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Project CONSCIOUS

» The Curriculum Development of Human Clinical Trials for the Next Generation Biomedical Students
(2018-1-HUO1-KA203-047811)

* Project period: September 1, 2018 — August 31, 2021

- purpose: to tackle the skills gaps and mismatches related to European-level Clinical Trial
Professionals through curriculum development and preparation of e-learning material for the career
development of biomedical undergraduate students.

- objectives: e-Learning course on ‘Introduction to Clinical Trials’; open education and innovative
practice in a digital area by making e-Learning material available for the Next Generation Biomedical
Students regardless of geography

- target population: undergraduate students
- http://conscious.novaims.unl.pt/login/index.php
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» Curriculum Development Of Human Clinical Trials For The Next Generation Of Phd Students And
Early Career Researchers In The Medical, Science, Pharmacy And Health Professions (2021-1-
CZ01-KA220-HED-000023177)

* Project period: November 1, 2021 — October 31, 2024

- purpose: to create a curriculum on training the clinical trialist of the future and provide them the
skills to design, conduct, and manage multicenter clinical trials, to provide tools to become clinical
trial leaders

- objectives: clinical trial curriculum, curriculum focused on interdisciplinary training curriculum;
dissemination of the finished curriculum through HEI and partnerships; standardize curriculum,;
reinforcement the existing cooperation in the field of clinical trials

- target population: PhD students, early career researchers
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* Partners:
University of Pécs
NOVA University Lisbon
University of Paris
University College Cork
University of Szeged

- Experienced team members
- Associated partner - ECRIN
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1. Clinical Trials Design 7. Early phase trials
2. Trial methodology 8. Pediatric clinical trials
3. Trial Management 9. Medical devices
4. Quality and regulatory affairs and sources 10. Leadership for Pls, team management and
of regulatory information networking skills in research
5. Pharmacovigilance and study medication 11. Scientific publishing and open research
6. Data management and statistical analysis 12. Teaching the teachers
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CHAPTER 08 - Paediatric Clinical Trials
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* You can find two tables in this document, first with general information for informed consent and assent/agreements and second with trial-

specific information for Informed consent and assent/agresments.
3-fevel recommendation symbols for alf age groups.
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Project Identification: 2021-1-CZ01-KA220-HED-000023177

| IProg Project type: European Union - Erasmus+ Key Action 2: Cooperation for
innovation and the exchange of good practices; Strategic Partnerships in the field of education,
tfraining and youth

Curriculum Development of Human Clinical Trials for the Next Generation of PhD
Students and Early Career Researchers in the Medical, Science, Pharmacy and
Health Professions

CHAPTER 4

QUALITY AND REGULATORY AFFAIRS
AND SOURCES OF REGULATORY INFORMATION

Authors: Zora Cechova, Jitka Rychli¢kova, Katefina Nebeska, Lenka Souékova
Masaryk University, Bmo, Czech Republic

Reviewers: ECRIN representatives — Marta del Alamo, Christine Kubiak

Date first created:  06/06/2022
Last revision: 23/07/2022
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Content
1 Introduction to the chapter

2 Regulatory framework
2.1 Regulatory authorities

2.2 European legisiation, recommendations, and guidelines
2.3 Compliance with legislation: practical aspects for investigators
2.3.1 Planning, authorisation procedure, before the trial initiation

2.3.2 During the clinical trial

2.3.3 After the termination of the clinical trial

2.4 Databases of regulatory information

3 Databases of clinical trials
3.1 European databases

3.1.1 EudraCT and EU Clinical Trial Register (EU CTR)
3.1.2 Clinical Trials Information System (CTIS)
3.1.3 Registration of non-interventional studies

3.2ICTRP, ClinicalTrials.gov, others

3.2.1 International Clinical Trials Registry Platform (ICTRP)

3.2.2 ClinicalTrials gov

3.3 Trials registration vs. patient registries

4 Quality

4.1 Concept of quallty in clinical research
4.2 Quality management system, risk-based management

4.3.1 Planning

4.3.2 Quality assurance (QA) and Quality control (QC)

4.3.3 Quality improvement

4.3 International quality guidelines for clinical trials

5 Conclusion

Time required to complete this chapter

Core content:
Additional/advanced content (yellow boxes):

Activities/practical exercises (blue framed boxes):

Total time:
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Rozvoj klicovych kompetenci v oblasti klinického vyzkumu: CONSCIOUS curriculum projects
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Building key competencies in clinical research: CONSCIOUS curriculum projects

The Neld of nomncommencial clinical trials has saperienced Snificant axpansion i recent yearrs, supecially in the contest

Indeed, non-commeroial tials grovide a venue Tor tesesrch on guestions relevant to

time, however, son-commearcial chinical trials place groater damands on principsl westigatons and thelr Teem memibsrs o they extend 1Thely position &

COOrdination and management role of the sponsor. On the other hand, training in the organization and theory o
d development. A1 the g

bty 48 Pty o an troadaction 10 the ovelall process of diug research s

The ERASMUS CONSCIOUS

Repabalie 18 lerited . 1t Is tygically Incduded n phasrmaco

facuities Offsd comprenansive Courses On the organization and inerpretanion of clindcal ials

W the gap in edocation in this mes, offering » comprehemive, lreeol charge collection of e

Ourse of twelow on-bine dessons with ssternationas! participation s slso planned

medicne a indsvdualiovand Wty Nekomertnl studie Tomg

klirichkych studid, Nehomertol Miniche studie sle soutasnt kadou

ol precsion medicine and individualiped tTrastment
fiesieml prmctice anid offer the opportunsity 1o use nnovative clinlcal trinl designs. Al the ssme
» Mudy 10 inchade the
f clirical tals st medicsl and pharmacesuncal facultias in the Crach
ystgradtuste bevel, only some
and ERASMUS s CONSCIOUS 1 prrodeces «

wis o undersgraduate and posigradume biomedical studests, snd an open pilot

an Thus help 10

CONSCIOUS |

Curriculum Development of Human Clinical Trials

ecrin |8

Co-funded by the

Erasmus+ Programme
of the European Union



CZECRIN

v CZECH CLINICAL

AL RESEARCH
INFRASTRUCTURE NETWORK

... towards patient-oriented medicine!

Dékuji za pozornost

WWW.czecrin.cz



