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LabqualityLabquality

Has been an organizer of Has been an organizer of 
External QualityExternal Quality

Assurance Services Assurance Services 
since 1971since 1971

Over 35 years experience
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LabqualityLabquality

NonNon--profit impartial organizationprofit impartial organization
owned by Finnish owned by Finnish 

health care organizationshealth care organizations
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LabqualityLabquality

Labquality’s
quality system has
been certified to

ISO 9001 standard
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OrganizationOrganization
ShareholdersShareholders
nn Hospital districts (19)Hospital districts (19)
nn Association of Finnish Association of Finnish 

Local AuthoritiesLocal Authorities
nn Association of Association of 

Finnish Finnish ChemistsChemists
nn Association of Medical Association of Medical 

Group PracticesGroup Practices
nn Association of Association of 

Clinical Clinical ChemistryChemistry
nn Private Clinical Private Clinical 

LaboratoriesLaboratories
nn Finnish Medical Finnish Medical 

AssociationAssociation
nn Finnish Red CrossFinnish Red Cross
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Labquality groupLabquality group

nn Labquality (EQA services)Labquality (EQA services)
nn BioclinBioclin (Control materials for internal use)(Control materials for internal use)
nn QualisanQualisan (Health care certification)(Health care certification)
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Office (28)Office (28)
nn Manager Manager 11
nn Production (schemes)Production (schemes) 10 (+1)10 (+1)
nn LogisticsLogistics (packing, mailing etc)(packing, mailing etc) 66
nn Client serviceClient service 22
nn ITIT 1  (+1)1  (+1)
nn EconomyEconomy 33
nn Information and educationInformation and education 1 1 
nn BioclinBioclin 22
nn QualisanQualisan 1 1 
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Activities of LabqualityActivities of Labquality

1. EQA Schemes
n 160 schemes, 539 surveys in 2007

2. Information and Training
n Bulletin
n Annual Labquality Days

3. Research and Development
n Standards
n Specimens
n Working groups for recommendations
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BioclinBioclin

Control materials for: 

nn Clinical chemistryClinical chemistry
nn HematologyHematology
nn MicrobiologyMicrobiology
nn ImmunologyImmunology
nn ImmunochemistryImmunochemistry
nn VirologyVirology

Calibrators & ControlsCalibrators & Controls
& Reference materials & Reference materials 
for clinical laboratoriesfor clinical laboratories

is affiliated
company

of Labquality
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QualisanQualisan

nn Quality assessmentQuality assessment
nn Certification of quality systemsCertification of quality systems
nn Education and classificationEducation and classification

for social welfare and health care in Finland.for social welfare and health care in Finland.
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EQA servicesEQA services
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EQA schemes 2007EQA schemes 2007

n Andrology 1
n Cardiac physiology 1
n Clinical chemistry 59
n Genetics 5
n Hematology 16
n Instruments 9
n Microbiology 42
n Pathology 6
n Point-of-care 21

NUMBERS OF SURVEYS
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EQA Scheme cooperation 2007

n UKNEQAS: United Kingdom National External Quality 
Assessment Service

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

n DEKS: Danish Institution for Quality Assessment

n EQUALIS: External Quality Assurance in Laboratory Medicine 
in Sweden
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EQA scheme cooperation
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Scheme statistics 1

539539457457AllAll
7788PathologyPathology

176176168168MicrobiologyMicrobiology
10101010InstrumentsInstruments

272272217217Clinical chemistryClinical chemistry
11--RadiologyRadiology

16161515ImmunologyImmunology
48484848HematologyHematology

6677GeneticsGenetics
2222PhysiologyPhysiology
1111AndrologyAndrology

2007200720062006
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Scheme statistics 2

nn No. of specimen mailings No. of specimen mailings 103 500 103 500 
nn No. of specimens mailed No. of specimens mailed 224 600 224 600 
nn No. of results No. of results analysedanalysed 1 430 000 1 430 000 
nn No. of results reported per lab No. of results reported per lab 380380
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ClientsClients

Finland 

Other
countries
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Export countries 2007Export countries 2007

SenegalSenegalGreenlandGreenlandUnited kingdomUnited kingdomSwedenSweden

NetherlandsNetherlandsCroatiaCroatiaFranceFranceGreeceGreece

AustraliaAustraliaRussiaRussiaLebanonLebanonEstoniaEstonia

Costa RicaCosta RicaBulgariaBulgariaIranIranLatviaLatvia

ThailandThailandGermanyGermanySwitzerlandSwitzerlandLithuaniaLithuania

USAUSAKuwaitKuwaitItalyItalyPortugalPortugal
CanadaCanadaHungaryHungaryTurkeyTurkeyDenmarkDenmark
SpainSpainItalyItalyIslandIslandPolandPoland
Czech republicCzech republicSloveniaSloveniaSlovakiaSlovakiaNorwayNorway

MaltaMaltaSaudi ArabiaSaudi ArabiaIrelandIrelandRomaniaRomania

CountryCountryCountryCountryCountryCountryCountryCountry
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Distributors and coDistributors and co--operatorsoperators

SwedenSweden: EQALIS: EQALISHungaryHungary: : QualiContQualiCont

MaltaMalta: : CherubinoCherubino LtdLtdIrelandIreland: IEQAS: IEQAS

PolandPoland: : KolegiumKolegium MedycynyMedycyny....FranceFrance: S.F.T.A.: S.F.T.A.

PortugalPortugal: : InstitutoInstituto National de..National de..GreeceGreece: Alpha Medical /: Alpha Medical /MenariniMenarini

LatviaLatvia: Delivery cooperation: Delivery cooperationLebanonLebanon: M.E.A.T.O: M.E.A.T.O

EstoniaEstonia: Delivery cooperation: Delivery cooperationLithueniaLithuenia: UAB : UAB LaboratorineLaboratorine Med..Med..

Saudi Saudi ArabiaArabia:Habib:Habib Medical CenterMedical CenterKuwaitKuwait: : AlBisherAlBisher & & AlKatzemiAlKatzemi....
SlovakiaSlovakia: : ManaconManaconItalyItaly: : PantecPantec
TurkeyTurkey: : TeknomedTeknomedIsraelIsrael: : BiotestBiotest LtdLtd

RomaniaRomania: : TodyTody LaboratoriesLaboratoriesIranIran: : PishroPishro TashkisTashkis

NorwayNorway: NKK: NKKDenmarkDenmark: DEKS: DEKS
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Sale Sale 

Finland

Export

Shipping and 
handling fees
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Top five export countriesTop five export countries
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IrelandIreland

nn CoCo--operation with IEQAS over 10 yearsoperation with IEQAS over 10 years
nn Few direct clientsFew direct clients

3737SchemesSchemes
62061620614567545675438634386323756237561391813918Sale (EUR)Sale (EUR)

94948484646459594646ClientsClients
33Direct clientsDirect clients

2007200720062006200520052004200420032003



Dublin 2007Dublin 2007--1010--0404 2323

What is EQA What is EQA –– External Quality External Quality 
Assessment?Assessment?

nn ……a system of objectively checking laboratory results by a system of objectively checking laboratory results by 
means of an external agency.means of an external agency.

nn …main objective of traditional EQA is not to bring about day …main objective of traditional EQA is not to bring about day 
to day consistency but to establish betweento day consistency but to establish between--laboratory laboratory 
comparability.comparability.

The definition of EQA was described in The definition of EQA was described in WHO WHO 
External Assessment of Health Laboratories External Assessment of Health Laboratories 
(1981)(1981)
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General idea behind EQA, comparison General idea behind EQA, comparison 
measurements, benchmarkingmeasurements, benchmarking

nn What gets measured, gets doneWhat gets measured, gets done

nn Without measurements, you can not improveWithout measurements, you can not improve
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Different EQA Programs,Different EQA Programs,
Different AimsDifferent Aims

There are different kind of EQA providers with There are different kind of EQA providers with 
slightly different views and aimsslightly different views and aims

nn National EQA National EQA programsprograms
nn International EQA programsInternational EQA programs
nn Manufacturers with EQA service Manufacturers with EQA service 
nn EQA EQA programs focused to specific (new) laboratory programs focused to specific (new) laboratory 

medicine disciplines or testsmedicine disciplines or tests
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Different EQA Programs,Different EQA Programs,
Different AimsDifferent Aims

EQA programs can be:EQA programs can be:

nn Measuring only analytical Measuring only analytical 
performance (narrow meaning)performance (narrow meaning)

nn Taking also preanalytical and Taking also preanalytical and 
postanalytical issues under the postanalytical issues under the 
scope (extended meaning)scope (extended meaning)
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Different EQA Programs,Different EQA Programs,
Different AimsDifferent Aims

EQA EQA programs can be:programs can be:

nn Mandatory (Big brother is Mandatory (Big brother is 
watching you)watching you)

nn Voluntary (Cooperation with EQA Voluntary (Cooperation with EQA 
provider and other laboratories)provider and other laboratories)
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DifferentDifferent EQA EQA ProgramsPrograms,,
DifferentDifferent AimsAims

EQA Programs can be:EQA Programs can be:

nn Directed for all Laboratory Medicine Directed for all Laboratory Medicine 
disciplines (comprehensive service)disciplines (comprehensive service)

nn Directed for some specific laboratory Directed for some specific laboratory 
medicine discipline or measurement medicine discipline or measurement 
(focused service)(focused service)
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Different EQA Programs,Different EQA Programs,
Different AimsDifferent Aims

EQA Programs can be:EQA Programs can be:
nn Directed for all kind of laboratories, Directed for all kind of laboratories, 

manufacturers and POC sitesmanufacturers and POC sites
nn Directed for specific user group Directed for specific user group 

(according to laboratory size, (according to laboratory size, 
location,  etc.)location,  etc.)

nn Hospital laboratoriesHospital laboratories
nn Primary health care laboratoriesPrimary health care laboratories
nn POCT unitsPOCT units
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Different EQA Programs,Different EQA Programs,
Different AimsDifferent Aims

EQA Programs can be:EQA Programs can be:

nn Automated with preAutomated with pre--
programmed feedback reportsprogrammed feedback reports

nn Feedback reports and Feedback reports and 
summaries made by Laboratory summaries made by Laboratory 
Medicine expertsMedicine experts
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Different EQA Programs,Different EQA Programs,
Different AimsDifferent Aims

EQA Programs can be:EQA Programs can be:

nn National, Regional or National, Regional or 
InternationalInternational
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General aim of EQA ProgramsGeneral aim of EQA Programs

Use of EQA services as a tool in laboratory Use of EQA services as a tool in laboratory 
quality management quality management 

1. Laboratory performance evaluation 1. Laboratory performance evaluation (laboratories, (laboratories, 
regulatory authorities?)regulatory authorities?)

2. Evaluation of method performance 2. Evaluation of method performance (laboratories, (laboratories, 
manufacturers)manufacturers)

3. Monitoring In Vitro Diagnostic Procedures and Medical 3. Monitoring In Vitro Diagnostic Procedures and Medical 
Devices (IVD MDs) Devices (IVD MDs) (vigilance authorities)(vigilance authorities)

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

All areas of conduct of EQA schemes, All areas of conduct of EQA schemes, 
including:including:

nn Planning of EQA schemesPlanning of EQA schemes
nn Selection and preparation of materialsSelection and preparation of materials
nn Assessment of homogeneity and stabilityAssessment of homogeneity and stability
nn Identification, labelling, packaging and distribution of Identification, labelling, packaging and distribution of 

materialsmaterials
nn Statistical and technical evaluation of participants’ Statistical and technical evaluation of participants’ 

performanceperformance
nn Content of EQA scheme reportsContent of EQA scheme reports
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EQA processEQA process
Sample
delivery

Sample
analysis

Result
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Result form
delivery

Result
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Report
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Report
archive
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mailto:juha.wahlstedt@labquality.fi
mailto:juha.wahlstedt@labquality.fi
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Challenges for Labquality Challenges for Labquality –– What can What can 
be expected?be expected?

Sample materialsSample materials

nn Procurement of good quality sample Procurement of good quality sample 
materials is a priority in any documentation materials is a priority in any documentation 
of laboratory performanceof laboratory performance

nn Homogeneity and stabilityHomogeneity and stability
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Challenges for Labquality Challenges for Labquality –– What What 
can be expected?can be expected?

Assignment of target valuesAssignment of target values

nn Reference method target valuesReference method target values

nn Values assigned with “best method”Values assigned with “best method”

nn Consensus method meanConsensus method mean
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Challenges for Labquality Challenges for Labquality –– What What 
can be expected?can be expected?

Performance goalsPerformance goals

nn Values assigned with “best method”Values assigned with “best method”

nn Performance goals should be based on Performance goals should be based on 
clinical outcome, biological variations and clinical outcome, biological variations and 
state of the artstate of the art
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Challenges for Labquality Challenges for Labquality –– What What 
can be expected?can be expected?

Frequency of surveysFrequency of surveys

nn The frequency of the surveys should be fit for the The frequency of the surveys should be fit for the 
purpose and evaluated criticallypurpose and evaluated critically

nn A number of 6 rounds a year has been A number of 6 rounds a year has been 
recommended for the monitoring of IVDrecommended for the monitoring of IVD--devices but devices but 
this is not of direct relevance to the laboratoriesthis is not of direct relevance to the laboratories
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Challenges for Labquality Challenges for Labquality –– What What 
can be expected?can be expected?

Turn around timeTurn around time

nn Shorter turn around times should be a      Shorter turn around times should be a      
realistic  goal and a priorityrealistic  goal and a priority
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Challenges for Labquality Challenges for Labquality –– What What 
can be expected?can be expected?

ReportingReporting
nn The conclusions should be presented clearly:The conclusions should be presented clearly:

-- Is the performance acceptable for this round?Is the performance acceptable for this round?
-- What is the current estimate of bias of the What is the current estimate of bias of the 

laboratory? laboratory? 
-- And of the reproducibility of the laboratory?And of the reproducibility of the laboratory?

nn The graphic design should be of quality and The graphic design should be of quality and 
compatible with current style.compatible with current style.

nn The possibilities using internet reporting should be The possibilities using internet reporting should be 
usedused
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General aspects from LabqualityGeneral aspects from Labquality

nn Independent and impartial handling of laboratory dataIndependent and impartial handling of laboratory data

nn Educational approaches in the surveysEducational approaches in the surveys

nn Laboratory medicine professionals involved in the surveys, Laboratory medicine professionals involved in the surveys, 
reports and development of new services reports and development of new services 

nn Quality management system  and certification or accreditationQuality management system  and certification or accreditation

nn Global view Global view –– local touchlocal touch
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Quality building blocksQuality building blocks
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Taking ”Quality Steps” togetherTaking ”Quality Steps” together
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ConclusionsConclusions

nn Quality can not be outsourced, it must be build in the Quality can not be outsourced, it must be build in the 
processes inside the laboratoriesprocesses inside the laboratories

nn EQA is a good tool for quality improvement, when used with EQA is a good tool for quality improvement, when used with 
other tools in laboratory quality managementother tools in laboratory quality management

nn EQA EQA schemes and programs can be focused for evaluation of schemes and programs can be focused for evaluation of 
only analytical performance, but many EQA providers are only analytical performance, but many EQA providers are 
doing moredoing more

nn Laboratories can expect EQA providers to be their partners in Laboratories can expect EQA providers to be their partners in 
quality improvement workquality improvement work
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Thank youThank you


