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[Labguality,

IHas beeni an: ordanizer of
Externall Quality:
AssuUrance; Services
since 1971

Over 35 years | experience
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[Labguality,

INOR-profit impartial organization
owned by Finnish
nealthl care organizations

LABQUALITY

Dublin 2007-10-04




Labquality

Labquality’s CERTIFICATE

P 140203

quality system has S
been certified to
ISO 9001 standard

CERTIFIED

\ o inspecta
o
QGANIZA"I\O‘.\

ISO 9001
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Organization

Shareholders
Hospitalldistricts (19)
shareholders (26) Association|of Finnish
[ —— Local Authorities
sl L) Association of
Finnish Chemists
‘ Yechnical committee (7) Association of Medical

Group Practices
E t Offi Worki Association of
ApaLTs ce ‘ ing 3 .
(110) (28) groups (15) Clinical Chemistry
Private Clinical
Laboratories

Participants Contractors Finnish Medical
{4“33] . (15) Association

Finnish Red Cross
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Labguality: greup

[Labauality’ (EQA' services)
Bieclin (Controll materials for internal use)
Qualisani (Health care certification)

CLasavauy  pioclin Qualisan
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Office (28)
Manager 1
Proeduction| (schemes) 10 (+1)
Logjstics (packing, mailing etc)r 6
Client service 2
IT 1 (+1)
Economy 3
Infermation; andreducation 1
Bioclin 2
Qualisan 1
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Activities of Labguality

1. EQA Schemes
160 schemes, 539 surveys in 2007

2. Information and Training
Bulletin
Annual Labquality Days

3. Research and Development
Standards
Specimens
Working groups for recommendations
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Control materials for:

Clinical chemistry.
IHematology:
Microbiolegy,
Immunolegy.
Immunoechemistry.
Virology.

Bioclin

=

iaclin

is affiliated
company
of Labquality

Calibrators & Controls
& Reference materials
for clinical laboratories
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Qualisan
QUuality’ assessment
Certification off quality: systems

Education and! classification

fior' social welfiare and healthr care in Einland.

( uah’san .
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EQA services

Comtacts Compony Feodback  Lieks

=

Labquality

PARTICIFANT SERVICES j 5oarch

ud Conreection
Hemark to e-scheme particigpants:
Please log in via the secured Client

to Lalupuality's website
mLarT
1on ownad by Hospital s s

LaBEuslity B2 & I'I'|E'I'ﬂ|?E'I' af By M [Exterral
haxds ASEEE mi'rt_l
mesw Clisat Info win
e Thea aim Externda 3
i Bo improve ausiity i dinesl |abocstaries by
Lahgiality Duay s pphrmg data to tha laboratonas on thair
i} . . =

Wil

Eiracikome and atfer
publications

Foirmn % Inbraisct a8 Virtual micrascnpy

EO PR | "= v st an Interrmt LABQUALITY
connedtan speed, DAYS

MaiEng dates of deliveries
b rticles and predentation s
o FR [Froquentdy scked qmeections]

heme )
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EQA schemes 2007

Andrology 1 NUMBERS OF SURVEYS
Cardiac physiology 1
Clinical chemistry 59

Genetics 5
Hematology 16
Instruments 9
Microbiology 42
Pathology 6

Point-of-care 21
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EQA Scheme cooperation 2007

: United Kingdom National External Quality
Assessment Service

: Dutch Foundation for Quality Assessment in Clinical
Laboratories (SKML)

: Danish Institution for Quality Assessment
: External Quality Assurance in Laboratory Medicine

in Sweden
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EQA scheme cooperation

Dublin 2007-10-04

Co-operation
organizations
surveys

Labquality
surveys
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Scheme statistics 1

2006 20/07

Andrology 1 1
Physiology 2 2
Genetics 7/ 6
48 48

Immunelogy. 15 16
Radiology - 1
217 272

Instruments 10 10
168 176

Pathology 8 7/
457 539
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Scheme statistics 2

INO. of specimen mailings 1031 500
No. of specimens mailed 224 600
NO. off results analysed 1 430 000

NO. off results reported per lab 380
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Clients

Dublin 2007-10-04

Finland

Other
countries
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Export countries 2007

Romania lreland Saudi Arabia Malta

Nerway. Slovakia Slovenia Czech republic
Poland Island Italy Spain
Denmark Turkey Hungary. Canada
Portugal Italy Kuwait USA

Lithuania Switzerland Germany. Thailand
[Satvia Iran Bulgaria Costal Rica
Estonia LLebanon Russia Australia
Sweden United kingdom | Greenland Senegal
Greece France Croatia Netherlands

Dublin 2007-10-04
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Distributors and' co-operators

: DEKS : NKK
Sl JeiA: : Kolegium Medycyny..
: Alpha Medical /Menarini : Instituto National de..
; QualiCont : EQALIS
: IEQAS : Cherubino Ltd
: Pishro Tashkis : Tody Laboratories
; Biotest Ltd ; Teknomed
; Pantec : Manacon
: AlBisher & AlKatzemi.. :Habib Medical Center
: UAB Laboratorine Med.. : Delivery cooperation
: M.E.A.T.O : Delivery cooperation

Dublin 2007-10-04
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Top! five export countries

EUR
450 000 ’—‘
400 oo | RO -

NO
350 000 WrL

[ CK
WFrT

300 000 -
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Ireland

Co-operation with TEQAS, over 10 years

Eew direct clients

3
46 59 64 84 94
13918 23756 43863 45675 62061

37
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What is' EQA — External Quality
Assessment?

...d system of objectively: checking| laboratory: results: by
Means; off an external agency.

...Imain; objective of traditionall EQA' IS not to bringl abeut day.
te day’ consistency: but te; establish between-laboeratory
comparability:
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General idea behind EQA, comparison
measurements, benchmarking

What gets measured, gets done

Without measurements, youl can not improve

Dublin 2007-10-04
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Different EQA Programs,
Diffierent Aims

National EQA programs
Internationall EQA programs
Manufacturers with EQA service

EQA programs fiocused to specific: (new) laboratory
medicine disciplines or tests

Dublin 2007-10-04
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Different EQA Programs,
Diffierent Aims

Measuringl only analytical
performance (narrow: meaning)

Tlaking alse preanalyticaliand
postanalytical issues under the
scope (extended meaning)
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Different EQA Programs,
Diffierent Aims

Mandatoery: (Big| brother Is
watching you)

Voluntary (Cooperation with EQA
provider and other' laboratoxries)

Dublin 2007-10-04
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Different EQA Programs,
Different Aims

Directed! for all Laberatory. Medicine
disciplines (comprehensive Service)

Directed for some specific laboratory: K
medicine discipline or measurement
(focused service)
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Different EQA Programs,
Diffierent Aims

Directedi for all'kind of laboratories,
manufacturers and POC sites

Directed for specific user group
(according| tor laboratory: size,
location, etc.)

Hospital [aberateries

Primary: healthl care laboratories

POCT units
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Different EQA Programs,
Diffierent Aims

Labguality

Evtral Ousiiy Amssmameri Shemas

Horwmonos &
Basic analytes of harmane and

Automated withi pre: R
programmed feedback reports i

ngasries

Uk Teskmsin

T, +350 BEEN1 1T

wit bt bty |

IPirje Tanear (PT) of s Welunk

Feedback reports and :.:.:,;.._-;;;.,, P
summaries made: by Laboeratoery.
MediCinge experts

I rigard 1 norse anafpies marked dimirce vens chaareed i e
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Different EQA Programs,
Diffierent Aims

National, Regional or
International

Dublin 2007-10-04
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General aimi of EQA Programs

1. Laboeratory performance evaluation (/laboratores,
regulatory; autiiorties?)

2. Evaluation off method! performance (laboratories,
mianuiacturers)

5. Monitering In Vitro' Diagnostic Proceduresiand Medical
Devices (IVD: MDs) (vigilance: authorities)

4, Accreditation| pUrposes (accreditation authorities)
5. Training, help and education (laboratories)
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Requirements for the competence of
providers of EQA schemes

Planning off EQA schemes

Selection and preparation off materials

Assessment oft hemogeneity: andl stability:
Identification, labelling, packagingl and! distribution of
materials

Statistical and technical evaltiation off participants’
PEerformance

Content of EQA scheme reports
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delivery

Sample Result Result form
analysis entry delivery

Result
check
Report Report Expert Statistical

delivery creation evaluation analysis

Report
archive
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Challenges for Labguality:— What can
e expected?

Procurement: of' good duality: sample
materials IS ai priokity. Infany decumentation
of laboratory: perfermance

IHomegeneity: and: stability

Dublin 2007-10-04

35




Challenges for Labguality: — What
can be expected?

Reference; method target values
Values assigned with “best method™”

Consensus method mean

Dublin 2007-10-04
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Challenges for Labguality: — What
can be expected?

Values assigned with| “best method™

Performance goals should be; basedi on
clinicall eutcome, bielegical variations and
state of the art

Dublin 2007-10-04 37




Challenges for Labguality: — What
can be expected?

Tihe fireguency. of the surveys should be fit fior the
purpose and evaluated critically:

A number of' 6 rounds a year has been
recommended for the monitoring of IVD-devices but
thisiisinot of: direct relevance; to the laboratories

Dublin 2007-10-04
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Challenges for Labguality: — What
can be expected?

Shorter turn; around times should be a
realistic’ goal and a' prierity:

Dublin 2007-10-04
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Challenges for Labguality: — What
can be expected?

Tihe conclusions;should be presented: clearly:
- Js the perfermance; acceptable for this reund?

- What isithe current estimate; off bias of the
laboratory?
And off the reproducibility. of the Iaboratory?

Tihe graphic design should be off quality’ and
compatible with current style.

The possibilities using internet reporting should be
used
Dublin 2007-10-04
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General aspects firom: Labguality

Independent and impartial handling of Iaboratery data
Educationall approeaches, ini the surveys

Laboratory mediCinel professionals Involved: in the surveys,
reportsiand development off AeW: SerVICeS

Quality: management system: and Certification or accreditation

Global view — local touch
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Quality building blocks

Accreditation
F and Certification ¢

V  1aAs and EQAS

Quality Control

Quality Management

1

1

§La.n_d‘azgj§gg§ Qualified | Standaidised \

Procedures ‘ Personnel | Environment

1

Dublin 2007-10-04
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Taking “Quality Steps” together

Quality steps

"Taking the steps together”

Laboratory

LABORATORY infrastructure

EQA PROVIDER

Preanalytical
factors

Calibration

and QC for

individual
tests

Daily internal
Qc

Dublin 2007-10-04
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Conclusions

Quality’ cani net be outsourced, It must be build in the
Processes inside the laboratories

EQA isia good teol fer guality improvement, When used with
other toolsin laboratery: quality:management

EQA schemes and fprograms can be focused for evaluation of:
only: analytical’ performance, but many: EQA providers;are
doing more

|"aboratories) cani expect EQA previders tor be thelr partners: in
guality’ Improvement: Work:
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Thank you

ofit organ[za'ﬂﬂl:

EQAS

External Quality
Assessment Schemes

Labquality Labquality F ,
. Newvs N?WS
.*:" .l L i
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