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Definice Velkych infrastruktur (VI)

Velka infrastruktura prispiva k naplnéni priorit aplikovaného
vyzkumu, vyvoje a inovaci CR...

...ma vyznamnou ulohu v celkové strategii rozvoje oblasti,
ve které pusobi

...Je hapojena na projekty Evropské cestovni mapy velkych
vyzkumnych infrastruktur (ESFRI Roadmap) a ma
integracni roli

...kromeé provadeéni vyzkumu napomaha prenosu znalosti

(vzdélavani studentu, doktorandu, védeckych pracovnikl a
dalSich odborniku



Cestovni mapa CR velkych infrastruktur (VI)

....pro vyzkum, experimentalni vyvoj a inovace je strategickym
dokumentem MSMT, ktery mapuje potfeby a moZnosti
ceského vyzkumu a vyvoje v oblasti velkych infrastruktur v
kontextu Evropského vyzkumného prostoru a na narodni
urovni odrazi evropskou cestovni mapu vyzkumnych
infrastruktur (ESFRI Roadmap)

....12. fijna 2011 ¢. 749 schvalena aktualizovana Cestovni
mapa http://www.msmt.cz/vyzkum-a-vyvoj/dokumenty-1-1



Narodni Uroveri - MSMT

e Ridicim orgdnem je MSMT
e Z duvodu potreby koordinace strategického smérovani

byla ustanovena Rada pro velké infrastruktury pro vyzkum,
experimentalni vyvoj a inovace jako poradni organ MSMT.

« Clenové jsou jmenovani ndméstkem ministra pro vysoké
Skolstvi a vyzkum. V soucasné chvili ma Rada 16 ¢lend.

 Predsedkyné: prof. PhDr. Eva HajiCova, DrSc. — Univerzita
Karlova v Praze



ESFRI Biological and Medical Sciences Research
Infrastructures — parallel a ,,discovery pipeline“
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Klinicka hodnoceni pohledu , drug-life cycle”

Discovery/ Post-
screening Clinical studies MDA review marketing
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Klinické infrastruktury

* Cojeto?

e ..submnozina biomedickinskych infrastruktur



Basic research

Ethical and legal
committee, IT services

Common services ) Nb.k “...tm

*Molecular biology
*Genomics
Structural biology
research *Biological chemistr
*Proteomics
*Animal models

Clinical

p _




AKTUALIZACE CESTOYNI MAPY CR VELKYCH
INFRASTRUKTUR PRO VYZKUM, VYVOJ A INOVACE

BBMRI_CZ — CZ_EATRIS - CZERIN




The European Research Infrastructure
for Biobanking and Biomolecular Resources

(IMPLEMENTATION OF ,,BBMRI.CZ“):

Dalibor Valik, MMCI Brno

Biobanking and
Biomolecular
SEVENTH FRAMEWORK Resources Research
PROGRAMME Infrastructure




...Diobanks are essential biomed research
infrastructure components
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Biobanks in Medical Research

Fragmentation '
ELSI Cancer Genome Project struggles

Funding with sample shortage

l l l Technical (Nature Medicine 2007)

Follow-up 7 ‘ (

700,000
Cancer deaths
(North America; 2007)

!

NCI: Biological samples are #1 roadblock

OECD: Global Biological Resource Centre Network

WHO/IARC: Standards for biological resource centres

EU/ESFRI: Research infrastructure for Biobanks and
Biomolecular Resources (BBMRI)

Long haul: The Lung Cancer
Tissue Bank has only 20 of the 500
samples required.



...Challenges in Biobanking

e Harmonized processes (accreditation,
certification)

e Access rules

e Heterogenous European ethical and legal
landscape

e Data protection in biobanking
e Sustainable funding

Biobanking and
Biomolecular
Resources Research
Infrastructure
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...Challenges in Biobanking IT

« ...besides BBMRI, several attempts have been
undertaken such as project TuBafrost (OECI, EORTC),
major biomedical universities)

e Emphasis on quality:

e Guidelines for Biobanking, ISBER / NCI / OECD
e TuBaFrost Standardization for Frozen Tissue
e JARC Minimal guidelines and standardization

Biobanking and
Biomolecular
Resources Research
Infrastructure



o

Managing resources

. for biomedical research
“

BBMRI: user-oriented strategy

e BBMRI should provide a pan-European framework to
foster excellence in biomedical research

— ...resulting in better projects, faster, cheaper

e Access to high quality resources, technologies,
services, education and training

e Partner for academia and industry

— SMEs: Strategic partner, customer

— Pharma: Biomarker and drug development
e Incubator for regional development...>

— Start-u ackages
P patkad BBMRI

Biobanking and
Biomolecular
Resources Research
Infrastructure



Managing resources
. for biomedical research
“
Opportunities for

Regional Development/Users

e Biological resources are the essential raw material
for future health-related economies

e Biological resource centres may act as nuclei for the
establishment of biotech and pharma clusters,
(expert entres)

e Opportunities for joint-ventures with industry

Biobanking and
Biomolecular
Resources Research
Infrastructure



Managing resources

for biomedical research

Features of the proposed Expert Cetre

o Specifications defined together with industry
e Industry participates in Quality Management

e Common reference samples used for validation at all
levels

e Certification / Accreditation

Biobanking and
Biomolecular
Resources Research
Infrastructure
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implementing BBMRI infrastructure¥h-tl
Czech Republic

e The BBMRI.CZ project was built on the existing
biobanking facility operating at MMCI since 2000,

e The proposal to create infrastructure in the CZ
submitted to MEYS by the end of 2009

e Approved in March 2010 to establish a network of 5
research biobanks in the Czech Republic

Biobanking and
Biomolecular
Resources Research
Infrastructure
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...implementing infrastructure in the®Czech §
Republic

1.2 BBMRI-ERIC Headquarters (Central Executive
Management Office)

BBMRI-ERIC is a distributed infrastructure coordinated by a
Central Executive Management Office hereinafter referred to as
“"BBMRI-ERIC Headquarters (BBMRI-ERIC HQ").

1.3 National Node

An outpost of BBMRI-ERIC in a Member State that interfaces with
a national or regional network of Biobanks and coordinates its
activities with those of the pan-European infrastructure, BBMRI-
ERIC. Each National Node has a director, hereinafter referred to
as “National Coordinator”. The National Coordinators belong to
the Executive Management of BBMRI-ERIC. The National Nodes

should aim to carry the name BBMRI or BBMRI-ERIC*fgll
the country’s abbreviation (BBMRI.XX). M'

Biomolecular
Resources Research
Infrastructure



..implementing infrastructure in th
Republic - the network
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‘biomedical research

..implementing infrastructure in th
Republic - the network

e Concept of implementation of BBMRI.CZ
e Governance in parallel with BBMRI-ERIC rules

e Structure is being prepared: either repository-type or
general, disease-specific vs. general (to be decided after
discussing with local partners)

e Samples to cover current/future needs (tissue, genomics,
protemics, etc)

e Unified computerized platform (discussed with BBMRI
headquarters, Graz)

— Partners in informatics services: IBA MU, CESNET,
Faculty of Informatics, possibly CERIT_SC
project,...discussions already started ;.ogmiﬁl

Biomolecular

Resources Research
Infrastructure



European Advanced Translational Research Infrastructure in Medicine
(EATRIS)

EATRIS

Eurcpaan
Acivanced Translational
Research Infrastructure in Medicine

Preparatory Phase: 4.2 M€

IConstruction Phase: 20-100 M€
(depending on participating center)

Operation Phase: 3-8 M€ p.a.
(depending on participating cnter)

17 partners

www.eatris.eu

Cil EATRIS

chce vypliiovat mezery v translaci objevl v zdkladnim
vyzkumu do komeréni nebo aplikované sféry

EATRIS wvytvaFi sit evropské translacni védecké
infrastruktury.



BIOMEDREG @B INSTITUTE OF MOLECULAR AND |
‘ TRANSLATIONAL MEDICINE
Cesky narodni uzel:

BIOMEDREG/ Ustav molekularni a translaéni
mediciny (UMTM)
Univerzita Palackého v Olomouci

Koordinator: Marian Hajduch

UMTM bude koordinovat narodni iniciativy translaéni mediciny (EATRIS-CZ) a
vytvaret narodni sit’ vyznamnych infrastruktur a bude slouzit vyzkumu typu
open access v oblasti molekularni a translacni mediciny.

Specifcké cile UMTM (EATRIS-CZ partnerska sit se zag&ina vytvaret)

O studia mechanismu a Ié€eni rakoviny a infekénich nemaoc;

Q identifikacen novych cilu (targets), biomarkeru a diagnostickych postupt pro
individualizovanou terapii. .

- 2007-13
OP Vyzkum a vyvo]
pro inovace



ECRIN

(European Clinical Research Infrastructures
Network)

Infrastruktura zameérena na oblast
akademickych klinickych hodnoceni se
koncentruje na vytvoreni interoperabilni
sité evropskych pracovist

ECRIN/CZECRIN
CZECRIN tvofi Univerzitni a Klinicky modul

L.ec N

FURCREAN CLINICAL RESEARCH INFRASTIRICTLIRES METWORK

Preparatory Phase: ~7 M€
IConstruction Phase: not stated
Operation Phase: ~ 3.5 M€ p.a.

21 partners

www.ecrin.org

Narodni kontaktni bod - Masarykova univerzita

(koordinator: Regina Demlova)

...univerzitni modul je synergicky doplnén modulem Klinickym, ktery je fizen FNUSA-ICRC,
jehoZ klicovou funkci je identifikace pacientt napliiujicich kritéria klinického hodnoceni

vyZadujici sirokou kooperaci zdravotnickych zafizeni.




ROPEAN CLUNCAL RESEARCH INFRASTRUCTURES NETWOR CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK

CZEch Clinical Research
Infrastructure Network

Regina Demlova

Masarykova Univerzita

K




B <CRN e
Vychozi podnéty

* Infrastruktura nezavislého klinického vyzkumu neni v CR
dosud vybudovana ani systematicky financovana.

 Jednotlivé Rrojektyjsou dosud financovany EFevéiné Z

dobihajicich programu institucionalniho vyzkumu
(vyzkumné zamery) s dofinancovanim proyoznich
prostredkl granty GACR, IGA MZ CR, AZV CR pripadné

sponzorskymi aktivitami farmaceutickych firem.

* Provadeni klinickych hodnoceni vCetne tech ,
akademickych je vysoce regulovanou oblasti s nutnosti
specialnich znalosti a podpory
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B C/CRN
B ECRN e
R Podstata

e CZECRIN je budovan jako vyzkumna infrastruktura , ktera
zajiStuje aktivity pro vSechna zapojend pracovisté (oddéleni
klinickych studii, grantova centra, odd. VaV...) nikoli jen pro
jedno centrum excelence...

e ... podporuje a umoznuje

v'Realizaci ,,multicentrickych” klinickych studii/vyzkumnych
klinickych projektt
v'Pfekonavani bariér pro akademicky klinicky vyzkum
v'Zvysit kvalitu vystup akademickych klinickych studii
v'Podporuje a zvySuje konkurenceschopnost akademickych
klinicko-vyzkumnych center
i\ﬁ!c} USVANNYA I\K%I



CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK

§ SR

* je vybudovani infrastruktury podporujici nastaveni,
provadeni a analyzu mezinarodnich akademickych
klinickych hodnoceni a kI|n|ckych studii (Investigators
Initiated Trials, 1IT) v ramci Ceské republiky
vytvorenim

A) koordinacnich center na univerzitach (Clincial Trials
Centers) a jejich propojenim s

B) klinicko-vyzkumnymi jednotkami (Clinical Trials Units) v
jednotlivych zdravotnickych zarizenich a

C) cestou narodniho koordinacniho mista (MU + FNUSA) a

timto napojeni na evropskou vyzkumnou infrastrukturu
ECRIN v letech 2013-2017.
LJ'SYV.VANN‘Y A IX%;I



B C/CRN
B €CRN N oo
o Hlavni ci

e .... Vsouladu se schvalenou cestovni mapou pro

\{e/ké infrastruktury vyzkumu, vyvgje a inovaci v
Ceskeé republice z kvetna 2011 (MSMT, ISBN 978-80-
254-7854-7)

e ... Vsouladu se stanovami ECRIN-ERIC
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European Consorcium

on Reobarch Infrasiructores Y RRN
Research o= A
s [nfrastructure Network
Peadmap 2008 Vytvorit z Evropy jednotnou oblast pro
‘ klinickeé hodnoceni
L Poskytovat koordinované sluzby
mezinarodnimu klinickému vyzkumu v

Evropé:

- pristup k pacientum a expertize v
celé Evrope

- navzdory fragmentaci
zdravotnickycha financnich systemu a
legislative jednotlivych zemi EU




I.GCR\H

ECRIN-ERIC

MEMBER COUNTRIES

FRANCE
GERMANY
ITALY
PORTUGAL
SPAIN

SCIENTIFIC PARTNERS
NON MEMBERS

Austria - MUW (for AtCRIN)
Denmark - RH (for DCRIN)
Finland- Finn-Medi

Hungary - HECRIN

Poland - MUW PL (for PolCRIN)
Switzerland — SCTO

AFFILIATE PARTNERS

EU - EORTC

Ireland - MMI (for ICRIN)
Sweden - K| (for SweCRIN)
UK - UNIVLEEDS

embers and partners

llCZGCRIﬂ

CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK

ECRIN-IA PROJECT
PARTNERS

NEW COUNTRIES

Czech Republic - MU
Iceland - Landspitali
Luxemburg - CRP Santé
Norway - ST OLAVS
Romania - UMFCV
Serbia - SMS

The Netherlands - UMCU
Turkey - DEU

INSTITUTIONS

CIRM- Italy

ESPEN - Belgium

Eurordis- France

FCRB- Spain

INRA- France

IRFMN- Italy

Qualissima- France

UDUS- Germany
UniTransferKlinik- Germany
VSOP- The Netherlands



_ Sit’ evropskych BCECn
B cCRIN \
R korespondentu

« Klicovy kontaktni bod

« Mistni zastoupeni pro ECRIN aktivity
ECRIM
(struktura a podpora) CODRTANATICH

« Podpora klinickych studii

- Zajist'ovat aktualni a expertni znalosti
- Poskytovat informace a poradenstvi

- Poskytovat know-how pro nastaveni a
rzeni mezinarodnich multicentrickych
akademickych klinickych studii

- Koordinace sluzeb
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B/CZECRn
meRn nlcecir
o Historie - Milniky

10/2011 09/2013 04/2014
09/2010 12/2012 03/2014 08/2014

I 44

e Zari, 2010 — prvni setkani zastupc MU a FNUSA — finalni znéni textu o VI
CZECRIN do Cestovni mapy velkych infrastruktur pro vyzkum, vyvoj a inovace

. ﬁl:ien, 2011 — Schvaleni Cestovni mapy velkych infrastruktur pro vyzkum,
vyvoj a inovace Ceské republiky aktualizované ke kvétnu 2011 (MSMT, ISBN
978-80-254-7854-7)

* Prosinec, 2012 — setkdani se zastupci MSMT

* 4. zdFi, 2013 — Rozhodnuti VIady CR €. 675 o schvaleni a podpofe VI CZECRIN
e 21. bfezna, 2014 — Finalni rozhodnuti MSMT

e 1. dubna, 2014 — zahajeni realizace Cinnosti a budovani VI CZECRIN

* 8. cervence, 2014 - Statut ,Observer” ECRIN-ERIC do roku 2017, déle

planovano plné c¢lenstvi
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Pozorov
atel

Lékarska fakulta, MU FNUSA
Farmakologicky ustav
Univerzitni modul — CTC

Jednotka klinického hodnoceni - CTU

R. Demlova L.Souckova



: ey llCZGCRIﬂ
B CCRN  Univerzitni Modul "2

Clinical Trial Center (CTC)

* koordinacni a servisni podpory pro budouci akademicka klinicka
hodnoceni a klinické studie

 vzdélavaci Cinnosti, osvety a projektové podpory a tim i kultivace
prostredi a podminek pro akademicka klinicka hodnoceni

* metodické podpory v procesu harmonizace standardnich
operacnich postupl a Spravné klinické praxe (Guideline for Good
Clinical Practice, ICH Topic E6 (R1), EMEA July 2002) pro
akademicka klinicka hodnoceni, v souladu se vSemi pozadavky
vyplyvajicimi z platnych ceskych i evropskych zakonnych norem
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I.GCR\H

FLROPEAN CLINICAL RESEARCH INFRASTRUCTURES

l%CZGCRIﬂ

CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK

‘Memorandum o porozumeni

Podpisem tohoto dodatku ¢. 1 k Memorandu o CZECRIN Masarykova univerzita, Masaryktv
onkologicky ustav, Veterinarni a farmaceuticka univerzita, Univerzita Karlova a Univerzita
Palackého konstatuji. ze nadale vSech pét ucastniku tohoto dodatku ¢. 1 lze povaZovat za
¢leny skupiny CZECRIN ve smyslu ¢él. I Memoranda o CZECRIN.

Veterinarni a farmaceuticka univerz
Prof. MVDr. Vladimir Vecerek, CSc., MBA

11 -06- 2010 -
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Univerzita Palackého e
Prof. Dr. Miroslav Maslan. CSc.

Univerzita Karlova v Praz€
Prof. RNDr. Vaclav Hampl. DrSc.



B cCRN Klinicky modul

CZECH CLINICAL RESEARCH INFRASTRUCTURE NETWORK

Clinical Trial Units (CTU)

Spoluprace na akademickych multicentrickych
mezinarodnich klinickych studii iniciovanych
CZECRIN/ECRIN/IIT

Nastavovani systému rizeni kvality jednotlivych CTU pro
provadeéeni klinickych studii

Sdileni informaci o akademickych klinickych studii
iniciovanych samotnymi vyzkumniky - s cilem realizovat
multicentrické/mezinarodni klinické studie
Administrativni podpora vyzkumnikim

Zajisténi komunikace, konzultace s RA (SUKL, EK, MZ CR)
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"CZECRN
Vytvoreni site CTU v Ceské

reptihlice
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Dékuji za pozornost......



