann, Project & Cluster Manager, BioM Biotech Cluster Development
Michael Kerschbaumer, Project Manager “Innovation®, SFG Steirische
Wirtschaftsférderungsgesellschaft
Montse Daban, Director of Science Policy and Internationalisation, Biocat

5. Open round with the audience
Funding opportunities
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Nina Hoppmann starts with the ECCP news

NEWS FROM THE
EUROPEAN CLUSTER COLLABORATION PLATFORM
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https://www.youtube.com/watch?v=k14HUxAGvvM&ab_channel=EuropeanClusterCollaborationPlatform

Priority needs in the area of health in Ukra

* Medical equipment

» Critical emergency care equipment
* Antibiotics

« Antidotes

* Antivirals

* Medicines for cancer treatment

* In addition, Ukraine may accept other sorts of medical items. Offers will
be assessed and sent to Ukrainian authorities, who will then confirm their
interest in receiving the donation.

Potential donors can find information on DG ECHO's website
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More information and Registration for C2Lab HERE.

Come to the next C2Lab!

* Interactive workshop to bring and find collaboration partners, mature your project
idea, and build the business case for your idea

* Focus on energy transition and circular economy + 1 open strand

« For cluster organisations, companies, research organisations, actors from the civil
society, and other interested entities

« Join the C2Lab Discussion Group on LinkedIn

CLUSTER
COLLABORATION LABS
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More information about the EU single market HERE.

REGISTER YOUR LOCAL EVENT HERE

Europe’s single market turns 30!

* 2023 marks the 30th anniversary of the European single market.
It is one of the EU's greatest achievements.

» You're invited to join us at many events, talks and exhibitions organised
by the Commission.

* DG GROW can support you in organising
local events and initiatives.
Register your local event!

30TH ANNIVERSARY OF
THE SINGLE MARKET

#SingleMarket30
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https://clustercollaboration.eu/event-calendar/c2lab-build-business-case-your-innovative-idea
https://www.consilium.europa.eu/en/infographics/30-years-of-the-eu-single-market/
https://single-market-economy.ec.europa.eu/single-market/30th-anniversary_en

Online matchmaking event for entities related to pharmaceutical
manufacturing. More information HERE

Matchmaking event and high-level pharmaceutical f '
between the EU and Latin America and the Caribbeal¥

Marketplace and matchmaking event on pharmaceuticals from 2 February
to beginning of April 2023

High-level forum on 21 March 2023
Entities related to pharmaceutical

< Global

manufacturing from Latin America *. Gateway
and the Caribbean or the European
Economic Area y EU-LAC
. s 5 High level pharma
» Registration until 24 February ,O?.,,,,“:,t,dpm"“

on B2Match matchmaking event

bruary-April 2

Explorethe Policy Toolkit HERE

Explore the Policy Toolkit!

» The ECCP Policy Toolkit was ‘ Policy Toolkit Database
updated. It is designed to help
policymakers and cluster
managers strengthen the role of .
clusters in the green and digital
transitions and foster resilience.

Search and discover 248 good
practice examples from more
than 60 countries (EU, COSME,
Horizon Europe and third
countries).
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02-08 08:

Follows the video about Hera and the first speaker is Elodie Durand, Policy
Officer—Medical Counter Measures from HERA.

Elodie Durand

Policy Officer - Medical Counter Measures, HERA

European Commission

C * SRoroweussr
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https://international-partnerships.ec.europa.eu/news-and-events/events/high-level-forum-sharing-pharmaceutical-innovations-between-european-union-and-latin-america-and-2023-03-21_en
https://clustercollaboration.eu/policytoolkit

HERA activities

EU Clusters Talk — Health in Europe: Where does our
ecosystem stand?

Elodie Durand — Unit HERA.3 — Medical Countermeasures

Elodie will coverwhere HERAis right now and what they are doing.

strengthening Europe’s ability to prevent, detect, and rapidly respond to cross-
border health emergencies, by ensuring the availability of and access to key
medical countermeasures (MCM) by looking at the whole value chain

Overarching
mission

= medicines, medical devices, other goods or services that are aimed at combating %
serious cross-border threats to health, such as; vaccines, antibiotics, antitoxins,
chemical antidotes, therapeutics, diagnostics, medical equipment and supplies
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HERA was established in 2021, and they have made plenty of achievements. One of the biggest
ones is the vaccine for Covid-19 and Monkeypox. HERA covers various medical
countermeasures — from vaccines to therapeutics, PPE (personal protective equipment)
and much more. They cover medical countermeasures (MCM) within the whole value chain.
Both medicines and therapeutics are authorised on the EU market.

Governance
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HERA is proud of its extensive network. They have been working very closely with other EU
institutions and agencies (national and international), and they have other actors. They have
dedicated forums for essential stakeholders, such as Civil Society and Industry forums.
The European Cluster Alliance (ECA) is a member of the Joint Industrial Cooperation Forum
(JICF). It is an essential forum where they can share their work and get feedback.

Main tasks — Preparedness Mode

(b Threat assessments and intelligence gathering: anticipatory threat assessment, horizon
= *J scanning, market intelligence, foresight of serious cross-border health threats, identifying and
addressing raw material dependencies as well as market and regulatory challenges/failures

Advanced research and development capacities: promote advanced research and
innovation to develop effective, safe and affordable medical countermeasures and related
technologies (including late-stage R&D, clinical trials and regulatory pathways)

Production capacities: addressing market challenges and failures while boosting the
Union's open strategic autonomy in medical countermeasures production via flexible and
scalable manufacturing capacities and ever-warm production sites

<, Procurement, stockpiling, and distribution capacities: promoting the use of joint EU-level
¥ procurement of medical countermeasures and assessing the stockpiling capacity in the EU

| Knowledge and skills: organising training programmes to to improve knowledge and skills
related to all aspects of access to medical countermeasures

- Main tasks — Crisis Mode

< If a public health emergency is recognised at EU level, the Council, upon the proposal of the
Commission, may adopt a regulation activating the emergency framework

< Activation of the BEEULESH ISR LETSG Bto coordinate urgent action in response to the crisis

< Main tasks:
(9 Activation of mechanism for monitoring crisis-relevant countermeasures

g.b, Procurement, purchase and manufacturing of crisis-relevant medical countermeasures

F \ Activation of emergency research and innovation plans and use of EU wide clinical trial networks
Q{ Establishment of an inventory of crisis-relevant medical countermeasures production facilities

é Activation of emergency funding
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Budget

%+ Operational budget: EUR 6 bn over 2022-2027

% Contributing programmes: HERA's activities shall respect the governance of
contributing programmes

» EU4Health: EUR 2.8 billion
» Horizon Europe: EUR 1.7 billion
» UCPMI/rescEU: EUR 1.3 billion

< Crisis operations: Emergency Support Instrument

HERA WORK PLAN 2023 priorities

+ State-of-art IT system

* Further development of medical countermeasures for epidemic and pandemic
preparedness

» Reservation of manufacturing capabilities for vaccines (EU FAB)
* Financing mechanism referred to as “HERA INVEST"
« Strategy on EU-level stockpiling
* DURABLE laboratory network
| oo

USEFUL LINKS:

https://health.ec.europa.eu/health-emergency-preparedness-and-response-hera en

HERAwork plan 2023: https://health.ec.europa.eu/system/files/2022-11/hera 2003 wp en.pdf

Contact: HERA-Ol@ec.europa.eu
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https://health.ec.europa.eu/health-emergency-preparedness-and-response-hera_en
https://health.ec.europa.eu/system/files/2022-11/hera_2003_wp_en.pdf
mailto:HERA-01@ec.europa.eu

Chiara Orlandi

Policy Officer - Medical Devices, DG SANTE

European Commission
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Chiara talks about policies and initiatives in the area of medical devices. Firstly, she talks about
the European Commission, and she says that European Commission is not working alone but
also with the member states and the key stakeholders.

EU regulatory framework for medical de @

Directive 90/385/EEC on active implantable medical devices (AIMDD)
a8
( Directive 93/42/EEC on medical devices (MDD)

Y

)> Regulation (EU) 2017/745 on medical devices (MDR) adopted in April 2017 and entered into force in May 2017,
" as amended - fully applicable from 26 May 2021

s Directive 98/79/EC on in vitro diagnostic medical devices (IVDD)

N\ Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR) adopted in April 2017 and entered into
\ l, force in May 2017, as amended - fully applicable from 26 May 2022

Specific transitional provisions = Commission proposal for a Regulation of the European Parliament and of the
Council amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the transitional provisions for certain
medical devices and in vitro diagnostic medical devices

2023-02-08 08:49:39

Two regulations for medical devices are already applicable.



Main concerns

* Risk of shortage of medical devices due to expiring certificates
* Overall capacity of notified bodies not sufficient

* 37 notified bodies designated under MDR (February 2023) and 26 applications for
designation pending

* 1990 MDR certificates issued vs 22793 (AI)MDD certificates valid (October 2022)*
* 3509 (AI)MDD certificates expired (May 2021 to December 2022)*
* Low numbers of manufacturers’ applications to notified bodies

* 8120 MDR applications (October 2022)"‘

* Source: data provided by notified bodies on certifications and applications - latest update avoilable here
https://health ec europs eu/system/liles/2022-10/md nb survey certifications aspplications en.pdf

2023-02-08 08:52:27

SHORT TERM ACTIONS

* Legislative proposal (COM (2023) 10 final)

* Implementation of MDCG 2022-14 - 19 actions

* Bridging measures (MDCG 2022-18) - Art 97

* Gaining momentum to increase number of notified
bodies

* Study supporting the monitoring of availability of
medical devices (EUdHealth 2022)

* Launch of grant for capacity building of notified
bodies, preparedness of manufacturers (EU4Health

FRAMEWORK
y (MDR/IVDR)

2022)
DEVICES LONGER TERM MEASURES
ALREADY * Pilot project on scientific advice for clinical devel 'strategies for high-risk devices
APPROVED * Targeted support for SMEs through the Enterprise Network
* Tailored solutions for orphan devices
UNDER OLD * Joint Action on market surveillance (EU4Health 2022)
FRAMEWORK * Study on innovation and governance (EU4Health 2022)
* Orphan devices support programme, focussed on paediatrics (EU4Health 2023)
(DIREC“VES) * Support Notified Bodies Coordination Group (EU4Health 2023)

Follows panel debate

Panel debate

Max Péhimann, Project & Cluster Manager, BioM Biotech Cluster Development

Michael Kerschbaumer, Project Manager "Innovation”, SFG Steirische
Wirtschaftsforderungsgesellschaft; Enterprise Europe Network

Montse Daban, Director of Science Policy and Internationalisation, Biocat
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Max Péhlmann gives us their assessment of how successful HERA is within
the agenda that it set foritself.

& EUROPEAN CLISTER
COLLABORATION PLATFORM
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Max Pohimann

Project & Cluster Manager,

~ X £
ster Development

HERA is a very new entity with much to cover that must be established. From his point of view,
based on what is happening in Germany, a lot of framework needs to be set to make HERA
successful. It is necessary to have higher production capacity, development and availability
of drugs and medical devices. He believes plenty of things have to be done correctly so they
can have an effective and efficient response to any health threats that might be there
in the future. There is much debate, talks, and preparation for legal entities, companies,
and clusters. They always try to bridge the gap between industry, politics, and cluster members.
Companies don’t work for free, and the legal framework needs to reflect and empower them
to make money and develop innovative good medicine. Right now, there are a lot of political
movements going on. Politicians realised that we need to be active and active our strengths
to develop our drugs ourselves. We will get there eventually, but much work must be done.

Similar question to Michael Kerschbaumer, do you agree with Max?

EUROPEAN CLUSTER
Ko ™ COLLABORATION PLATFORM

_(’

e
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Michael Kerschbaumer




Michael says they are dealing with a different type of client than Max. The Enterprise Europe
Network focuses on small and medium-sized enterprises and startups. They are facing other
challenges. He says many highly innovative SMEs and startups in the health tech sector
are trying to reach the market, but they need more instruments to scale up. For example, look
at the European Innovation Council accelerator. Half the companies are applying for funding,
but only 5% - 7% can get into the program. The only possibility for these highly innovative
solutions from these SMEs from all over Europe to reach market readiness is to find the solution
for them. Otherwise, their great ideas will never reach the market. Otherwise, we will remain
in the old structures of devices and solutions. These new ideas could actually solve many
problems. There isn't enough funding to support these ideas. And if there are investors, they
are impatient. They instead invest in fast-growing companies. But in health tech companies,
it takes time to develop something new. We are talking about years of development.

Jennifer adds that market readiness in the medical sector differs from other market readiness
sectors. It is different from putting out a new mobile phone. We are talking about medicines,
lives and medical devices that could majorly impact people’s lives.

Michael adds that the regulations for the medical industry are necessary, but this means that
the projects last much longer than the app or phone development. It also needs more funding
in later years. Let’s say the project lasts seven years, but in the fourth year, they don’t have
funding and investors prefer to invest in something faster. Of course, we cannot rely only
on financing, but there is not enough initiative to support SMEs in later years.

Michael also says that Montserrat Daban will have much more to add to such a topic.

s EROPEAN CLISTER

COLLABORATION PLATFORM
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Montserrat Daban

Cluster Director of Science Policy
ond Internationalisation, Biocat

Montserrat Daban, Cluster Director of Science Policy and Internationalisation,
Biocat

She would like to react to things which were already mentioned.

Firstly, what HERA means for Biocat? For them, it is a transition pathway for the health
ecosystem. The health ecosystem differs from the other ecosystems, as mentioned already.
This means that the transition pathway tools are under HERA. Biocat is a part of the HERA's
Joint Industrial Cooperation Forum, which helps them to connect with industrial players. It is



also about alerts on cross-border threats. It is necessary to mention that Covid-19 brought
more research and innovations, preparedness and stockpiling. All mentioned are part of HERA,
and being part of HERA is essential for cluster organisations. Not only innovations come from
HERA but also the transformation of the industry. Because of Covid-19, we had the opportunity
to see the sector’s transformation, especially in digital health.

Montse mentions that her experience is different to other panellists too. She represents
the whole regional ecosystem involving hospitals, research organisations, universities, startups,
scale-ups, and more.

The best tools for support:

- Cluster organisations ask stakeholders what they need from clusters in case of growth
(financial support, support to reach national and international markets, new talents...).
- Help with stakeholders’ challenges (business, crisis, climate crisis, transitions, and

business models...).

Michael adds that we must also talk about the gatekeepers of the health system. We have two
main Gatekeepers that are still, in his opinion, reluctant when it comes to embracing
innovations in the health industry. The users in the hospital, like the administrators,
are reluctant to new technologies and reimbursement of the public health insurance system.
These things must go hand in hand for new technologies and ideas to enter the market.

Enterprise Europa Network organises events to support companies on the way to get together
with large corporates and get funding. But the systemic changes need to come from policy,
from the commission, and to be discussed with the cluster collaboration platform. Michael says
many innovations must be led through to the system, which will change the situation.

Max also adds to the topic. He entirely agrees with what Michael said. Many good ideas
and innovations are ready to be translated into a stadium of readiness. He mentioned that he
attended meetings between the hospital and a company where they discussed the best
conduct of clinical trials, how to get their drugs, and their innovative therapeutics into the clinic.
It took a lot of work to reach the point where everyone agreed. Translation is one of
the fundamental problems that we must solve to become quicker and leaner. He thinks many
companies need help with the bureaucracy around getting drugs to the market. Once they hit
a point where they can get to a clinic (a clinical-stage trial), it is difficult for them to start. They
need money to keep going, and the framework is complicated. He believes this is something
we need toimprove. Also, sharing data would be beneficial too. Many companies would benefit
massively from the availability of Health Data. It is also tricky because, in Germany, there
is strict data protection. Lots of data is there already and could be used by smaller companies,
especially those that need help to afford massive data analysis.

Montse adds her thoughts. She believes good ideas need to fill the market needs. Not all good
ideas can fit the market needs. Many needs could be met. It is necessary toidentify these needs.
She also mentions that the process of implementing these ideas should be faster.



Chiara says that innovations are one of the aspects they are looking at. They want to foster
innovations; they want to retain these innovations. She also mentions a study they are about
to lunch. It addresses governance and innovations in the medical device sector. Chiara also says
the access of innovations to the market. These innovations need to access the market in a
reasonable time. Timing for certifications of medical devices, especially high-risk devices, can
take too long (18 months to 2 years).

Michael goes back to the data. There are a lot of Kl applications in the stage of development
when it comes to diagnostics. What do these Kl need? They need a vast amount of data with
diagnostics attached to them. For companies, it’s impossible to get the data. They have to
produce the data themselves. What would help would be some open data approach of
anonymised companies. An initiative like this from the European Commission is needed.

Max adds that it would be essential to have available data on the European level so that large
pharmaceutical companies would not work only with data generated in different parts of the
world and might not be 100% applicable to the population in Europe. It would be essential to
have a European generating these health data. All of these points we need to communicate
positively. It is a very sensitive but important topic. We need to be discreet about this topic but
also be focused. Creating a space where we could share European data is a good idea, but we
have to be careful that we do it right and are quick enough so that not every country or region
creates their framework.



Back to Nina Hoppmann and funding opportunities.

Environmentally sustainable and climate neutral health
and care systems

* Topic should aim for delivering results that are directed:

« Policy and decision makers, providers of health and care, health and care workers and citizens
have increased knowledge on how today’s health and care systems are not environmentally
sustainable and where improvements are possible

+ Policy and decision makers and providers of health and care services have access to innovative
solutions

* Monitoring and reporting of carbon emissions and pollution is mainstreamed through a life-cycle
approach

+ Deadline: 13 April 2023

+ HORIZON-RIA HORIZON Research and Innovation Actions;
TOPIC ID: HORIZON-HLTH-2023-CARE-04-03

+ Published on Funding & Tenders Portal
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Maintaining access to regular health and care services i
of cross-border emergencies

« Topic should aim for delivering results that are directed:
« Decision- and policymakers have access to modelling teols and foresight studies

« Decision- and policymakers and health and care providers can better facilitate and manage access to
regular health and care delivery during cross-border emergencies

« Health and care professionals have access to training

« Health and care professionals, citizens and patients access advanced digital tools enabling managed
access to regular health and care services

» Patients can be involved in the co-design and co-production of health and care delivery models
« Health and care providers and health and care professionals have access to knowledge and data
* Deadline: 13 April 2023
*« HORIZON-RIA HORIZON Research and Innovation Actions;
TOPIC ID: HORIZON-HLTH-2023-CARE-04-01
« Published on Funding & Tenders Portal

Call from Ventures Thrive: Investment in deep-tech start®

« Ventures Thrive is one of the first pan-European deep-tech venture builders,
committed to helping start-ups quickly scale their development.

* Funded by the European Innovation Council (EIC), the 1,500,000 EUR grant will be
deployed over two years to invest in up to 32 deep-tech startups focused on
addressing some of the world's most pressing problems.

« Each accepted start-up is eligible for up to 100,000 EUR in cash and services -
equity free.

* Deadline: 16 March 2023

* More info: www.venturesthrive.eu
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Pandemic preparedness and response: Sustaining establ|
coordination mechanisms for European adaptive platfor
trials and/or for cohort networks

* This topic aims at maintaining and strengthening existing strategic coordination
mechanisms across adaptive platform trials and across cohort studies.

* Proposals should describe a coordination mechanism for adaptive platform trials
and/or for cohort research.

* Deadline: 13 April 2023

*+ HORIZON-CSA HORIZON Coordination and Support Actions;
TOPIC ID: HORIZON-HLTH-2023-DISEASE-03-05

« Published on Funding & Tenders Portal
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Development and harmonisation of methodologies for [
assessing digital health technologies in Europe

* Topic should aim for delivering results that are directed:

* Policymakers in the EU have at their disposal a methodological framework and standardised approaches
for assessing digital health technologies

* Regulators have access to robust, scientifically underpinned evaluation methcdologies
+ EU citizens gain faster access to safe and well-performing person-centred digital technologies

« (Digital) Health Industry/digital heaith technolegy developers and HTA bodies can contribute to the
development of EU harmonised Health Technology Assessment

« Improved cross-border use and interoperability of digital health tools and services

« Increased trust in digital health technologies and better integration of digital health tools and services in
health and care systems

+ Deadline: 13 April 2023

*« HORIZON-RIA HORIZON Research and Innovation Actions;
TOPIC ID: HORIZON-HLTH-2023-IND-06-07

+ Published on Funding & Tenders Portal
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