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CZEch Clinical Research Infrastructure Network

MISSION:
to create a sustainable research infrastructure network for multicenter academic clinical
trials in the Czech Republic. Development of CZECRIN as the Czech national node within
the ECRIN-ERIC will allow better linking of the Czech clinically-oriented researchers with

application sphere at EU level.

VISION:

“when science help patients”
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o Infrastructures for preclinical R&D: toxicology models and
Preclinig# databases, biopharmaceutical manufacturing facilities

/ Infrastructures for drug discovery: high throughput
Bas IC esearch ‘omic’ facilities, in silico and animal models

Research networks
Investigators networks
Patients’ registries
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Cooperation of medical research infrastructures

[ Joint access point
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CZEch Clinical Research Infrastructure Network

- podporovat inovacni €innosti v oblasti

ochrany zdravi, se zvlastnim ddrazem na Drug Efficacy
rozvoj nekomerénich klinickych studii . YYYYYyYyyy
(mimo oblast fungujicich komercnich studii Anti-Depressants - 62 % ’I"I"M’I"I"II"I"I‘I‘
iniciovanych pramyslem) Esthrs 60 % il\'l\'i\'n\'l\ll"l\'n\'l\'l\
- jevjich ce’st(?u iniciovgt a. realizovat vlastni Diabetes 57 0 'I\'I\'l“n\'l"l"n\'n\'l"n‘
védecky vyzkum a vyvoj . 3w o i S
Arthritis s0% 1111
- timto prinaset vlastni vysledky, které jsou . o
zakladem pro fizeni Iékarské a zdravotni Alzheimer 30 % 'I"]"I"I"I\'I"I"I"I‘T

péce na zakladé dukazu védeckych s » & B % E B S
Cancer 25% T
- financovani pro nekomerc¢ni studie na

, y - . . , v Drug does
narodni urovni (mimo systém komerc¢nich 'l\ not work
sponzor)
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Key Objectives ECRIN-ERIC and CZECRIN 2019

Medical research is now facing

outcome-based personalised trials

« Phase Il / Cohort trials

« Real-World/Effectiveness

« Outcome-Based Research (Patient-
oriented)

Medical research is now facing a data
challenge

data sharing and multimodal data
management

« Re-using the electronic health records

for research purposes (cohorts and
trials) - avoiding duplication in data
collection (EOSC),

v'Full Members

DE, ES, FR, IT, PT,

NO, IRL, HU, CZ
(January 1st, 2018

v Observers
CH, SK

)
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CZEch Clinical Research Infrastructure Network

In operation phase since March 2014

* Included in Roadmap for Large Research,
Development and Innovation Infrastructures
in the Czech Republic

« Under responsibility of with Ministry
of Education, Youth and Sport

« Budgeted till 12/ 2019 (approved for 2020-
2022)
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CZEch Clinical Research Infrastructure Network

Univerzity Module

Masaryk University, Brno — founding member
Charles University, Prague

Palacky University, Olomouc

University of Veterinary and Pharmaceutical
Sciences Brno

Clinical Module (members of clinical CTU network)

University Hospital St. Anne’s Brno — founding member
University Hospital Brno - 2014

University Hospital Motol - 2015

University Hospital Ostrava - 2015

Masaryk Memorial Cancer Institute - 2015

University Hospital Hradec Kralové - 2016

General University Hospital in Prague — 2016

University Hospital Pilsen — 2019

University Hospital Kralovské Vinohrady— Signature of agreement in process
Thomayer’s Hospital in Prague — Agreement negotiation
National Institute of Menthal Health - in discussion

.ﬁCZGCRIﬂ

CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK
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design of academic
clinical research

The University
Hospital Brno
St. Anne’s University
Hospital Brno

Masaryk University

Charles University
in Prague

University of
Veterinary and
Phammaceutical
Sciences Brno

Masaryk Memorial
Cancer Institute
Universi

Ostrava

Palacky University

University Hospital
Olomouc

Hradec Karlove
University Hospital
in Motol

Clinical module

General University
Hospital in Prague

University module

Excellence in clinical trials:

> Early phases I/lla

> Rare diseases

» Regulatory and ethical science 8

* Advanced therapy medicinal products

» Clinical trials management




CZEch Clinical Research Infrastructure Network - WPs

WP CZECRIN,\p - Clinical Trials with Advanced Therapy Medicinal Products
WP CZECRINpgp vep - Pediatric Clinical Trials

WP CZECRINg,g - Clinical Trials in Rare Diseases — Regulatory Challenges

WP CZECRINpgr wep - Personalised Clinical Trials — Stratified Precision Medicine

WP CZECRIN ¢ ,ro — NEURO STROKE programme (new WP starting from 2020)



WP CZECRIN,+vp - Clinical Trials with Advanced Therapy
Medicinal Products

Autologni ,dendritic-cell derived”
somatobunécna terapeuticka vakcina u
détskych onkologickych pacientu

-
Farmakologicky ustav LF MU, Advanced W C/eCRIN < D BBMVIRI

2ECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK Biobanking and
Cell Immunotherapy Unit CEEHOANCARSEARGINRATRICTIRE NV

Biomolecular
Resources Research

Advanced Cell Infrastructure

Immunotherapy Unit

Akademické klinické hodnoceni faze | (ACIU) GMP Facility for ATMP
KDO_DC1311, EudraCT:2014-003388-39

European infrastructure
for translational medicir

,Proof of concept”: personalizovana protinddorova vakcina na bazi dendritickych bunék
stimuluje pre-existujici imunitni odpovéd konkrétniho pacienta proti jeho nddorovym antigenum



...and some newer data: Ex vivo evaluation of post-vaccination T-
cell reactivity to DC-presented antigens
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WP CZECRINpgp vep - Pediatric Clinical Trials

Central European Pediatric ncology Early Trial Alliance

Partnership with pediatric I.CZGCRlﬂ — FEER BB
AN

investigation networks /

EnprJREMA

European network of paediatric research

Development of tools for

ped iat ri C po p u | atio n at the European Medicines Agency
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WP CZECRINpek vep - Personalised Clinical Trials —
Stratified Precision Medicine/ Regulatory Challenges

Pokracujici relevantni zakladni
vyzkum/ adresujici relevantni klinickou
potrebu !

Pragmatic Trials...Real-World

Validace vyzkumu a vyvoje Effectiveness

biomarkert na vSech jeho stupnich

Inovativni design klinickych studii !!
N- of-1 clinical trials...
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CZECRIN Clinical Trials

" CZECRIN

CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK
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CZECRIN — national IIT
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ECRIN — FP7, H2020

ICZECRIN — international IIT
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Dekujeme za spolupraci
vS§em partnerum
a tesime se na dalsi...!




