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„CoE 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.“

|

About creatic



Teaming up with advanced partners

|

R&I&D

Research 
support

• centre management 
• human resources 
• data management

• excellence in research, 
development and training 
in the fields of ATMP gene 
and cell therapies

•  education and training

• excellence in clinical 
research, immuno-
monitoring and biomarker 
research

• stakeholder engagement
• knowledge valorisation

• excellence in biomedical 
innovation law; IP, data, and 
technology management; and 
legally supported RRI 
framework



CoE CREATIC



40 mil EUR enterprise - building on 10 years 
excellence

|

CZECRIN
• LRI – national node of European Clinical 

Research Infrastructure Network (ECRIN–ERIC)
• Supported by a national network of clinical sites
• Expertise in three main pillars Clinical Trials 

Centre (CTC), Regulatory & Pharmacoeconomy 
Unit (RAPHE) and GMP Units

• Senior experts in key areas as regulatory, market 
access, GCP, clinical trials (including 3 experts 
with EMA experience as members of the CHMP, 
PDCO and COMP committees and 2 experts with 
previous pharma-business senior experience).

• Education and Training in designing clinical 
trials: CZECRIN Academy

ACIU
• Advanced Cell Immunotherapy Unit
• GMP unit certified by State Institute for 

Drug Control
• Current stage: technological setting 

serves to produce cell-based 
investigational therapies (DC, MSCs, 
MSCs on nanofibre)

• 2 existing ATMP cell-based products: 
MyDendrixTM (high-risk malignancies), 
FlyCellixTM (Epidermolysis Bullosa)

• Both products are currently in Phase I/II 
clinical trials.

|



What is our mission AND VISION
|

A Key Hub for Central Europe

Our Mission
To translate cutting-edge biomedical science into safe, effective, and sustainable 
therapies by combining scientific excellence with regulatory and health 
system integration and innovation, focusing on indications where commercial 
incentives are weak but patient need is high.

Our Vision:
By 2030, CREATIC will be Central Europe’s trusted ATMP Gateway, recognised 
across Central Europe as a benchmark model for equitable translation, delivering 
a pipeline of therapies, spin-offs, and societal value.

Located at a strategic point in Central Europe, CREATIC integrates academic, 
research, and clinical expertise, fostering collaboration across the region to 
accelerate the development and deployment of advanced therapies.



OUR FOCUS - Advanced Therapy Medicinal 
Products (ATMP)

|

Regulation (EC) 1394/2007

https://eur-lex.europa.eu/legal-content/CS/TXT/HTML/?uri=CELEX:32011L0062


CoE CREATIC EXPERTISES AND 
CAPACITIES

|

̶ Research programmes
̶ Advancing Innovation in Cell & Gene Therapies
̶ Strategic Partnerships for Cutting-Edge Research
̶ Translating Research into Patient Impact

̶ State-of-the-Art Infrastructure for Advanced Therapies
̶ CREProFa – CREATIC Production Facility

̶ Advanced Cell Immunotherapy GMP Unit (ACIU) 
̶ Gene Advanced Therapy GMP Unit (GATU) 
̶ Biotechnology Protein GMP Unit (BiGU) 
̶ QC and R&D Laboratories | Storages & Warehouses

̶ Complex expertise and Services accross the life cycle of the products
̶ Regulatory Affairs (RA) – Knowledge & Expertise
̶ Data Science– Advanced Analytics & Evidence Generation
̶ Knowledge Valorization Unit (KEVIN)
̶ Comprehensive Clinical Trials Services
̶ Instant access to patients through CZECRIN HUBS accross the country and ECRIN_ERIC 

EU wide
̶ Education 



State-of-the-Art Infrastructure for Advanced 
Therapies

|

🔹 Comprehensive Facilities:
 Advanced Cell Immunotherapy GMP Unit (ACIU) 
 Gene Advanced Therapy GMP Unit (GATU) 
 Biotechnology Protein GMP Unit (BiGU) 
 QC and R&D Laboratories | Storages & Warehouses

🔹 Clean Rooms (1,000 sq. m):
• GMP-certified areas with cleanliness classes A, B, C, D & CNC (Controlled Not 

Classified)

🔹 GMP Compliance:
 Validated processes & monitoring
 High-level qualification of staff
 Advanced analytical & microbiological methods
 Cutting-edge equipment and knowledge

Cutting-edge facilities offer a comprehensive environment for advanced cell and gene 
therapy research, development and GMP production, designed to meet the highest 
standards of quality and safety.



Clinical Trials Services
|

Via CZECRIN expert team CREATIC provides comprehensive services to implement clinical 
trials and research in the field of medicinal products, diagnostic methods and medical 
devices following Czech and GCP legislation.

National Clinical Trials Center & Local HUBs 
• Coordinated infrastructure supporting initiation, conduct and harmonisation of 

clinical studies.
• Regional accessibility ensuring equitable patient recruitment and investigator 

engagement.
• Broad collaboration with the majority of Czech hospitals, ensuring access to diverse 

patient populations and specialised expertise.

Comprehensive trial planning & execution (Phases I–IV)
• End-to-end services: protocol development, biostatistical design, operational 

delivery, monitoring, and project management.
• Clinical Trial Regulatory Authority (SÚKL) and Ethics Committee Submission
• Pharmacovigilance for CTs
• Alignment with ICH-GCP and EMA/FDA standards.

Access to ECRIN – ERIC panEU network



|

Česká národní infrastruktura pro klinický výzkum

Czech Clinical Research Infrastructure Network

Nezávislá, integrovaná národní infrastruktura pro klinický výzkum, která poskytuje koordinovanou podporu pro 
akademický i smluvní klinický výzkum napříč Českou republikou.

“An independent, integrated national infrastructure for clinical research, providing coordinated support for both 
academic and contract-based clinical studies across the Czech Republic.”





One-Stop-Shop Approach
|

From a patient´s need to a personalised treatment solution



Research programmes
|

MyDendrix: cancer antigen-loaded dendritic cells Phase I/II trial 

 Current ATMP for Rare disease: pediatric solid cancer

Leader: prof. RNDr. Lenka Zdražilová Dubská, Ph.D. 



Research programmes
|

FlyCellix: adipose tissue-derived MSCs Phase I/II trial

Current ATMP for Rare disease : epidermolysis bullosa congenita

Leader: prof. RNDr. Lenka Zdražilová Dubská, Ph.D. 



Leader: MSc. Jiří Samek

Knowledge Valorization Unit (KEVIN)
|

Translating the research activities of the CREATIC into products or services 
with real economic, social or ethical value 

🔹Development and production of ATMPs prepared on a non-routine basis 
according to Regulation (EC) No 1394/2007 („hospital exemption“, HE ATMP)
🔹 Market access for HE ATMP (fair pricing, reimbursement, sustainable 
financing)
🔹 Real availability of medicines for advanced therapies for patients with rare 
diseases.

Building an intellectual property management strategy to capitalise on the 
findings of the CREATIC 

🔹 Trade marks for CREATIC products and services
🔹 Free to operate for R&D
🔹 Management strategy for intellectual assets
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COMBINED ANTITUMOR THERAPY WITH EX VIVO MANIPULATED DENDRITIC CELLS PRODUCING INTERLEUKIN-12 IN CHILDREN, 
ADOLESCENTS AND YOUNG ADULTS WITH PROGRESSIVE, RECURRENT OR PRIMARILY METASTATIC HIGH-RISK TUMORS EudraCT 
number2014-003388-39

MyDENDRIX

Hospital Exemption – 1st in Czech republic – 12.3.2026



MyDendrix - Hospital Exemption approved by SÚKL as the first in 
the Czech Republic (12.3.2026)

Hospital exemption: 
a national pathway 
for access to ATMPs



Research programmes
|

Research Programmes – Expanding ATMPs Expertise

🔹 Advancing Innovation in Cell & Gene Therapies
CREATIC strengthens and broadens comprehensive expertise in ATMP research & innovation.

🔹 Strategic Partnerships for Cutting-Edge Research
Collaboration with Fraunhofer IZI, ULEI, and UCPH will elevate MU’s cell-based ATMP R&D beyond 
the state-of-the-art.

🔹 Translating Research into Patient Impact
A core vision of CREATIC is to deliver research results to patients.

🔹 Interdisciplinary Approach
Seven research programmes combining 
STM (Science, Technology, Medicine) 
and SSH (Social Sciences & Humanities) 
disciplines to drive breakthrough advancements.



Research programmes
|

In addition to standard genomic and bioinformatic solutions, as whole-exome (WES) 
and whole-genome sequencing (WGS), we use approaches for the advanced diagnostics 
and genomic characterization of the rare and ultra-rare diseases, 
which are beyond the state-of-the-art:

🔹 Native long-read sequencing, 
🔹 Small and long RNAseq, 
🔹 Methylome analysis, 
🔹 Advanced bioinformatics 
🔹 And computational solutions as case matching.
🔹 Drug-repurposing testing

Advanced And Functional Genomics

Leader: prof. RNDr. Ondřej Slabý, Ph.D.



CENTRE FOR ACCESS TO ADVANCED TREATMENT 
SUPPORT (CAATS)

Supporting clinicians caring for children with rare and ultra-rare diseases. From 
comprehensive literature review to finding suitable clinical trials worldwide and facilitating 
connection with centres of specialised care.

🔹 Pharmacological Expertise 
Evaluation of treatment options and ongoing clinical trials to connect patients with 
appropriate studies and specialised care.

🔹 Research Inputs & Collaboration 
Collecting patient and family insights on unmet needs and cooperating with scientific 
teams (e.g., BIOCEV, CCP, CREATIC).

🔹 Education & Patient Engagement 
Providing information, seminars, and training to patients, families, and advocates via 
CZECRIN Academy and EUPATI.

Leader: PharmD. Adriána Papiež, Ph.D.



MUNI|CREATIC

22

CENTRE FOR ACCESS TO ADVANCED TREATMENT SUPPORT (CAATS)



CoE CREATIC

• Research and Development of ATMPs

• Non-commercial GMP Manufacturing 
(CREPROFA)

• Regulatory Know-how & Technology 
Transfer

• Infrastructure for Clinical Trials 
(CZECRIN)

• Knowledge Valorization & Business 
Development

• Public and Patient Involvement (PPI)



Funded by the European Union. Views and opinions expressed are however those of the 
author(s) only and do not necessarily reflect those of the European Union or the European 
Research Executive Agency. Neither the European Union nor the granting authority can be 

held responsible for them.



Department of Anatomy, Faculty of Medicine, Masaryk University1

Surgical Anatomy Center

prof. MUDr. Marek Joukal Ph.D.
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History of the Surgical Anatomy Center

̶The establishment of the center at the Faculty of Medicine of Masaryk 
University in 2006 

̶Teaching undergraduate and postgraduate students in the form of courses 
and workshops focused on theoretical and practical education of non-
interventional and interventional procedures in surgery

̶Cooperation in the development and testing of new methods and 
materials for medical use 
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History of the Surgical Anatomy Center

̶Research in the application of clinical anatomy in surgical 
disciplines 

̶Other specific research, for example, in the field of conservation of 
teaching cadavers

̶Collection of necropsy tissues for teaching and research 

̶Teaching specialized educational courses 
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Organization of courses and workshops
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Tuition of spcialized education courses
̶Embalming, dissection and plastination techniques course
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Erasmus+ SCaLPEL
- Focus on general surgery, plastic surgery, neurosurgery and spinal surgery
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Cooperation in the development and testing of 
new methods and materials for medical use
 
̶Gynecology and Obstetrics Clinic UHB, BUT, Medin
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Research in the application of clinical 
anatomy in surgical disciplines
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Embalming methods research
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Further development 

BioBanking – control tissues available for clinical research

Fully equiped SAC in 2027, testing and research
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Thank you for your attention



Zdenek Andrysik
Department of Biology

Faculty of Medicine, Masaryk University

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 

7th



Stable and Long-Term Silencing: 
Unlike transient synthetic small interfering RNAs (siRNAs) that dilute out as cells divide, lentiviral shRNAs 
integrate into the host genome to provide persistent, long-lasting gene suppression. 

Infects Dividing and Non-Dividing Cells: 
Lentiviruses actively cross the nuclear membrane, allowing them to transduce stationary, terminally 
differentiated, or hard-to-transfect cells (such as neurons, primary cells, stem cells, and macrophages). 

High Transduction Efficiency: 
These vectors achieve high delivery rates across many mammalian cell types, avoiding the high 
percentage of non-transfected background noise seen with standard chemical transfection methods. 

Stable Cell Line Generation: 
Permanent genomic integration makes it straightforward to select, expand, and maintain stable 
knockdown cell populations using antibiotic markers (e.g., puromycin). 

Applicability In Vivo and in Animal Models: Lentiviral shRNAs can be utilized for animal model 
research and localized or systemic in vivo gene silencing studies.

Key advantages of lentiviral shRNA 
technology

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th

How it 
works?



The RNAi Consortium (TRC)

Academic & Research Institutions (Boston area & beyond)
The Broad Institute of MIT and Harvard (where the consortium is based)
Whitehead Institute for Biomedical Research
Dana-Farber Cancer Institute
Massachusetts General Hospital
Harvard Medical School
Massachusetts Institute of Technology (MIT)
Washington University in St. Louis
Columbia University

Corporate & International Sponsors
Sigma-Aldrich (now part of Merck, the principal distributor of the library)
Bristol-Myers Squibb
Eli Lilly and Company
Novartis
Academia Sinica (Taiwan)

MISSION shRNA library - 
origins

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



MISSION shRNA library – current 
distributor

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



MISSION shRNA library from the Shared Genomics 
Tools

Library 
highlights

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



MISSION shRNA library from the Shared Genomics 
Tools

Ordering your shRNAs from the 
SGT

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
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Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



MISSION shRNA library from the Shared Genomics 
Tools

Wet lab 
procedure

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th



Contact information and 
acknowledgement

Visit us at the poster #19 presented by Dr. 
Sedlaříková!

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7th







Core Facility Day Life Sciences 
09.10.2026

Filosofie řešení výrobní jednotky 
v projektu BioPharma Hub 

Nový objekt FaF, Campus MUNI, 
Brno Bohunice

2

Centrum spolupráce s průmyslem
CEPRUS

Jan Gajdziok/Jiří Moninec
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Zapojení do regulačního schématu 4 GxP 
výzkumu, klinického testování, výroby a 
distribuce léčivých přípravků

Správná 
laboratorní 
praxe - GLP

Správná kli
nická praxe 
- GCP

Správná 
výrobní praxe
 - GMP

Správná 
distribuční 

praxe - GDP

Preklinika Klinika
Výroba 

a kontrola
Skladování 
a doprava
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Vazby správné výrobní praxe - GMP

Správná výrobní praxe - GMP

Správná praxe v kontrolní 
laboratoři - GPCL

Výroba klinických vzorků Správná klinická praxe - GCP

Komerční produkce

Vývoj a inovace
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Filosofie celkového řešení

 Je vybudována plnohodnotná výrobní jednotka

 Výrobní jednotka obsahuje:
o  Prostory pro výrobu pevné dávkové lékové formy
o Prostory pro sterilní aseptickou výrobu
o Farmaceutický sklad
o Pomocné prostory
o Kontrolní laboratoř
o Farmaceutický systém jakosti
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Podmínky Good Manufacturig Practice GMP

 Výrobní jednotka bude inspektována Státním ústavem pro 
kontrolu léčiv (SÚKL) aby získala povolení k výrobě, kontrole a 
distribuci léčivých přípravků
o  Musíme předvést funkční:

o Systém farmaceutické jakosti
o Výrobu a validaci výroby
o Technické a pomocné provozy validované
o Validovaný počítačový systém
o Funkční systém QC
o Nejméně tři vyrobené šarže vybraných produktů
o Odpovědné osoby za výrobu, za kontrolu a kvalifikovanou osobu



7

Výrobní možnosti a kapacita
 Pevná dávkové léková forma
o  Šarže cca 5,0 – 10,0 kg
o  Tablety, kapsle, prachy
o  Alternativně polotuhé formy

Sterilní formy
o  Šarže 5,0 litrů 
o Asepticky připravované léčivé přípravky

 Roztoky, emulze, suspenze, 

o Ve formách
o Injekce, lyofilizované injekce
o Ampule a lékovky
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Technické řešení budovy

3. PP
Farmaceutická výroba

1. NP
Laboratoře kontroly jakosti
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Projektové řešení výroby

Farmaceutická výroba
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Projektové řešení výroby
Pevná léková forma

Sterilní výroba



Zápatí prezentace11

Skutečný stav - vnitřní chodba

11
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Skutečný stav - tabletovačka 



Zápatí prezentace13

Skutečný stav - plnička kapslí

13



14

Aircondition and controll system
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Systém farmaceutické jakosti

• Odpovědnosti
• Řízení rizik a řízení jakosti
• Dokumentační systém

Založen systém farmaceutické jakosti

Založen virtuální subjekt pro formování 
komerčních  postupů 
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Systém farmaceutické jakosti

• Ředitel 
• Vedoucí systému jakosti
• Vedoucí kontroly jakosti
• Vedoucí laboratoří
• Kvalifikovaná osoba (Qualified Person – QC)
• Vedoucí výroby – zatím neobsazeno

Odpovědnosti

Připravuje se vstup do komerčního prostředí
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Digitální dokumentační systém

• Dokumentační systém je řešen jako důsledně 
  digitální
• Je tvořen řídicími a záznamovými dokumenty v 
  elektronické podobě
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Založen systém kontroly jakosti - QC

• Součásti jednotky jsou laboratoře kontroly jakosti  
(Quality Control – QC) 

o Fyzikálně chemická laboratoř
o Mikrobiologická kontrolní laboratoř

• Systém QC je řízen pomocí LIMS (Laboratory 
Information 

   and Management System)
o LIMS je důsledně digitální



19

Farmaceutický sklad

• Součásti celé jednotky je farmaceutický sklad
o Výchozí látky
o Obalové materiály
o „In bulk“ produkty
o Vzorkování pro propouštění QC

• Zaveden systém FIFO respektive FEFO
 
• Štítkování pomocí QR kódů
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Kvalifikace a validace

Zpracován Řídicí validační plán (VMP)

V rámci stavební dodávky již provedena kvalifikace:
•  Čisté prostory a vzduchotechnika
•  Řídicí systém DELTA v rámci BMS

Pro jednotlivá zařízení probíhají kvalifikace průběžně
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Doplňování vybavení a přístrojů

•  Zřízení boxů pro kontrolní mikrobiologickou laboratoř a její 
vybavení (on going to 02/2026)

• Doplňovaní strojů a vybavení pro nesterilní výrobu (on going to 
12/2026)

• Vybavení pro sterilní výrobu (in discussion)
• Vybavení laboratoří QC (on going)
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Příprava komerčních projektů

•  První kontrakt pro šarže tablet pro klinické studie (05/2026)
•  Optimalizace plnění tvrdých želatinových kapslí (09/2026)

• Smlouvy o spolupráci s klíčovými farmaceutickými společnosti v 
ČR a SK

• První kontakty se zahraničím
• Příprava laboratoří QC pro smluvní analýzy
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Vize

•  Komerční přínos pro MUNI a FaF
•  Budování know how výroby a kontroly léčivých přípravků
•  Zavedení farmaceutického systému jakosti jako vzor pro edukaci
•  Zřízení laboratoří QC jako know how FaF
•  Zavedení elektronického systému dokumentace jako vzor pro 
edukaci

•  Základna pro kurzy kvalifikovaných osob (QP)
•  Vazba na vývoj a průmysl



24

Děkuji za pozornost
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