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Who we are

Network of academic and medical research
Institutions in Europe
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Czech Republic Luxembourg Slovenia
Finland The Netherlands Sweden
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EATRIS-ERIC: Translational Medicine Research Infrastructure eatrls
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Drug discovery pipeline takes on average 10 years, costs ca 2 Billion Euros;
50% failure rate; drugs developed are useful for only 50% of the population
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Access to lab equipment Unstructured data Lack of stratified controls Uncertain value

Validated analytical tools Poor data quality Fragmented processes Lack of regulatory literacy
Innovation management Non-standardised data Poor reproducibility rate Lack of ELSI competency
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Access to lab equipment Unstructured data Lack of stratified controls Uncertain value
Validated analytical tools Poor data quality Fragmented processes Lack of regulatory literacy
Innovation management Non-standardised data Poor reproducibility rate Lack of ELSI competency

EATRIS Solutions

Access to services Reference materials Health Technology Assessment advice

Validated Expert Centres | Validated processes Regulatory troubleshooting guidelines
Reproducible raw data Regulatory compliant data ELSI templates and support



Multi-year strategy supported by strong governance

eatris

The 2023-2026 €atrIS Strategic Plan is formed around 6 pillars
that aim to enhance the translational medicine ecosystem
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Multi-year strategy built by both bottom-up and top-down methods of consultation with the EATRIS community and
Governance; aligning to the niche of the organisation and the requirements from our users.




EATRIS-ERIC: Partnering with others

European Research Infrastructures
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A REQUEST. Long term access to translational imaging capabilities for
immuno-inflammation R&D
GlaxoSmithKline
RESULT: GSK-EATRIS imaging hub
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EATRIS- ERIC: Defining and measuring impact eatris

EATRIS-ERIC 8 impact pathways

Professional development Health and well-being

i.e. skills development, stronger

translational skills for users and i.e. knowledge-sharing on emerging health threats;
members development of Research and Development tools
i.e. stronger “culture of translation” for unmet medical needs; increased patient benefit

gement

Changing research practices Policy

i.e. improved practices supporting goal
and patient-oriented research
(regulatory dialogue)

i.e. increased awareness of the benefits of
translational research by policy-makers

i.e produced scientific evidence and resources to
support policy-making and wider implementation
of translational research

Research quality, efficiency,

! . Science valorisation
and its societal relevance

i.e.. more integrated translational resources across Europe

i : : ‘ i.e. increased understanding, awareness and
i.e. higher quality and more reproducible research

visibility of the research infrastructure and the field
of translational research; greater scientific literacy
of the general public (patient training)

i.e. new ideas, approaches, multi-stakeholder
initiatives for solving challenges in translational
research, reduced barriers to public-private
collaboration

i.e. stronger translational ecosystem promoting
exploitation of results beyond the lab

Innovation Economy

i.e. facilitated knowledge-sharing
academia-industry; increased service
offering for industry; more market-ready
research



EATRIS-ERIC: Communications
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EATRIS
Digital

Communications
Channels @
Website / YouTube
= eatris.eu = youtube.com/c/EATRIS-ERIC
Lo TWwitter
Email updates «—

= twitter.com/EatrisEric
= Monthly Update
= Translational Trends (quarterly update)

Facebook LinkedIn

= facebook.com/EATRIS.ERIC » [linkedin.com/company/eatris-eric
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EATRIS-ERIC: Communications

Website YouTube

- Total number of public 56
Number of visitors 144,345 videos
Pages per session 1.96 EATR|S _ Number of followers 367 (+104%)
Average session Communications Watch time (aggregate 576 h

1 min 38 sec across all videos)

duration

In Numbers

Bounce rate 68%

Email updates \ it /
Open rate 34.9% @
EATRIS Monthly Click rate 5.3% I
qalbin: | o Twitter
Audlence 623 Number of tweets 554
i Number of followers 2,184 (+23%)
A Open rate 35.3% o— Impressions 201,539
Trends (quarterly ~ Click rate 5.6%
update)
Audience size 2,009
Facebook L eal
Number of posts 528
Number of posts 413
e a r I s Number of followers 2,993 (+60%)
Number of followers 186 (+48%) s 237 956
Data Nov 2021 — Nov 2022 Reach 2,923
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EATRIS-ERIC & the VHT Platform eatris

Virtual Human Twins can expedite many pre-clinical translational medicine processes:
* Drug screening:
« Currently use patient-derived organoids and/or model organisms
« Simulated cell-to-cell interactions across thousands of variants of organs
 Compare to real-world data
e Drug repurposing :
« Digital (virtual) clinical trials
« Synthetic chemicals and virtual cells
« Billions of known chemical compounds can be screened against phenotypes
« Compare and validate in real-world data

ELSI considerations are very relevant to the EATRIS community:
« Data controller and interplay with EU regulation

« What does this mean for digital data e.g. computational models based on pseudonymised data; regulation
of Al tools and their translation to market; validation of tools for use by industry

Virtual Human Twins — and digital tools in general — remain relatively underused by the EATRIS community e.g.
exascale computing via EuroHPC,; standardisation of health-related data

« Education and training of clinical researchers with new capacitates; co-development of solutions .



Concluding remarks eatris

EATRIS-ERIC formed in 2008 as the European Research Infrastructure for
Translational Medicine

Membership from 14 Member States; 150+ institutes

Lessons Learned:

* Important to be consistently cognisant of niche and use this to drive activity
« Benefit through partnering with others

« Define impact: use this to plan activities and make persuasive arguments

« Communicate efficiently, and track KPIs of communication channels

VHT Platform offers the potential to enhance various pre-clinical stages of the
personalised medicine value chain:

« Economic advances in processes related to screening & repurposing
« Alleviated from (some!) ELSI challenges
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European infrastructure
for translational medicine

Thanks

EATRIS
@EatrisEric

WWww.eatris.eu

CHCICHED

Translational Trends
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Partnering examples: GSK imaging hub

12 active projects
including

2 in the clinic and

1 PhD programme
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UNIQUE HUB COLLABORATION - IMAGING METHOD
DEVELOPMENT IN INFLAMMATORY DISEASES

International multi-site collaboration hub will implement new clinical imaging
tools and deliver several projects per year with enhanced speed and throughput.

Amsterdam, The Netherlands, June 4, 2018 - The European Infrastruciure ‘or Transationa’ Medcne (EATRS)
nas formed 3 CoTaboranon with GlaxoSmankine (GSK) to Celver a Cinical and soentific expert network for the
development and sppication of nnovative Imaging methods for Inflammatory dseases

Advanced imaging. The Inltistive s aimed ot optisising
existing imaging technologies for drug development and
chnical transhation of emmrpng probes.

While exissng <inical imaging 1005 provide usefu
endpOints in clrical trials, they typically ack suficert
celuiar and molecuiar information 2o fuly understand
Grug response. IMaging nas the potential to interrogate
Infammatory cell Dopulations, Quantiatively in d¥erent
tssues This aliance ams to uniock this potential by
geivenng new Cinical 100, ADDIng Imaging in
Information.rich, smak cohornt studies can provide 8
ngn. immediate IMEact to enhance RAD proouivty
deveioping our understanding of dsease in the patent,
ennching cinical trial CONOITS, MEaSLNING tNerapeutc
response

The imaging hub 3ims 10 achieve these goais by (1)
OOUMSNG SXSTNE MAFNATL reSONENCe MSPng (MRY)
8nd POSRION eMISSON LOMOgraphy (PET) technology

for drug cevelopment. and (2) rans'ating emerging PET ans optical el-spectc probes 1owards the Cinic The frst
theee projects wieh @ focus around mmune cell specic imagng have now been Ntisted



Partnering examples eatris

Long term access to translational imaging capabilities for

Immuno-inflammation R&D

GlaxoSmithKline
GSK-EATRIS imaging hub

VUmc ((F ¢ | >
C\/=  Amsterdam Multi-site collaboration to develop imaging tools for GSK:
* Novel PET ligands as inflammation markers
n « MRI for characterisation of inflammation
TR « Optical imaging in RA, OA, etc.

6 EATRIS institutions coordinated by EATRIS
« Covered by master research agreement, GSK funded

. umce

LPPSALA
UNIVERSITET « Fast-time to contract and initiation of projects

Radboudumc «  Pre-competitive or GSK asset development possible



EFPIA Data Sharing Playbook

DataSharing Book

How to unlock the potential
of data sharing in IMI/IHI projects

eatris

Introduction 04

Why this Data Sharing Playbook?
Who is it for?
What to expect?

Executive summary 05
Key decisions 06
to unlock data sharing

Key concepts 07
in data sharing

- Fundamental concepts
« Other useful concepts

IMI liaison officer. Project leader. Project coordinator.
Principal investigator. Therapeutic lead.

Senior manager. Data Protection Officer (DPO).
GDPR expert. IT specialist. Statistician. Lawyer.

Challenges

» Challenge area 1
Public-Private-Partnerships (PPP)
& Data Sharing Culture

« Challenge area 2
Legal & Intellectual Property (IP)

« Challenge area 3
Internal Processes

« Challenge area 4
Security & Technology

« Challenge area 5
General Data Protection Regulation (GDPR)

Scenarios

17

Resources

26

Epilogue

42
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Covid-19 Research services to SME, academia, governments

12 Industry
studies

Wide range of study requests

Regulatory Advice

Developing a vaccine
consisting of the SARS-
CoV-2 Spike Receptor
Binding Domain (RBD)
displayed on Virus-Like

Particles

=

In vivo studies

Immunogenicity
studies in vivo for
challenge against the
SARS-COV-2 virus

Virus Production

Expert advice to
produce virus and
establish BSL-3
facilities

@

2 Governmental
studies

Rapid Test development

Validation testing of
rapid LAMP PCR-
Based system in
Basque Healthcare
system

MoA studies for
Repurposing Drugs

In vivo models and
Mechanism of action
studies for
repurposing drugs

7
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With thanks to our funders and partners eatris

REPUBLIC OF BULGARIA ,‘
Ministry of Education and Science

MINISTRY OF EDUCATION, ACADEMY OF FINLAND

YOUTH AND SPORTS

French Republic
Commissariat a 'Energie Atomique et aux
Energies Alternatives (CEA)

Italian Republic
Istituto Superiore di Sanita (ISS)

Republic of Finland

Republic of Bulgaria

Czech Republic

Ministry of Education and Culture (OKM)

Ministry of Education and Science

Ministry of Education,Youth & Sports

7 UNIVERSITY OF BERGEN UNIVERSITETET

3 LE GOUVERNEMENT .
‘% DU GRAND-DUCHE DE LUXEMBOURG ” ZOn Mw Cv) The Research Council
Ministére de I'Enseignement supérieur A of Norway

et de la Recherche

Kingdom of Luxembourg Kingdom of Norway

University of Oslo*

Kingdom of the Netherlands Kingdom of Norway
ZonMW Research Council of Norway*

Kingdom of Norway

Le Gouvernement du grand-duche de University of Bergen*

Luxembourg

' REPUBLIC OF SLOVENIA t%‘ .,‘. / Swedish
u !anarmdeq @ MINISTRY OF EDUCATION, Insticuto \/ Research Vl N N OV[\

e Produtos de Satde, |.P. SCIENCE AND SPORT dC‘:rslglsulﬂ g ) Council

Republic of Portugal Republic of Slovenia

Kingdom of Spain Kingdom of Sweden Kingdom of Sweden

INFARMED-National Authority of
Medicines and Health Products

Ministry of Education, Science

i 1 ¢ 3 *k i *k
and Sport Instituto de Salud ‘Carlos III’ (ISCIII) Vetenskapsradet Vinnova

@88 REPUBLIC OF CROATIA Bl RIGAS STRADINA
T LS UNIVERSITATE
*The Norwegian contribution is from University of Oslo and University of Bergen

**The Swedish contribution is from Vinnova
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