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Fast track to clinical proof of concept
Tailored solutions for effective collaboration

18.0CT.2017
Katrin Kaarna MD.
Clinical Research Centre

Tartu University/ Tartu University Clinics
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EATRIS PURPOSE

EATRIS is a permanent EU biomedical research infrastructure. The purpose is

to accelerate translation of science into medic‘al products that benefit
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patients and improve human health.

EATRIS AIMS

1. Improving access to academic expertise
2. Increasing utilisation of academic infrastructure
3. Developing and validating tools that improve pipeline output

4. Facilitating public-private collaboration in research
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EATRIS SCOPE

1. Preclinical discovery to clinical proof of concept

2. Product platforms: Advanced Therapy Medic‘inal Products, Small Molecules,
Vaccines ‘.
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3. Enabling platforms: Biomarkers, Imaging & Tracin

EATRIS BENEFITS

1. Risk-free access to evaluate European expertise

2. Multi-site and multi-disciplinary collaboration in Europe

3. Optimising translation with highly specialized expertise, as needed
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NORWAY (3)

Bergen Institute of Medicine

Centre for Molecular Medicine Norway
Oslo University Hospital

NETHERLANDS (9)

University Medical Center Groningen
Erasmus University Medical Center
VU University Medical Center
Netherlands Cancer Institute
Radboud University Medical Center
University Medical Center Utrecht
Maastricht University Medical Center
Academic Medical Center Amsterdam
Leiden University Medical Center

FRANCE (1)
Albert Chevalier-Henri Mondor Hospital

SPAIN (13)

Catalan Institute of Oncology (IDIBELL)
Hospital Clinic of Barcelona (IDIBAPS)
Hospital/Institute Biodonostia

University Hospital La Princesa

Hospital de la Santa Creu i San Pau

Health Research Institute Santiago de
Compostela

Hospital La Paz Institute for Health Research
INCLIVA Valencia

Institute of Biomedicine Seville

University Hostpital Ramon y Cajal

Medical Research Institute of Hospital La Fe
Vall d’Hebron University Hospital

Fundacién Jiménez Diaz University Hospital

SWEDEN (3)

Karolinska University Hospital
Lund University Hospital
Uppsala University Hospital

FINLAND (3)
Institute for Molecular Medicine Finland
Turku University Hospital

University of Eastern Finland Hospital
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ESTONIA (3)

University of Tartu, Tartu University Clinics, Estonian
University of Life Sciences

CZECH REPUBLIC (2)

Institute of Molecular and Translational Medicine
Olomouc

Clinical Research Center of St. Anne's University

Hospital Brno
I'mt

ITALY (10)

National Cancer Institute, Aviano

IRCCS National Cancer Institute, Milan

Ospedale Pediatrico Bambino Gesu

IRCCS National Cancer Institute Giovanni Paolo I,
Bari

IRCCS National Cancer Institute G. Pascale, Naples
IRCCS Luigi Maria Monti

Regena Elena National Cancer Institute

IRCCS lstituto Ortopedico Galeazzi

San Raffaele Scientific Institute

Istituto Superiore di Sanita




OTHER RESEARCH INFRASTRUCTURES:

BBMRI-ERIC

Biobanking and
BioMolecular resources
Research Infrastructure

* biobanks

eatris

*translational research
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EUROPEAN CLINICAL RESEARCH
INFRASTRUCTURE NETWORK

e clinical trials
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* data

INI-;RAFBONTIER

*mouse disease models
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Integrating
Biology

e structural biology
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ACCESSIBLE VIA CORBEL INNOVATION

EMBRC

EUROPEAN

MARINE

BIOLOGICAL

RESOURCE Infrastructure
CENTRE I S B E for sys[ems Biology

. mc‘flne orgi/s . systeiuol
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EU-DPENSCREEN::® W MIRRI

Chemical Keys for Life's Locks I

*small molecu“ | ] ‘

3 EURO-BIOIMAGING
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*biomedical imaging
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EXAMPLES OF CURRENT PROJECTS
1. 5-site immune-inflammation imaging hub for UK-based large pharma

2. 3-site 89Zr antibody imaging hub for medium Eurogean biopharma

3. Single-site primate 89Zr antibody imaging for internationa ese .
pharma \

| ‘ \ k
4. Collaboration with Kyushu University: best practice, staff e ‘qj_ in&
research T i

5. Pre-clinical toxicology — GLP license ( Estonia )

EXAMPLES OF PROJECTS IN DEVELOPMENT

1. EANM EARL accreditation for 89Zr PET-CT imaging, with 10-14 sites in pilot
2. Exploring concept for trial-ready network in tau imaging
3. Imaging of Progressive Supranuclear Palsy and epilepsy patients with a novel tracer

4. Biomarkers for osteosarcoma for personalized management ( Estonia)
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Current trends Biopharma
Developement Pipeline

Public
funding
B
- N B
Fundamental
discovery

Private funding
Moves away from early development
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Failing too late in development
Ca 65% fail at phase Il
Target-to-hit
Hit-to lead Lead
optimisation
Preclinical
Phase | ,
BN ‘ Submission
| ' to launc
Launch
'
80% 75% 85% 69% 54% 34% 70% 91%
Cost per launch
(out of pocket) $24 $49 $146 $62 $128 $185 $235 $44 $873

Adapted from Paul et al Nat Nev Drug Disc (2010)
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Translatlonal Research Perspective

* From deep, intra-disciplinary exploration to multi-
disciplinary, validatory research

Many factors beyond the scientific concept are
needed to success: T

v'  Creating a product that is viable

v'  Creating and testing a product that fits to the
development workflow (stage-gating)

v' Convincing industry that the products represents
value

v' Convincing the regulators that the product is safe
and effective

v' Convincing the goverment officials that the product
is cost-effective

v" Convincing the doctors that the product addresses
the medical needs
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Fruitful environment for the doctors, scientists,PhD studies, < > . . . .
International competence centre, international parthnerships
students
A
\ 4
Strong support system to assist doctors,scientists etc. [ Harmonized biobanking network

A
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Proactive quality management and monitoring system to Leading business parthner to other Estonian hospitals,
ensure high level quality scientific institutions and Estonian geverment
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