e, SUKL

Zapojeni SUKL do projektu ARTHIQS

PhDr. Maryna Krenkova
Mgr. Eva Tomkova, Ph.D.

© 2017 STATN{ USTAV PRO KONTROLU LECIV 15.06.2017



e, SUKL

Projekt ARTHIQS - zakladni informace

(Assisted Reproductive Technologies and Haematopoietic stem cells
Improvements for Quality and Safety throughout Europe)

=, Spolecnd akce Clenskych statu (Joint Action)
spolufinancovana EU v ramci 2. akéniho programu Zdravi

e Zameéreni na dve oblasti LTB:
— asistovana reprodukce
— transplantace krvetvornych bunék z kostni drené a pupecnikové krve

% Doporuéeni + pokyny pro CS

%, 18 zemi EU, hlavni partnefi FR, SE, CR, IT, HR

%, Struktura tzv. Work Packages, WP4 a WP5 odborné
», kvéten 2014 —fijen 2017
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Projekt ARTHIQS - partneri

* 24 organizaci (15 +9 e , » -
spolupracujicich) |

e 18 zemi EU: FR, SE, CZ,
IT, HR, HU, BE, BG, GR,
NL, PL, UK, MT, PT, SK,
ES, LT, CY

« Koordinator: Agence de el
la biomédecine (FR) \
 Vedeni projektu, tzv. ,{\
Work Package leaders:
FR, SE, CZ (SUKL), IT, HR 2
www.arthigs.eu *erd
500 km e
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: ARTHIQS 2014, ESRI

Agence de la biomédecine, sources


http://www.arthiqs.eu/
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Projekt ARTHIQS - cile WP 4

= Analyza soucasné praxe v CS v oblasti regulace ART, mapovani
potieb regulacnich orgdnt z hlediska kapacity/funkcénosti

— Institutional practices in ART in the EU
Pokyny pro regulacni organy — posileni specifické expertizy pro
regulaci ART

— Institutional guidelines for ART authorities

Inspekéni manual pro standardizované a efektivni provadéni
inspekci, v€. doporuceného curricula a profilu inspektora

— Inspection guidance in ART — Curriculum and Vademecum for inspectors
=, Skoleni pro inspektory ART ze viech ¢&lenskych zemi EU
— workshop Praha, fijen 2016
— training Stockholm, zari 2017

Q)

Q)
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Projekt ARTHIQS - cile WP 5

Q)

Zameéreni na 2 oblasti regulace krvetvornych bunék:

— Registry darcu kostni drené: posileni jakosti a bezpecnosti v procesu
sledovani darcl

— Banky pupecnikové krve: nastaveni minimalnich standard( spravné praxe

Q)

Metoda: dotaznikové Setreni, analyza dat, vypracovani pokynu

Q)

Pokyny pro vytvoreni registru darct / banky pupecnikové krve

Q)

Inspekéni manual pro standardizované a efektivni provadéni
inspekci, v€. doporuceného curricula a profilu inspektora

— Cord blood banking Inspection Guidance

Q)

Skoleni pro inspektory ze viech &lenskych zemi EU
— Rim, Unor 2017
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Projekt ARTHIQS — role SUKL

s, Spoluprace na odbornych
castech WP4 a WP5

s WP2 Leader — diseminace
vystupu, webova stranka do
2022, tisk a distribuce
informacnich materiald,
zavérecna zprava

=, Workshop WP4, Praha 2016

s, Zakonceni projektu, \/\/\/\/\,/\/\/\/

ARTHIQS aims to develop guidelines for

- key aspects of Assisted Reproductive
g Technologies and Haematopoietic Stem
4 Cells for Transplantations regulations by

LHIQS
;
H
2
£
ity
5

1h
g1k
i
X
gz
M

i
i
;5‘
i
]
:

:
i
|
i

E
|
i
i

related and non-elsted donors’
mx.wmmmnam

AR
H

i

o

i

%F

HH

AF!THIﬂﬁ guidance and iools

ummmmmzu.mm

Lisabon 2017

N
1201

Poter wrench n T Al

1,27

s revich rady

© 2017 STATNi USTAV PRO KONTROLU LECIV 9742%

" N Vs
Ubwes Zoorarer abares
1 178 1525
Prim ot Weas! nivitlyy s chamEten ool

00:0014§ 31177 %

Newsletter

December 2015




RTHIQS —

elts European
Commission

tive Yechnologies & Haematops

Quality & Safety throughout

| ‘ ‘ !
ABOUT ARTHIQS EXPECTED OUTCOMES | WORK PACKAGES | PARTNERS IMPORTANT LINKS O p

NEWS Home

ARTHIQS —Assisted Reproductive Technologies and Haematopoietic stem cells Improvements for Quality
and Safety throughout Europe —is a 3 year European Joint Action funded by the European Commission
under the 2008-13 Health Programme, dealing with Assisted Reproductive Technologies and
Haematopoietic Stem cells for transplantations. ARTHIQS consortium is gathering 16 partners and 9
News collaborators from 18 different Member States.

= Inspection guidance in

CONTACTS

- ‘_),

Assisted Reproductive 3
: 7

Technologies (ART)
Fourth technical
meeting WP5
Fourth technical

meeting WP4 Patcipating

countries.

Third technical meeting
(WP5)
ARTHIQS Newsletter
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Map of participating countries.

Assisted Reproductive Technologies and Haematopoietic Stem Cells for Transplantation, both involving
living cell donors and recipients, fall under the 2004/23 EUTCD (European Union Tissues and Cells
Directive) regulation which requires to ensure their protection, although both fields are deeply different in
practices and needs.

www.arthigs.eu

Funded by the

European
Commission
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http://www.arthiqs.eu/
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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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