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Teaming for Excellence — The Idea

— The Teaming action is designed to support the creation of new
centres of excellence or upgrading the existing ones in low R&l
performing countries, building on partnerships between leading
scientific institutions in Europe and the main beneficiary
institutions in low R&I performing countries that display the
willingness to engage together for this purpose.
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Téma

Progress in biomedical science enables scientists to use a whole new toolbox
to treat significant groups of diseases, such as inherited rare diseases or
diverse rare cancers. Advanced therapy medicinal products (ATMPs) apply
recent advances in genomics, cell biology and/or gene editing to deliver
truly personalized curative options. The project proposes to establish
flagship ATMP-focused facility on the margin of academia and clinics:
Central European Advanced Therapy and Immunotherapy Centre (CREATIC)
at the Masaryk University (MU) in Brno, Czech Republic.
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Vize

The ultimate goal is to become a role model and flagship institution in the
Central and Eastern European (CEE) region, providing excellent gene and
somatic cell research to create personalized ATMP Fair Medicine for the
treatment of life-threatening or chronically debilitating diseases that are
currently considered incurable.
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CREATIC: Towards Research Strategy

Central European Advanced Therapy and Immunotherapy Centre

Chemical drugs

A - treatment of patients using ,,chemical
drugs”, not working for many inherited
rare diaseases or cancers, mostly
covered by big pharma.

Targeted therapy Personalised medicine

ZZ Fraunhofer
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Central European
Advanced therapy
Centre of Excellence
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Somatic cell therapy Gene therapy
B - ,targeted drugs” for more precise C - ATMPs (autologous or allogenic),
treatment (e.g. monoclonal antibodies, but causative treatment, regional
still only 30% of cancer patiens responde), centres for personalised approach.

mostly covered by big pharma.
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Téma - shrnuti

fpr Atraktivni a o ,

* moderni terapie » personalizovana « EU * rare diseases,
aktualnim medicina, . CR rare cancers
celosvétovym vzacna « MU (rozvoj « “CREATIC
tématem onemocnéni soudasné targeted” rare

* reakce na * pfirozené s expertizy LF MU, diseases
,selhani trhu” potencialem vazba na

« vyzkumné granty beyond the budouci zadméry)
na podporu state-of-the-art . partnefi
ATMPs (HE)
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CREATIC: spoluprace pri priprave
 Partnefi

védecké tymy partneru
projektové tymy partnert

LF MU Management pripravy Konzultacni sluzby

vedeni LF MU - resitelka projektu ——— KONzUltace vyzvy
védecky tym LF MU manazer projektu konzultace textové Casti
projektova podpora I

dalSi pracoviste dékanatu
RMU

projektova podpora
pracovisté RMU
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Klicova expertiza partneru

!

~ Fraunhofer

UNIVERSITAT
LEIPZIG

B )

Z)

UNIVERSITY OF
COPENHAGEN .

R&lI&D = excellence in research, = excellence in clinical = excellence in biomedical
development and training | research, iInnovation law; IP, data,
in the Immuno-monitoring and and
fields of ATMP gene and biomarker technology management;
cell research and
therapies legally supported RRI
framework
Research = centre management = = education and training = stakeholder engagement
support human = knowledge valorisation

resources = data
management
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Tym - shrnuti

 zapojeni vedeni
fakulty

* kliCovi védecti
pracovnici

* priorita projektove
podpory — 1
CREATIC PM +
dalsi kapacity dle
potreby

» expertiza research
managementu na
LF MU

CREATIC: Teaming for Excellence

e jasnarole v
projektu

 online i osobni
konzultace

« osobni navstevy
partnert — vidét jak
excelentni centrum
jiz funguje

» konzultace
obsahove |
projektove podoby
Zadosti

 dlouhodoba
zkusSenost s
managementem
pripravy a realizace
projektd HE

» zkuSenosti projektu
Teaming na PrF
MU, CETOCOEN
(RECETOX)

« grantové oddéleni

RMU — expertiza (Teaming)

nejen v projektu * telefonické/online

Teaming konzultace,
 odbory RMU — komentare

expertiza HR dokumentu
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1 Excellence

— Uvod do problému: statistiky, hodnoty, ilustrace souéasného stavu
a potencialu)

— Predstaveni konceptu: o co nam jde, predstaveni konsorcia, vize

— Cile (Objectives): struktura projektu, strategicke a specificke cile,
priklady aktivit a KPIs
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Excellence (1, 1.1)

strany 2/3,5

. ) Predstaveni :
Uvod do problemu Struktura projektu

e ilustrace e 0 CO nam jde e cile
soucasneho stavu * predstaveni » strategické a
a potencialu konsorcia specifické
* statistiky * vize » priklady aktivit a
* hodnoty KPIs
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Struktura projektu

SG A: Strengthen and widen comprehensive ATMPs R&l expertise

SO 1: Create a cell and gene therapy development pipeline (from bench to patient)

SO 2: Extend a high-end precision medicine platform for therapy individualisation, monitoring of patients, and for ATMPs in clinical
research (from patient to bench and back)

SO 3: Develop a research platform that integrates SSH principles into the R&I process of ATMPs

SG B Strategic Goal B: Build a role model institution

SO 4: Establish decision-making autonomy, R&lI management, and capacity building for long term sustainability

SO 5: Invest in research and GMP infrastructure facilitating R&I (to be financed from the Johannes Amos Comenius Operational
Programme (P JAC)

SO 6: Improve R&l culture by implementing progressive standards of management

Strategic Goal C: Create an ecosystem to foster pathways to deliver ATMPs to patients

SO 7: Wide and consolidate CREATIC'’s ecosystem as a knowledge base for systemic reforms and policymaking

SO 8: Manage intellectual assets

SO 9: Develop education and training to make healthcare professionals ready to exploit the full potential of ATMPs
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Excellence 1.2

strany 5/4

— coordination and/or support measures and methodology

— kliGova kapitola pro popis cesty k dosazeni cilu (jak k reSeni
problému/naplnéni vize pristoupime)

— naplnéni pozadavku definovanych ve vyzvé (duraz na prvni kolo)
a Sablony zadosti (open science and data management)
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Accomplishments and strategies

Excellence 1.2 Coordination and/or support measures and methodology

—na cem stavime
— klicove strategie (UN, Pharmaceutical strategy for Europe,
National RIS3, South Moravian Region RIS
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Ambitious research and innovation strategy

Excellence 1.2 Coordination and/or support measures and methodology

— ,vedecky text"(0,5 strany)
—duraz na strategii: co vlastné chceme ve védé délat (souvislosti)
—Vvazba na partnery
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Collaboration in a strong ecosystem

Excellence 1.2 Coordination and/or support measures and methodology

— popis ekosystému: popis vyznamnych stakeholderu

— popis expertizy jednotlivych partneru

FAKULTNI Masarykuv

U SV. ANNY A : NEMOCNICE U onknloglcky
BRNO ustav

St. Anne s University Hospital The University Hospital Brno Masaryk Memorial Cancer Institute

REGIONAL STAKEHOLDERS

MUNI

Advanced Therapies Centre of Excellence

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES LIEALTIL

European Medicines Agency

Hl ECRIN

EUROPEAN CLINICAL RESEARCH
INFRASTRUCTURE NETWORK

ATMPs Research ATMPs Extend High-end

Precision Medicine platform

Regulation and
Knowledge Transfer

and Development

Clinical trials
Socio-economic research

Cell therapies
Gene therapies

Molecular-genetic testing
Advanced labaoratory
Clinically grade Non-viral / testing, time-course based Networking

viral vectors Precision genomics Policy-making and reforms
GMP development support

European Clinical Research
Infrastructure Network

i

[

j EURORDIS [
RARE UISERSES EURDPE

Eurords Z Fraunhofer

Rare Disease Europe

Research management, Education and Training ]

\

UNIVERSITAT UNT¥ERSTTY O
LEIPZIG COPLENILAGEN

2 -
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-
MINISTERSTVO ZDRAVOTNICTVI
CESKE REPUBLIKY
Ministry of Health of the Czech republic
o SU
e, SUKL
Stétni tstav pro kontrolu létiv

State Institute for Drug Control

geshkd
asociace
pro vzacnd
onemocnéni

Association for the Rare Diseases
of the Czech Republic

&) sz ZDRAVOTNICH
\b POJISTOVEN ¢R

Association of Health Insurance
Companies of the Czech Republic

VSEOBECNA
A ZDRAVOTNI POJISTOVNA
( & €ESKE REPUBLIKY
Public Health Insurance Company
of the Czech Republic

uzis
Institute of Health Information
and Statistics of the Czech Republic
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Autonomy and effective operational processes
Excellence 1.2 Coordination and/or support measures and methodology

— upgrade existujici ,jednotky”

— statut a organizacCni fad — Independent centre of the LF MU

— dokumenty budou prijaty akademickym senatem

— hlavni fidici organy: vykonny vybor (steering committee) a ISAB
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com plem entary resources

Excellence 1.2 Coordination and/or support measures and methodology

—jak ziskame komplementarni zdroje (odkaz na vyzvu MSMT)
— nastin toho, na co komplementarni zdroje vyuzijeme

— priklady vybaveni (konkrétnost)
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Open science and data management

Excellence 1.2 Coordination and/or support measures and methodology

—vazba projektu na Open Science principy na MU

—Jak zpracujeme RDM plan (univerzitni zazemi)

— popis typu predpokladanych dat generovanych projektem — nastin
prace s daty (FAIR standards, storing, EOSC, IT
architecture/infrastructure)
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Impact

Strany 3/2,5

: - : Socio- . .

- snaha o kvantifikaci/meritelnost (SMART)
- popis prispevku popsaneho dopadu projektu ke stanovenym
cilum na urovni work programme (call a destination)
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Impact

1.Barriers/obstacles for 1.The scale and significance

of the project’s contribution

reaching the desired impact

« Stru¢na analyza rizik Nastin cilovych skupin (TG)
« 3 kliCova rizika a reakce na Priklad vystupu s vazbou na
ne. TG a Impacts

Kvantifikace (za hranici
realizace projektu)
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CREATIC: Teaming for Excellence




Work breakdown structure

(" N\ N\
WP1 S6 A: Strengthen and widen
) comprehesive ATMPs R&l
Comprehensive expertise
research strategy
I
‘ Wp3 Wea
Sustainable centre Data science
Wp7 management Wp 2 Wwp9 WP10
Cultivated Research Project: Communication Project
ecosystem GD2 CAR - and management
WPs WPe dissemination
in fFr‘:sSttraSLct:Sre Human resources
management
development
SG B: Buildarole modelinstitution
WP8

S6 C: Createanecosystem Education and

to foster pathways towards Training

accessible ATMP to patients
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Research and Innovation strategy
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... a jeste dalsi nezbytne prisady k vyslednému uspechu

= =
m e
O =






