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CZECRIN

... towards patient-oriented medicine!

Sekundarni vyuziti dat.......

Jde o to jak efektivné vyuzivat jiz existujici data
ve prospech pacientu
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... towards patient-oriented medicine!

ProcC resime sekundarni vyuziti dat v CZECRIN ?

1) Data z klinickych studii jsou vyznamnym
zdrojem pro opakované vyuziti ve vyzkumu

2) Roste vyznam RWD pro ,decision making”
regulacnich autorit
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RWD a RA: Zména paradigmatu

FRAMEWORK FOR FDA'S

REAL-WORLD
EVIDENCE
PROGRAM

EUROPEAN MEDICINES AGENCY

| SCIENCE MEDICINES HEALTH

Contains Nonbindi

The European Medicines Agency (EMA) is establishing a
DARWIN coordination centre to provide timely and reliable evidence on the
use, safety and effectiveness of medicines for human use, including
M vaccines, from real world healthcare databases across the
European Union (EU).
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Sdileni dat z klinickych studii: Data transparency revolution

2006:

1948 OWNERSHIP > STEWARDSHIP ERREECANEES e
is it anyway?”

Publikovana prvni
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i DataRequest.com

The BMJ requires data sharing on request for all trials
Heeding calls from the Institute of Medicine, WHO, and the Nordic Trial Alliance, we are extending
our policy

WWW.Czecrin.cz



... towards patient-oriented medicine!

I
V CZECH CLINICAL RESEARCH
INFRASTRUCTURE NETWORK

Datovy standard pro sdileni dat z klinickych studii

No No
000
Do | v ADam | Tables, Listings,
DETERELELLH validation ———+IAUE WHEETE]ELTE Data i and Figures
(SDTM) Passed? (ADaM)
Clinical Study

Uppsala
mMonitoring WHODrug |HII' MedDRA
Centre

« 20l6-FDAvyzaduje SDTM
« 2019 - FDA vyzaduje ADaM
« 2020 -PMDA vyzaduje SDTM & ADaM

Report

. Do roku 2000 bez standardizace
e 1997 - zalozeni CDISC
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Aktualni situace se sdilenim dat z klinickych studii
(akademickych) pro sekundarni vyuziti:

* Pripraveno: Informovane souhlasy,
datové standardy

» Vtedeni/Pfipraveno: Ulozisté

« Dulezité: MOTIVACE?

|
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ProcC resime v CZECRIN datové zdroje
nad ramec klinickych studii?

« Nehleddme ,pouze” novou lécbu, nedéldme studie kvuli studiim,
ale hledame reseni pro pacienty

« Potrebujeme jit za data klinickych studii a propojovat datové zdroje

Vysledek modelové

klinické studie N Heterogeneity of Treatment Effect
on-
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Sekundarni G Sekundarni

vyuziti dat AZ. vyuziti dat
NEMAME MAME

CZECRIN
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PROJEKTY
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Bez pilotnich projektl jdoucich proti proudu nebude NIC
I
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Priority CZECRIN v oblasti sekundarniho vyuzit dat:

 Metodicka podpora aktivit vedoucich ke sdileni
patient-level dat z akademickych klinickych studii

« Edukace pacientu

* Nabizet analytickou kapacitu pro konkrétni
projekty sekundarniho vyuziti dat
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