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BIG DATA Z POHLEDU REGULATORA

Radim Tobolka
Seminar Aktuality ve farmakovigilanci, SUKL
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Big data - definice
=, objem (volume)

", ruznorodost (variety)
., rychlost zmeén (velocity)

Zdroj: Roski et al. 2014, doi: 10.1377/hlthaff.2014.0147
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HMA/EMA Joint Task Force on Big Data

%, zalozenar. 2017

s, Pracovni skupiny
— Clinical trial and Imaging subgroup
— Observational data subgroup
— Spontaneous adverse drug reports subgroup
— Social media and m-health subgroup
— Genomics subgroup
— Bioanalytical ‘omics subgroup
— Data analytics subgroup
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Big data Task Force — vystupy

=, anketa
— Narodni Iékové agentury

— Farmaceutické firmy

=, summary report (Unor 2019)

Web:
https://www.hma.eu/506.htmI?&L=0
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
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Nové pracovni skupiny od 4/2019

Data Standards and Quality
Data Analytics

Devices and In vitro Diagnhostics
Regulatory acceptability
Research Initiatives

QRO OO QNG

Policy, training and communication
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Registr na diagnozu

=, doposud
— Zdravotnici vyplnuji omezeny pocet datovych poli na
narodni urovni
%, éra velkych dat

— Propojeni s e-chorobopisy, e-receptem...
— Data z m-health v realném case
— Mezinarodni kompatibilita
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fe, SUKL

Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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