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Teaming for Excellence

— Cilem je vybudovani nebo rozsireni existujiciho centra excelence
v tzv. widening countries

— Budget: 15 mil EUR / 6 let
— Komplementarni co-financovani narodni OP JAK

— Dvoukolové hodnoceni

— 5.10. 2021
— 8.9. 2022
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Horizon Europe Teaming for Excellence

Call statistics

(Invitation to grant preparation: 12 projects A
Budget: max. €15 mil.

\Duratlon: max. 72 months )

A

"Horizon Europe Teaming for Excellence Stage 2 2022 h
Number of proposals submitted: 31

. Number of above-threshold proposals: 27 )

A

o : )
Horizon Europe Teaming for Excellence Stage 1 2021
Number of proposals submitted: 116
Number of above-threshold proposals: 32 )

= =

m &
O =



= =
m &

Vize CREATIC CoE

CREATIC: Teaming for Excellence



CREATIC: Towards Research Strategy

Central European Advanced Therapy and Immunotherapy Centre

Chemical drugs Targeted therapy Personalised medicine
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Central European
Advanced therapy
Centre of Excellence

Somatic cell therapy Gene therapy

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

B - ,targeted drugs” for more precise
treatment (e.g. monoclonal antibodies, but
still only 30% of cancer patiens responde),
mostly covered by big pharma.

C - ATMPs (autologous or allogenic),
causative treatment, regional
centres for personalised approach.

CREATIC: Teaming for Excellence

= =

m &
O =



Lécive pripravky pro moderni terapie
(ATMP)

Lecive pripravky pro genovou terapii

LecCive pripravky pro somatobunecnou terapii
obsahuje bunky nebo tkane, které byly pfedmétem zasadni manipulace nebo bunky nebo

tkané, které nejsou urceny k pouziti pro stejnou zakladni funkci u pfijemce a darce
farmakologicke, imunologické nebo metabolické pusobeni

— Lecive pripravky pripravene postupy tkanoveho inzenyrstvi
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Horizon EU Teaming na LF MU

— Rozvoj temeér 10lete zkusenosti v oblasti vyzkumu, vyvoje a
vyroby |éCivych pfipravku pro moderni terapie (ATMP) na LF MU

— Transformace bunécné vyvojove jednotky Farmakologického
ustavu ACIU v centrum excelence v oblastech bunécnych a
genovych lecCiv

— Vyzkum centra obohacen o etickou, socioekonomickou,
farmakoekonomickou a regulacni problematiku
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1/ MYDENDRIX

Imunostimulacéni protinddorovd vakcina na bdzi
dendritickych bunék pro détské, adolescentnich
a mladé dospélé pacienty s progredujicimi,
metastatickymi nddory vysokého rizika

Dendritické bunky produkuijici IL-12




2/ LP NA BAZI MSC

Menchymalni kmenové/stromalni
bunky

- pro |écbu epidermolysis bullosa
congenita

fat tissue dono> Iiposuction> : SVF. >
isolation

MSC
expansion

2

MSC
storage
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IMP
preparation
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butterfly
disease
patient
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ACIU current stage:
technological setting serves to
produce cell-based
investigational therapies (DC,
MSCs, MSCs on nanofibre)

CoE Advanced Therapies
upgrade: To reflect current and
future trends in therapy

individualization we propose to
expand research, development
and ATMP manufacturing
capabilities of the current CoE
unit towards

Advanced
Therapies

- gene therapies (CARs...)
- protein-engineered

therapies (stabilize FGF2 protein...)
- cell-based therapies
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ADVANCED CELL ITMMUNOTHERAPY UNIT

ACIU focuses on the development and manufacturing of advanced therapy medicinal products (ATMP) and research
related to ATMP and their applications. The manufacturing of medicinal products is carried out in the Clean Rooms
supported by Quality Control laboratories, analytical laboratories, and administrative rooms for ACIU staff. ACIU
operates in accordance with Good Manufacturing Practice (GMP), currently applicable legislative requirements and
authorization to produce, control and store specified medicinal products.
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We currently investigate and manufacture a somatic cell therapy medicinal product from autologous dendritic cells,
which is being tested in a clinical trial “Combined antitumor therapy with ex vivo manipulated interleukin-12 producing
dendritic cells in paediatric, adolescent and young adult patients with progressive, relapsing or primarily metastatic high-
risk malignancies” (EudraCT No. 2014-003388-39) at the Department of Paediatric Oncology, University Hospital Brno.
We also study and somatic cell therapy with allogeneic mesenchymal cells to support wound healing in rare
dermatological diseases.

The ACIU team consists of experts with experience in pharmaceutical manufacture, with expertise in cell biology and

immunology,w

Member State in which the submission is being made: Czech Republic - SUKL
2 EudraCT number: 2014-003388-39
A.3 Full title of the trial:
English COMBINED ANTITUMOR THERAPY WITH EX VIVO MANIPULATED

DENDRITIC CELLS PRODUCING INTERLEUKIN-12 IN CHILDREN,
ADOLESCENTS AND YOUNG ADULTS WITH PROGRESSIVE, RECURRENT O

PRI
Al ember State in which the submission is being made: Czechia - SUKL
2 EudraCT number: 2020-002936-55
A3 Full title of the trial:
English Safety and Efficacy of Allogenic Adipose Tissue-derived Mesenchymal
Stromal Cells in Patients with Epidermolysis Bullosa: Clinical Trial Phase
I/11




GMP/ FarmU LF MU
Cisté prostory

— Cisty prostor/zéna je prostor, ve kterém je Fizena koncentrace &dstic ve vznosu
tak, aby byla splnéna specifikované tfida Cistoty.

— Jsou fizeny ostatni relevantni parametry, napfr. teplota, vlhkost, tlak

— Umoznuji vvrobu sterilniho produkiu (aseptickou vvrobu) — tridy Cistoty

— PoZzadavky na pouzité konstrukéni materidly a usporddani Clenlinnes cases
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armakologicky ustav LF MU ACIU
Advanced Cell Immunotherapy Unit)
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Spoluprace s prednimi evropskymi partnery

VISION: ,CREATIC as the flagship in CEE region, provides excellent research of gene and

somatic cell therapy to deliver safe, accessible and affordable personalised treatment of life-

threatening or chronically debilitating rare disease patients that are conventionally

considered incurable.”
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Dlouhodoba vize fungovani CoE

— Rozvoj CoE CREATIC pro zajisténi dlouhodobé udrzitelnosti a Cinnosti centra

— Dlouhodoby vyzkum, vyvoj a vyroba ATMP

— Terapie pacientu s ,unmet medical needs"

— Inovativni multidisciplinarni pfistup k oblastem regulaci, pravnich aspektu a
zejmeéna farmakoekonomiky ATMP
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FAIR MEDICINE
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MONITOR/ANALYSE

UNDERSTAND/EXPLORE
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UTILISE/SPREAD

CREATE/INVENT
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DEVELOP/PRODUCE

VERIFY/PROVE
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Teaming for Excellence

CREATIC



