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Medical laboratories -
Particular requirements for quality and
competence (15O 15189:2003).

J.6.4.
External quality assessment progmmmes]shou!d, as far as
possible, provide clinically relevant challenges that mimic
patient samples and have the effect of checking the entire
exaniination process, [fncludfﬁg pre- and posf—examiwaﬁon]
procedures L
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5.4 Pre-examination procedures
(from iso 15189)

5.4.1 Request Form

5.4.2 Primary Sample

5.4.3-4 Collection Manual & Document control
5.4.5-6 Sample traceability & transport

5.4.7-8 Sample receipt and rejection

5.4.9 Sample volume review

5.4.10 Request & sample review

5.4.11 Urgent requests/samples

5.4.12 Sample portions

5.4.13 Verbal requests

5.4.14 Sample storage
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ZASTO SE EQAS NE FOKUSIRA
NA& PRE-ANALITICKU FAZU?

1 JoS uvek je najveci akcenat na analitickoj fazi
d Laboratorije nisu zainteresovane

d Akreditaciona tela, 1z nekog razloga,
ne pitaju za rezultate EQAS rezultate
preanalitiCke faze i post-analitiCke faze

Odgovornost EQAS organizatora je da naprave
primenljive Seme za sprovodenje spoljasnje kontrole
pre-analitiCke faze.
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RAZLICITE VRSTE EQAS PRE-ANALITIKA

EQALM)
1. Registarcija procedura

2. Slanje case history i uzorka koji simulira gresku

3. Registracija/prac¢enje incidenata/indikatori kvaliteta

Povratna informacija:

O rezultatu poredenom sa ostalim laboratorijama
(Davanje informacija o postojeéim preporukama
(ISaveti o unapredenju procedura i smanjenju greSaka
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1. REGISTARCIJA PROCEDURA

Norsk Klinisk-kjemisk II|
Kvalitetssikring

Organizovanje upitnika (survey monkey) kroz koji se
prezentuju koris¢ene pisane procedure:

 postavljanje pitanja o rutinskim postupcima
Koji se primenjuju u pre-analitickoj fazi.

v" Da li imate procedure za detektovanje hemoliziranih uzoraka?
v Koje kriterijume koristite za procenu hemolize?

v Koje mere preduzimate sa hemoliziranim uzorcima?

v Kako izdajete rezultate klini¢arima?....
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MNOKLUS preanalytical EQAS
Primary Health Care

Stability

Which requirements for sample stability do you have for Fibrinogen?

Citrated whole blood in room temperature (hours)

Plasma on the cells (primary tube after centrifugation) in room temp.
(hours)

Plasma on the cells (primary tube after centrifugation) refrigerator 4 -
8°C (hours)

Aliquoted plasma (transferred to a secondary tube) room temp
(hours)

Aliquoted plasma (transferred to a secondary tube) refrigerator 4 - 8
°C (hours)

Other, please specify




— Improve awareness of pre-analytical factors that might
influence the results

e 18 countries responded with a total of 639

replies

* Web-based questionnaire (SurveyMonkey)
distributed electronically via EQALM in 2013

¢ Study the pre-analytical routines in laboratories

concerning the most common coagulation analyses,
APTT, INR and Fibrinogen

— Are guidelines followed?

Kvalltet55|kr|ng

Patient identification and hand hygiene (2013)

— Sent to 2123 participants in general practice
offices and nursing homes, 52% response rate

Capillary sampling (2014)

— Sent to 2193 participants in general practice
offices and nursing homes, 54% response rate




2. SLANJE CASE HISTORY 1 UZORKA
KOJI SIMULIRA GRESKU

1 Slanje uzorka sa matriksom koji potencijalno
interferira sa metodom odredivanja

 Slanje uputa sa uzorkom:
na koji nacin se izdaje rezultat iz takvog uzorka?

1 PogresSan uzorak za odredena analiziranja

A Case history-objasniti koje procedure treba primeniti

¢ Proizvodnja uzorka bioloSkog materijala koji se
Salje-tesko ispuniti uslove stabilnosti, transporta




I Preanalytical Serum
Indices Scheme (2010)

 Monitor and evaluate the impact of sample
interferences in the serum matrix
— Samples distributed every 3 months with varying
degrees of lipaemia, haemolysis and icterus

* 2 matched samples; one with the interferent and one
with normal physiological levels

EQAnNord interference study 2014

e 142 Nordic laboratories received 4 hemolyzed
samples (hemolysis degree 0, 1, 2, 4 g/L)

e Analyzed 15 different clinical chemistry
components in duplicate

e Answered questions on routine handling of
hemolysed patient samples

Update information on the effect of hemolysis on
analytical procedures and how hemolyzed samples

are handled.
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3. REGISTRACIJA/PRACENJE INCIDENATA/
INDIKATORI KVALITETA

Najvazniji indikatori kvaliteta moraju biti
dizajnirani tako da stalno prate

procese koji potencijalno dovodi pacijenta u rizik.
David Burnett

Alatke sa kojima se kvantifikuje
kvalitet svakog segmenta zdravstvene sluzbe.

Objektivno merilo
za procenu kritiénih zdravstvenih segmenata.
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INDIKATORI KVALITETA

KOJE USLOVE MORA DA ISPUNI
IK DA BI MOGAO DA SE KORISTI
ZA PROCENU KVALITETA
LABORATORIJSKOG RADA?
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Naziv

Definicija: Sta tacno merimo?

Cilj: kakve rezultate oekujemo?
Klasifikacija: za koju procenu se koristi?
LogiCku osnova: zasto merimo?
Metodologija: kako merimo?

Prikazivanje podataka
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Karakteristike:

= znacajnost
= nau¢na zasnovanost
= primenljivost
= 1zvodljivost

* mogucnost merenja

Kvalitativna i

kvantitativha mera:
=  Strukture

=  Procesa

= [|shoda

IOM: Six Aims for Improvement

( i INSTITUTE OF MEDICINE

OF THE NATIONAL ACADEMIES

Objektivno merilo kojim se procenjuju
Sest kritiCnih zdravstvenih segmenata:

sigurnost pacijenata
efektivnost
nepristrasnost
pravovremenost
efikasnost

usmerenost ka pacijentu




Quality Indicators:
a definition ISO 15189:2012

g%ﬁlgm SRPS ISO 15189
Measure of the degree to which a set of inherent St 00

characteristics fulfils requirements.

Medicinske laboratorije — Posebni zahtevi za
kvalitet i kompetentnost

Note 1. Measure can be expressed, for example, as % yield (% within
specified requirements), % defects (% outside specified Ml laboratrisc — Prtiulrruvements for guity and
requirements), defects per million occasions (DPMO) or on the £ -

Sigma scale.

Note 2. Quality indicators can measure how well an organization me
the needs and requirements of users and the quality of all -

4.14.7. The Ilaboratory shall establish quality

indicators to monitor and evaluate performance
throughout critical aspects of pre-examination,
examination and post-examination processes.




IOM: Six Aims for Improvement

INSTITUTE OF MEDICINE

OF THE NATIONAL ACADEMIES

Objektivno merilo kojim se procenjuju
Sest kritiCnih zdravstvenih segmenata:

® sigurnost pacijenata

m efektivnost

m nepristrasnost

® pravovremenost

m efikasnost

m usmerenost ka pacijentu
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Q-PROBES™
1 Q-TRACKS®

Quality Management
Quality Indicator Monitoring Guidance

Q-PROBES™ |
Q-TRACKS® Continuous Quality Monitoring Program
Q-MONITORS™ Customized Quality Monitors Program

LMIP® Laboratory Management Index Program

CAP LINKS™ The Laboratory Integrated Knowledge Source

2013
Quality Management Tools

n-Depth Quality Assessment Program




Select Q-PROBES, G-TRACKS, and ‘i ,E
Q-MONITORS activities to support 23
your quality improvement inifiafives. E &
Q-PROBES
Reasons for Test Cancallation (QP131) €T [ [ |
Point-of-Cara Glucose Critical Values (GP132) ¢TI n
Microbiology Testing for Hospital Infaction Cantrol alm
(QP133 D
Molecular Testing in Anatomic Pathology alm
[QP134) T
Q-TRACKS
Patient Identification Accuracy [GT1) [ |
Blood Culture Contamination (GT2) [ |
Laboratory Specimen Acceptability [QT3) []
In-Date Blood Product Wastage (QT4)
Gynecologic Cytology Outcomes: -
Biopsy Correlation Performance [GT5)
Satisfaction With Ouipafient Specimen Collection (QT7) | W
Stat Test Turnaround Time Outliers (GT8) [ |

Critical Values Reporting (GQT10)
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AHRQ

Agency for Healthcare Research and Quality

Advancing Excellence in Health Care \AAVEIIEe R Lo)Y

Pafient Safety

%
5
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Turnarcound Time
mistry /Hematolks

Clinical Pathology

Q-PROBES

A Program for In-depth Comprehensive Assessment

Evaluate quality improvements in your laboratory—With today’s focus on reducing medical
errors, laboratories strive fo achieve and maintain excellence. Using short-term studies,
Q-PROBES provides a one-fime comprehensive assessment of key processes in your laboratory.

Structure your data collection and analysis for success—Use Q-PROBES to help build and
improve data collection and analysis processes that contribute to quality of care, patient safety,
and outcomes.

Establish realistic laboratory benchmarks and performance goals—Implement
Q-PROBES, an external peer-comparison program, to address process-, outcome-, and
structure-oriented quality assurance issues. Establish benchmarks through external database
comparisens and compare your performance to that of peer organizations to establish
laboratory goals and improve performance.

Turnaround Time of Troponin (GT15)

Corrected Results (QT16)

Outpatient Order Enfry Errors (QT17)




Joint
Commission
International
Center For

Advancing Excellence , )
WWW.COp.Org Patient Safety

CAP Patient Safety Goals

1. Improve patient and sample identification at
specimen collection, analysis and resulting

2. Improve communication of life threatening or life-
altering information

3. Improve identification, communication and
correction of errors

4. Improve the coordination of the laboratory’s
patient safety role within healthcare organizations




Registration of preanalytical errors IOKLUS

in samples sent from primary care {“?
to laboratories in Norway Nmmm

Kvalitetssikring

94 of 97 invited medical laboratories reported four defined errors in samples
received from Primary Health Care during one month (September 2014),
together with some basic information about the laboratory.

I. Incorrect / missing identification of patient (0.6%)

. Details of the sample prescriber or copy recipient is missing or incomplete (0.4%)
lll. Sampling time is not on the request form when it is required (1.0%)

IV. The sample material is incorrect, insufficient or missing (0.7%)

AIM

* Evaluate if intense educational effort reduce pre-analytical
errors in Primary Health Care

* Establish an ongoing Norwegian E

includes both medical laboratories a

MICA CLINICA

i “ SOCIEDAD ESPAROLA DE BIOQU
SEQ PATOLOGIA MOLEGULAR

Spanish Society of Clinical Biochemistry and Molecular Pathology

e Registration of the total number of rejections
obtained during one month, 4 x year (2001):
— for each type of sample: serum, whole blood EDTA,
citrated plasma coagulation, fresh urine
— for different causes of rejection: hemolysed, clotted,
not received, insufficient

e Simplified program in 2014
— Data obtained directly from the laboratory
information system
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of Clinical Chemisfry
and Loboratory Medicine

Executive Board
and Council

Scientific Activities

Home | About us | IFCC Newsletter | eJIFCC | Press Room | Sitemap

Leading the fields of Clinical Chemistry and Laboratory Medicine worldwide

Communications
and Publications

Education and
Management

|

Congresses and
Conferences

Index by Subject

“fou are here: FrontpageHome » Education and Management » EMD Weorking Groups and Special Projects

Education and
Management

EMD Committees »

EMD Working Groups and
Special Projects

Visiting Lecturer Progamme  »

(VLP)

IFCC Professional Exchange
Frogrammes (PEPs)

Speaker's Bureau

Webinars and Distance Leamning
Modules

EMD Working Groups and Special Projects

= Laboratory Errors and Patient Safety (WG-LEPS)

= Flow Cytometry (WG-FC)
» Developing Quality Competence in Medical Laboratories (DQCML)

MEMEERSHIP

Name Position Country

Laura Sciacovelli Chair Italy 1
Mario Plebani Past Chair [taly

Izabel Garcia del Pino Castro Member Spain

Ginseppe Lippi Member Italy

Zorica Sumarac Member Serbia

Keila Furtado Veira Member Brazil

Jamie West Member United Kingdom
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Term Time in Office
201401 -2016 12




Irhsnciton of Feckeeobon
of Clnie o Chamding
o Loty Mackrm —
Quality Insieators
Praject

Publcatiens and
Camunications

Congresses and

R Canferances

Loigin

FLOL - Eduation s W anageaeil Deassn

www.lfcc-mqi.com

Leaching the felds of Cinical Chesmisiry snd Isborsiony Bedcine worldwide

Contacts

piien &1 Dusily indicaiomn (|
1 SV & OLfe (AR
L MR iy B
i BF i i Bl proediangy b
ke IH'IX'\; {8 H mizortant
abaiaigh frod nberrhonal Blandand B2

i ke prorgied fm dewsopmast of leel i murs ard awnbusts fhe qual
. Tt o G5 10 B350 48 APEF e (it

img procans seder coriolin @ wysbereeiic end bren

TH e b I":"-r iy CAMA, PO COMOSEITAL EONiE NNt oo e
B3 2 dor & porebabion of Uesical Laboraiony reqaines s e bewnaty

B

i ander b WI"’E"#"""" ol 5 Q8 TEHUOS ST B N DT ‘&'“'GI""E"
ormal preacis dyedon ol moni

o B LR L

wWarimg Groug or Lak
o 1

¥ By, Bhoe ol T e B
bk marking o il

A TEE
fwe o wiaried orlical proossses

TV o
a sl io moniar and . .
e day noarine 'o iaberatBey [rifedsen s, furd Suaity ConBe b dgiEaed witut beng measLred esares of &

o on wigtf s bermest

Tha prejmct

www.ifcc-mgi.com

cc

Intematione) Federaton
of Cinkcal Chamssfry

and Loboralovy smedicine Leaaing the fialds of Clinic

Congresses and | Publications an Quality Indicators
Conferences Comunications Project

tation Lo

Education and Management Dvision
Login
Cl

Fasswon |

Email for support Reguire Login
Instruction to input dats

| Chemistry and faboratory Madicine wordwige

Contacts




A Consensus Conference to design a road map
to harmonization of quality indicafors

HARMONIZATION OF
QUALITY INDICATORS
IN LABORATORY MEDICINE:
WHY, HOW AND WHEN?

labie ot Sciverse Sdencellireot B

Contents ists auail

Clinical Biochemistry

journal homepage: www.elsevier.com/iocatefclinbicchem

Quality indicators in laboratory medicine: A fundamental tool for quality and
patient safety

Mario Plebani ¥, Laura Sciacovelli %, Mariela Marinova 2, Jessica Marcuccitti * Maria Laura Chiozza ®

DE GRUYTER DOl 20,2515/ COlm-2012-0582 === Clin Chem Lab Med 2023; 521 187-195

Mini Review

Mario Flebani*, Maria Laura Chiozza and Laura Sciacovelli
Towards harmonization of quality indicators
in laboratory medicine

PRESIDENT OF THE CONGRESS
Mario Plebani (Padova, ltaly)

PADOVA, OCTOBER 24*, 2013




International Federation of Clinical Chemistry and Laboratory Medicine

Working Group “Laboratory Evrors and Patient Safey™

MoDEL OF QUALITY INDICATORS: KEY PROCESSES

The Model of Quality Indicators has been updated on the basis of the recent Consenmus Conference “Harmonmization of Caabity mdicators m Laboratory Medicme: Why,
How and When?”, held in Padiowa 1 the October 2013, and a pnonty score was desipned to highlight the value of the indradual QI for assessing not anly the quality of the
service and possible effects on patent safety, but also the feasibility of data collection (order of prionty: 1 = mandatory; 2 = mmportant; 3 = suggested; 4 = valued).

EEY PROCESSES

QUALITY INDICATORS - PRIORITY 1

5"

arroneos data entry (missed test)’ Total mumber of
oafpatients requests.

conCcerning missed tests (Tequired tests
tart niot registered)

b)) conmi tota] member of ouspatients
TEquests

Cualbity Indicator Code Eeporting Systems Diata Collection
PRE-ANATYTICAL
Misidentification errors Pre-MisF Percentage of Mummber of musidentified requests’ Total | a) coumt muisidentified requests Diata collection: Every day;
mmnber of requests. b)) conmi total menber of Tequests Tnpart data: Monthly
c) caloulate percentagze
Pra-Miss Percentame of Mumber of misidentified samples’ Total | a) coumt misidentified samples Diata collection: Every day;
mmuber of samples. 1) conmi tota] member of samples Tnpart data: Monthly
) calculate percentage
Pre-Iden Percentage of Mmuber of samples with fewer than 2 a) conmt sanples with fewer than 2 Diata collection: Every day;
identifiers mitially supplied’ Total member of samples. idensifiars imitially sopplied Inpae data: Monthly
) coumt total member of sarmples
) calculate peTcentage
Pre-UnlS Percentage of Mmmnber of umlabelled sanmples’ Total 2) coumt wmlabelled sangples Diata collecion: Every day;
mmmber of samples. ) coumt total member of sarmples Inpaet data: Monthiy
c) caloulate percentagze
Test transcription errors Pre-CuipTH | Percenftage of MNmnber of outpatients reguests with 2) coumd ouipatients reguests with emors | Data collecton: A week per monsh;
erronects data eniry (test name)’ Total momber of CODCEINIng test name (misinterpreted Inpa data: Monthiy
DATENNS TegIess. test)
1) conmi tota]l member of oupanents
Tequests
) calculste percentage
PreChaphIT | Percenfzge of MNmmber of outpatients reguests with ) coumt outpatients requests with emors | Data collecton: A week per month;

Inpae data: Monthly

FCC WiE-LEPS: MOI-EP- Version 0 — 31" Jamuary 2014

Pagina 1 di &

KEY PROCESSES: 45

OUTCOME MEASURES: 3

SUPPORT PROCESSES: 4

Nivo prioriteta: 1-4
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Harmonization of pre-analytical quality indicators

Mario Plebani*!, Laura Sciacovelli!, Ada Aita! Maria Laura Chiozza?

I Biochemia Medica 2014;24(1):105-13 |

TaBLE 1. Pre-analytical errors grouped in relation to identification and sample problems.

L |dentification J [ Sample ]
Unlabeled samples Hemolyzed
Mislabeled samples Clotted
Insufficiently labeled samples Icteric/lipemic
Samples suspected of being from the wrong patient Incorrect filling level
("wrong blood in tube”) Inadequate quantity
Irreqularities in transfusion labeling requirements Lost/not received

(e.g. signature of phlebotomist) Damaged during transportation and improperly stored




P ——

TABLE 2, Quality Indlicators of the pre-analytical phase (order of priority: 1= Mandatory; 2= Important; 3 = Suggested; 4 = Valuable)

. Priotit

Quality indicator y
score

a) Appropriateness of clinical request
Percentage of “Number of requests without clinical question (outpatients) / Total number of requests (outpatients)’ 2
Percentage of “Number of inappropriate requests, with respect to clinical question (outpatients) / Number of requests reporting clinical 4
question (outpatients) "
Percentage of “Number of inappropriate requests, with respect to clinical question (inpatients) / Number of requests reporting clinical 4
question (inpatients) "
bﬂPatlentldentlﬁcatlen ]
Percentage of “Number of requests with errors concerning patient identification / Total number of requests” l

Percentage of “Number of requests with errors concerning patient identification, detected before release of results / Total number of
requests’

Percentage of “Number of requests with errors conceming patient identification, detected after issuing results / Total number of
requests’




A

b Data entry of the request ]

Percentaqe of “Number of outpatients requests with errors concerning physician identification / Total number of outpatients requests” 2

Percentage of “Number of uninteligible outpatients requests / Total number of outpatients requests' 3
Percentaqe of ‘Number of outpatients requests with etrors concerning test input / Total number of outpatients requests” l
Percentage of “Number of outpatients requests with errors concerning test input (missing) / Total number of outpatients requests” l
Percentaqe of “Number of outpatients requests with errors concerning test imput (added) / Total number of outpatients requests” l
Percentage of “Number of outpatients requests with errors concerning test input (misinterpreted| / Total number of outpatients ]
requests’

Percentage of “Number of inpatients requests with errors concerning test input (missing) / Total number of inpatients requests” l
Percentaqe of “‘Number of inpatients requests with errors concerning test imput (added) / Total number of inpatients requests” l

Percentage of “Number of inpatients requests with errors concerning test input (misinterpreted / Total number of inpatients requests” ~ \ |

B] Sample identification ]
Percentage of ‘Number of improperly labeled samples / Total number of samples” ( l>




|

ie) Sample collection \

Percentage of “Number of samples collected at inappropriate time / Total number of samples

Percentage of “Number of samples collected with inappropriate sample type / Total number of samples”

Percentage of “Number of samples collected in inappropriate container / Total number of samples”

Percentage of “Number of samples with insufficient sample volume / Total number of samples”

tf) Transport of sample J

Percentage of “Number of damaged samples / Total number of samples”

Percentage of “Number of samples transported at inappropriate time / Total number of samples for which transport time s checked”

Percentage of “Number of samples transported under inappropriate temperature condition / Total number of samples for which the
transport temperature is checked”

Percentage of “Number of improperly stored samples / Total number of samples”

Percentage of "Number of samples lost-not received / Total number of samples’




"

nguitahiIitynfsample J

Percentage of “Number of samples with inadequate sample-anticoagulant volume ratio / Total number of samples with anticoagulant”
Percentage of ‘Number of hemolyzed samples (hematology) / Total number of samples (hematology)’

Percentage of “Number of hemolyzed samples (chemistry) / Total number of samples (chemistry)”

Percentage of ‘Number of clotted samples (hematology) /Total number of samples with anticoagulant (hematology)’

Percentage of “Number of clotted samples (chemistry) / Total number of samples with anticoagulant (chemistry)’

Percentage of ‘Number of clotted samples (immunology) / Total number of samples with anticoaqulant (immunology)

Percentage of ‘Number of hemolyzed samples (immunology) / Total number of samples (immunology)’

Percentage of ‘Number of lipemic samples / Total number of samples”

Percentage of ‘Number of unacceptable samples (microbiology) / Total number of samples (microbiology)’

Percentage of “Number of contaminated blood cultures / Total number of blood cultures'




Sample haemolysed

Pre-Hem Number of samples with free Hb=0.5 g/L
(clinical chemistry)/ Total number of samples

(clinical chemistry)*
*clinical chemistry: Le. all samples which are analysed on the chemistry

analyser which is used for detection af HIL indices. If laboratories are
detecting hemalysis visually, they count all sampiles with visible
hemalysis. We suggest that a colour chart is provided for this purpose.

Samples clotted

Pre-Clot Number of samples clotted/ Total number of
samples with an anticoagulant.

e Pl =N T 1) :".i

Clin Ghem Lab Med 2009;47(8):899-802 @ 2009 by Walter de Gruyter » Berlin» New York. DOl 10.1515/CCLM.2009.229

Editorial

i

|

Hemolysis index: quality indicator or criterion for sample
rejection?
Mario Plebani™** and Giuseppe Lippi**®

HI 100 200 400

3200

Visual Mild Mod Severe

'
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Opinion Paper

Mario Plebani*, Michael L. Astion, Julian H. Barth, Wenxiang Chen, César A. de Oliveira
Galoro, Mercedes Ibarz Escuer, Agnes Ivanov, Warren G. Miller, Penny Petinos, Laura
Sciacovelli, Wilson Shcolnik, Ana-Maria Simundic and Zorica Sumarac

Harmonization of quality indicators in laboratory
medicine. A preliminary consensus

Reporting systems
/

a) Percentage of “Number of inappropriate requests, with respect to clinical question (outpatients)/Number of requests
reporting clinical question (outpatients)”

Table 2 Some definitions about Qls with priority 1.

Type oferror Quality indicator (h'hat definitio ns) you use?
Process indicators - Priority 1 ~—
Pre-analytical Misidentification errors
Pre-analytical Test transcription errors Any sample registration error, e.g., missed test or wrong test entered at

registration but sample was not able to be tested; wrong sample collection
time entered into US; sample too old/unsuvitable for add on
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SUROPEAN FPOERATION IRMM
OF CLINIDAL CHEMNYSTRY bt 9w {or Relwrence
AND LABC RATORY MEDNC)NE Mt eriads und Meusor ety

1*' EFLM Strategic Conference

Defining analytical
performance goals
15 years after the

Stockholm Conference

8* CIRME International Scientific Meeting




DE GRUYTER Clin Chem Lab Med 2015; 53(6): 833-835

Consensus Statement

Sverre Sandberg*, Callum G. Fraser, Andrea Rita Horvath, Rob Jansen, Graham Jones, Wytze
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pre-analytical phase

Pre-Analytical Processes

Quality Indicators

Performance Specifications
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Minimum Desirable Cptimum
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MMizidentification errors
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Farcentage (240 .07 I
Test transcrip e n Exvors (added tests)
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Table I Qls monitored in Serbian medical laboratories during 2014.

Quality Indicators

Key Processas
Institutions i Outcome Support
Priority Measuras prncl:g?ases
_ 1234
Primary Health Care
Laboratory Department Novi Sad Primary Health Canter 29111 / Z
Department of Biochemistry Railway Healthcare Institute 211 2 2 5
Medical Facility of Vranje 1 - - Z 4
secondary Health Care
[ General Hospital Studenica, Kraljavo M) 232 3 3
(enaral Hospital, Zrenjanin 211121 f 5
General Hospital, Jagodina 3232 3 4
Clinical Hospital Center, Dedinje 217112 3 4
Tertiary Health Care
Clinical Center of Serbia, Belgrade:
» Department for Polyclinic Laboratory Diagnostics 3235 3 5
« | aboratory Department at the Clinic for Infectious and Tropical Diseases 19| -12|2 - 4
« Laboratory Department at the Clinic for Gynecology and Obstetrics w233 3 5
« Laboratory Department at the Clinic for Digestive Surgery 291122 2 3
# L aboratory Department at the Clinic for Cardiosurgeary 9|12 2 2 4
« Laboratory Department at the Clinic for Urology 150 -1211 i 3
» | aboratory Department at the Clinic for Hematology -1 - - 3
# | aboratory Department at the Clinic for Orthopedic Surgery and Traumatology 9 -12|2 2 3
| Clinical Center of Nis 23111311 3 5




QUALITY INDICATORS

Pre-Hem Percentage of: HNumber of samples with free Hb=0.5 g/L [clinical chemistry) Total number of samples (clinical chemistry)®
Laboratony Code:  SRBOOT Lanoranony GIouUp. Sarblan Laboratoriss
Laboraiony Instiution: - Balgrade
Statiatical Dats of Laboratony Resurts Stafisthcal Diata of Category Results Statistical Data of All Reaults
Data Mean Median w Data Mean Median w Data Maan Medlan Sigma
Mumibsr {%) (%) Hurnber (%) {%) Hurnier [%€) (%] Mean
10 1.17 1.13 3TT 157 145 1.05 3.80 4 1.34 0.B8 3.85
Laboratory Data Particlpants Data
LD Laboratory  Confidance Interyal Group Sigma Cconfldencs Interval Owerall Slgma  Confdencs Interval
Valug [%; Sigma Slgma Group Sigma orverall Sigma
. sy Waie M. . A Valie [ . Adax.
April 2014 D.B5 3.88 3.83 3.54
082 3EE 380 30 QUALITY INDICATORS
-H'f 2014 . ’ : ’ Pre-Hem Percentage of- Number of samples with free Hb>0.5 g/L (clinical chemistry)i Total number of samples (clinical chemistry]*
Jung 2014 1.15 37T 3Tz 3.82
July 2014 0.95 3.B4 378 3.590
Tend over time of Values
Aupust 2014 1.61 364 350 3.70 25 g mbves
24 / - Qveral Vs
Septamber 2014 102 3Rz 376 388 “ i~
15 4
Ochober 2014 1.45 3ES 363 3.73 i L R 7
— _' S| e e -
Movember 2014 1.35 3 3.66 377 ; s B
— =
Dacambar 2014 1.1 373 374 354 R 20405 e 201407 e 0008 o a1 e 050t
M m-lﬁ 1_2‘; 3?.3 35? a_lrg Data collection fime
B Tend vver time of Sigma values
= Grous S
5 —=- Cremtsl Sigme
20011'0‘ 2405 e 2407 e 2M4.09 e 2a1 e 2501

[Hata collaction time




Quality Ql Code Group Sigma | Data Number Time of
Indicators Mean collection
Key processes Priority 1 Pre-analytical
Pre- Mis R 4.29 137
Misidentification Pre -Mis S 4.93 137 Every day
errors Pre -Iden 4.51 137
Pre -UnlS 4.93 146
Pre-OutpTN 4.11 74
Test transcription Pre-OutpMT 3.98 104 A week per
errors Pre-OutpAT 4.08 97 month every
Pre-InpTN 4.02 95 month
Pre-InpMT 4.08 125
Pre-InpAT 3.98 118
Incorrect sample Pre-WroTy 5.12 129 Every day
type Pre-WroCo 4.93 137
Incorrect fill level Pre-InsV 4.74 157
Pre-SaAnt 4.27 154
Pre-NotRec 4.25 156
Pre-NotSt 4.85 105 Every day
Pre-DamS 5.04 96
Pre-InTem 4.93 90
Pre-ExcTim 4.00 99
Sample hemolysed Pre-Hem 3.80 157 Every day
Samples clotted Pre-Clot 4.02 154 Every day
Key processes Priority 1 Intra-analytical
Data transcription Intra-ErrTran 4.78 104 Every day
errors Intra-FailLIS 5.04 73 Every day
Key processes Priority 1 Post-analytical
Inappropriate Post-OutTime 4.51 101 Every day
turnaround times
Incorrect Post-IncRep 4.79 127 Every day
laboratory
reports
Notification of Post-InpCV 3.00 31 Every day for a
critical month -per
values three months

(A-A-D)




Key processes Priority 2 Pre-analytical

A week per
Inappropriate test Pre-Quest 2.88 24 month- per
requests three months
(A-A-D)
Inappropriate time Pre-InTime 4.76 72 Every day
in sample
collection
Key processes Priority 3 Pre-analytical
Unintellegible Pre-OutUn 3.87 85 A week per
requests Pre-InpUn 4.15 88 month every
month
Key processes Priority 4 Pre-analytical
Pre-OutReq 3.62 9 A week per
Inappropriate month- per
requests Pre-InReq 3.37 10 three months
(A-A-D)
Key processes Priority 4 Post-analytical
A week per
Interpretative Post-Comm 1.75 13 month- per
comments three months
(A-A-D)
Outcome Measures Priority 1
Sample Out-RecOutp 4.72 69 Every day
recollection
Out-Reclnp 4.66 95
Inaccurate results Out-InacR 4.85 104 Every day
Support Processes Priority 3
Evry day, input
Efficiency of LIS Supp-FailLls 3.60 9 data in

December




LILE ST TR D D PETE
BOP BTN SUTA HOBA CPFELLE

Agencija za akreditaciju zdravstvenih
ustanova Srbije

& &)
NS4
JABb Cramgapa 8.0 OprasH3anHOHA jeIHHHIA JadopaTopHjcKe
JHjaTHOCTHKE MNPATH KBAJHTeT paga H 0Oe3deqHOCT
CraHgapaum 3a akpegutauujy ManHJcHTA.
na6oparopmja
JIAB Kparepajym 8.4 3amociIeHH ¢y VIIO3HATH H VIeCTBY]Y V AaKTHBHOCTHMA Ha

yHanpel)ewy KBaIHTeTa pada H 6e30eIHOCTH NalHjeHTa:

* HMeHOBaHa Cy JHIA 3aJyikeHa 3a ogpeljeHe aKTHBHOCTH Ha
I71aHY yHanpelema KBaTHTETA,

* yrBpheHH cy mnoJand KojH ke ce mNpHKyIwUBaTH 3a
[OKAzaTelke, KAa0 I I'E]i ha ce MeTone FD]HI;IHIH U]IEI
NPHKYIBAKY H aHATH3H THX MOJaTaka.

* 3alocIeHH J0OH)aJy oAr0Bapajyly KOHTHHYHPaHY 00YKY ¥
nornedy NOKazaTelba KBAIHIeTa 3a IPOLEHY H Mepeme
yHampeljema KBaaHTeTa H Ge3GeIHOCTH.

A3YC - CraHgapav 3a akpeavTaunjy 3apascTBeHnx ycraHosa
CeKyHAapHOr 1 TepUUjapHOr HUBOA 3APaBCTBEHE 3alUTUTE
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JIPABCTBEHE JIEJIATHOCTH

<

HeYjegHATEH KEATHTET 3IPABCTREENX VCIyTa;

S

HEMPHXEATEHE HHEO BapHPARa V HCXOIHMA IO 3IDABEE [EUeHHX
NalHjeEaTa;
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Type |
Type |

Type |
Type |
Type ll
Type I+l

Type ll

Type Il
Type Il
Type lll

Preanalytical EQAS started < 2011

1 x year

2 X year

2 X year
2 X year
4 X year

2 X year

1 x year

4 x year
2 X year

4 x year

2011
2011

2008
2007
2010
2007

2011

1958
1998
2009

ECAT/Instand
NAPOS/EPNET

csca
WEQAS

National Institute
of Health, Portugal

SPIDIA-RNA
SPIDIA-DNA

Q-Track, CAP

SEQC

KIMMS QA

Norway

Netherland/Germany

Norway
Switzerland

Wales, UK
Portugal

European Commission
(EC)

USA
Spain

Australia/New Zealand




Type |
Type |

Type |

Type |

Type |l

Type lll

Type Il

Preanalytical EQAS started > 2012

1 x year

Once

2 X year

1 x year

Once

1 x year

? X year

2013

2013
2014

2014

2014

2014

2015

Noklus

EQALM
Labquality

Instand

EQAnord

Noklus/NKK

UKNEAS

Norway

Europe

Finnland

Germany

Sweden, Denmark,
Norway, Finland, Iceland

Norway

United Kingdom







