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EC4
<

e European Communities Confederation of
Clinical Chemistry and Laboratory Medicine

e Povinne Clenstvi
e Strategicky plan, cile..
e WWw.ec-4.org



Pracovni skupiny

a.
e Registracni (S. Zerah)

e ISO/CEN (D. Kenny)
e Akreditace (W. Huisman)
e EQUAL DNA (M. Pazzagli)

e Profesni, kompetence, profesni, kreatinin,
guidelines...



WG on Accreditation

e \W. Huisman (predseda), V. Blaton, D.
Burnett, R. Czikkely, J. Haemoinen, R.
Horvath, A. Kellner, D. Kenny, P. Mesko M.
Plebani, J. Queralto, G. Schomann, L.
Sprongl, D. Vitkus, H. Wallinder a S. Zerah



C

lle
Define criteria for assessment of medical laboratories 2006
Define criteria for assessors of medical laboratories 2006

Issue statement with FESCC to IFCC and societies about accreditation
and necessity of the use of ISO 15189 2005

Define Essential Criteria for continuous improvement and the use of
systems like quality indicators 2008

Produce a questionnaire on retention of documents 2006

Issue Model Quality Manual in condensed form as content list
document 2006

Issue guidelines for retention time of specimens 2007
Define guidelines on method validation 2007

Define guideline on expressing uncertainty of measurements
2007



e Define essential criteria for clinical audit in [ab. med.

2008
e Define criteria for internal audit incl. audit checklists
2008
e Advise on the exchange of inspectors between
countries 2008
e Communication of Essential Criteria under way
2005

e Co-ordinate input in EA committee 2005
e Provide information on the web site



S
. Organizace specificka pro klinickeé laboratore stojici
samostatne v kazdem state (bez MLA)
Stejné organizace — viastni MLA
Stejna organizace — propojene s EA (MLA)

Na EA navazané instituce s ,divizi* pro klinické
laboratore (MLA)



3 velmi dulezité faktory pro klinické laboratore

e Predmet Ci oblast uznani
Hodnotici proces
e \/ybér a vycvik hodnotitelu

Hlavni body v diskusi WG EC4



o]
Akredituje podle ISO 17025

(Jiz radu let)

Akredituje podle 1SO 15189
(od roku 2004)

Ma
MLA



n Accreditation of



Podstatna role profesnich organizaci pri urCeni
zpusobilosti

e Navaznost
e Systém hodnoceni kvality
e \Vzdélavani a kvalifikace



Do brezna 2005 podle ISO 15189

0: CZ, ES, SI,

4. PL

6: HU (3%) ; SK (4%)

22: BE (10%)

122: NL 30% (+98 zada)

101: UK - nové ISO 1589; (9%) + 116 CasteCné
609: UK - staré CPA ; (55%) + 276 CasteCné



Posledni jednani

c |
e Predmét akreditace — ne podle testu ale jak?
e Dale specifikovat pozadavky na hodnotitele

e Urcit dobu reakreditace — nedostatek
odborniku

e Doporuceni o validaci
e Zmeny norem



Spolecneé jednani s EA

e Obe skupiny dohromady

e Slusna spoluprace

e Reseny stejné problémy
- Predmet akreditace, 15189 je o kvalite pro pacienta
- Validace
— Indikatory kvality (TAT)

— Neodebirajici laborator
— Akreditace nepovinnal!!



Stav v Evrope

«_ _ ]
e Cca 14447 laboratori

e 1657 akreditovano
e 223 podle 15189, 560 podle 17025

e Svédsko 57%, VB 51%, Francie 2%, Finsko
5%...
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e Nespéechat

e \/Se ve vyvoji

e Dlouha jednani ke zménam

e Nastésti shoda spoluprace EA a EC4
e Nebudovat paralelni struktury



