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EFLM PREANALITIK FAZ CALISMA GRUBU

Preanalitik hatalar tum laboratuvar hatalan
icinde agirhkhdir. Bu nedenle *“ FEuropean
Federation of Clinical Chemistry and Laboratory
Medicine Working Group for Preanalytical Phase
(EFLM  WGPRE)”preanalitik  politika  ve
pratiklerin standardize ve harmonize edilmesine
onciulik etmek amaciyla kurulmustur

Ana-Maria Simundi¢ ,Clinical Institute of Chemistry of the
University Hospital Center "Sestre milosrdnice” de
laboratuvar tibb1 uzmanidir;

Hirvatistan ‘Medical Biochemistry and Laboratory Medicine’
dernek baskanmdir;

‘ Biochemia Medica Chief Editor’ olarak gorev yapmakta ve
ayni1 zamanda; ‘EFLM Executive Board Secretary ‘ unvani
yaninda ‘EFLM working group preanalytical phase’ da Chair
olarak gorevini siirdiirmektedir.
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EFLM PREANALITIK FAZ CALISMA GRUBU UYELERI

EFLM Preanalitik calisma grubu farkh Glkelerden 15 kisilik asil ve ‘corresponding’ tyeleri
araciligi ile belirli araliklarla toplanmakta ve calismalarina devam etmektedir. 2013 yilindan bu
yana Oxford, Zagreb Paris,Porto ve tekrar Zagreb de toplantilar gerceklestirilmistir.
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TEMEL HEDEFLER

* Laboratuvar tibbinda preanalitik fazin 6nemini vurgulama;

* Kritik aktiviteler icin éneriler hazirlama ve iyi uygulamalari tanimlama;
* Guncel preanalitik pratiklerle ilgili anketler dlizenleme;

* Valide anketler yoluyla giincel preanalitik pratikleri birlestirme;

* Sempozyum,calistay,webinar,egitimler dizenleme



PREANALITIK HATALAR VE TOTAL
LABORATUVAR SURECI

CALISMA GRUBU KURULMASINDA YOLA CIKIS NEDENLERI



Toward optimal laboratory use. Problems in
laboratory testing in primary care. (1996)

- JAMA. 1996 Feb 28;275(8):635-9.

e Nutting PAl, Main DS, Fischer PM, Stull TM, Pontious M, Seifert M Jr,
Boone DJ, Holcomb S.

 Problems involving test ordering and specimen handling
were the most common (56%), while those attributable
to the test analysis itself accounted for 13% of the total



http://www.ncbi.nlm.nih.gov/pubmed/8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Nutting PA[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Main DS[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Fischer PM[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Stull TM[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Pontious M[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Seifert M Jr[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Boone DJ[Author]&cauthor=true&cauthor_uid=8594246
http://www.ncbi.nlm.nih.gov/pubmed/?term=Holcomb S[Author]&cauthor=true&cauthor_uid=8594246

Mistakes in a stat laboratory: types and frequency.
(1997)

* Clin Chem. 1997 Aug;43(8 Pt 1):1348-51.
e Plebani M1, Carraro P.

e preanalytical 68.2%, analytical 13.3%, and postanalytical
18.5%.



http://www.ncbi.nlm.nih.gov/pubmed/9267312
http://www.ncbi.nlm.nih.gov/pubmed/?term=Plebani M[Author]&cauthor=true&cauthor_uid=9267312
http://www.ncbi.nlm.nih.gov/pubmed/?term=Carraro P[Author]&cauthor=true&cauthor_uid=9267312

Errors in a stat laboratory: types and frequencies 10
years later.(2007)

* Clin Chem. 2007 Jul;53(7):1338-42. Epub 2007 May 24.
e Carraro P!, Plebani M.

*61.9% were preanalytical errors, 15% were analytical,
and 23.1% were postanalytical.



http://www.ncbi.nlm.nih.gov/pubmed/17525103
http://www.ncbi.nlm.nih.gov/pubmed/?term=Carraro P[Author]&cauthor=true&cauthor_uid=17525103
http://www.ncbi.nlm.nih.gov/pubmed/?term=Plebani M[Author]&cauthor=true&cauthor_uid=17525103

s the test result correct? A questionnaire study of
blood collection practices in primary health care.

] Eval Clin Pract. 2010 Aug;16(4):707-11
e Soderberg J1, Wallin O, Grankvist K, Brulin C.

 Only 54% reported that they always identified the patient by using
name/Swedish identification number and only 5% reported that they
always used photo-ID, the two preferred means for patient identification

* |[n the surveyed PHCs, there are clinically important risks for
misidentification of patients and erroneous test results, with
consequences for the diagnosis and treatment of patients. Quality
interventions, aimed at improving VBS practices, are needed to ensure

patient safety.



http://www.ncbi.nlm.nih.gov/pubmed/20557417
http://www.ncbi.nlm.nih.gov/pubmed/?term=S%C3%B6derberg J[Author]&cauthor=true&cauthor_uid=20557417
http://www.ncbi.nlm.nih.gov/pubmed/?term=Wallin O[Author]&cauthor=true&cauthor_uid=20557417
http://www.ncbi.nlm.nih.gov/pubmed/?term=Grankvist K[Author]&cauthor=true&cauthor_uid=20557417
http://www.ncbi.nlm.nih.gov/pubmed/?term=Brulin C[Author]&cauthor=true&cauthor_uid=20557417

PARMA 2011 1.EFCC EUROPEAN CONFERENCE ON

PREANAYTICAL PHASE

he major focus of this conference is the
quality of the preanalytical phase of
laboratory practices - a highly prominent and
increasingly important topic in the era of
increasing awareness of patient safety and
implementing total quality management practices

in clinical laboratories.
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Conference venue:
Academic Hospital of Parma

Bu konferansin
temel odagi hasta
guvenligi ve klinik
laboratuvarlarda

total kalite yonetim
pratiklerinin
uygulanmasi
konusunda
yukselen farkindalik
alani olarak 6ne
cikan preanalitik
faz ve uygulamalar
seklindeydi.



28 AVRUPA ULKESINDE ULUSAL REHBERLER VE FLEBOTOMI E(?i'!'iM.i UZERINE BIR
ANKET CALISMASI EFLM WG-PA TARAFINDAN GERGEKLESTIRILDI.(1.ANKET)

* Sonuclar:
* Blyuk bir heterojenite saptanmistir.

* Pekcok ulke ulusal rehberlere sahip
degildir.

* Filebotomi medikal ve medikal olmayan
kisilerce gerceklestiriimektedir.

e Degisik dlizeylerde egitim ve pratik

e Hastalar tim Avrupa genelinde ayni
seviyede bakim almalidir.

DE GRUYTER DOI10.1515/cclm-2013-0283 === Clin Chem Lab Med 2013; 51(8): 1585-1593

Ana-Maria Simundic*, Michael Cornes, Kjell Grankvist, Giuseppe Lippi, Mads Nybo,
Svjetlana Kovalevskaya, Ludek Sprongl, Zorica Sumarac and Stephen Church

Survey of national guidelines, education and
training on phlebotomy in 28 European countries:
an original report by the European Federation

of Clinical Chemistry and Laboratory Medicine
(EFLM) working group for the preanalytical phase
(WG-PA)

Aim:

o who performs phlebotomy in EFLM countries?
* differences in personnel?

¢ level of education and skills?

o are guidelines available?



ACLIK NUMUNELERININ SATANDARDIZASYONU

1. Existing guidelines for phlebotomy need revision. Revised recom-
mendations should include the exact definition of requirements for
patient preparation for laboratory testing. Blood for all blood tests
should be drawn preferably in the morning from 7 to 9 a.m. [30].
Fasting should last for 12 h, during which water consumption is per-
mitted. Alcohol should be avoided for 24 h before blood sampling. In
the morning before blood sampling, patients should refrain from cig-
arette smokmE and caffeine contammg drinks (tea, coffee, etc, ).

2. Professional associations (IFCC, EFLM and other) should support har-
monization efforts by disseminating standardized recommendations
for fasting.

3. Laboratories worldwide should implement standardized procedures
for blood sampling and patient preparation.

4. Laboratories should have policies for sample acceptance criteria re-
lated to fasting samples. Blood samples for routine testing should
not be taken if a patient has not been appropriately prepared for
sample collection. ‘No sample is better than a bad sample’ should
always be the leading principle.

5. Laboratory professionals are responsible for disseminating informa-
tion about fasting requirements to patients as well as to clinicians
and general practitioners who are the preferred source of informa-
tion for patients.

Simundic AM, Cornes M, Grankvist K, Lippi G, Nybo M. Standardization of collection requirements for fasting samples: For the
lorking Group on Preanalytical Phase (WG-PA) of the European Federation of Clinical Chemistry and Laboratory Medicine (EFLM).
Clin Chim Acta 2013; Epub ahead of print

Clinica Chimica Acta 432 (2014) 33-37

Contents lists available at ScienceDirect
Clinica Chimica Acta

journal homepage: www.elsevier.com/locate/clinchim

Standardization of collection requirements for fasting samples @C”““”“
For the Working Group on Preanalytical Phase (WG-PA) of the
European Federation of Clinical Chemistry and Laboratory Medicine (EFLM)

AM. Simundic ***, M. Cornes "<, K. Grankvist ®, G. Lippi ¢, M. Nybo >

* University Hospital Center Sestre Milosrdnice”, Universit of Chemistry, Zagreb, Croatia

Y The Working Group on daemammﬁm(wrrm)mWFwmedmofﬂwammmmleMmm(mm
© The Royal Wolverhampton, Hospitals NHS Trust, New Cross Hospital, Wolverhampton, UK
“Demﬂma{MMBbm'ﬂm(ﬁml(hm,mnmmdmﬁmmSwrdm

€ ry of Clinical Chemnistry and y ic Hospital of Parma, Italy

' Department of Ctinical Bi istry and gy, Odense University Hospital, Odense, Denmark

ARTICLE INFO ABSTRACT

Nﬁﬂ_! history: Standardized protocols for patient preparation for laboratory testing are currently lacking. Moreover, a great
Received 27 june 2013 heterogeneity exists in the definitions of “fasting” currently being used among healthcare workers and in the

Received in revised form 17 October 2013
Accepted 8 November 2013
Available online 20 November 2013

literature. Marked metabolic and hormonal changes occur after food ingestion, mainly due to the absorption of
fluids, lipids, proteins, carbohydrates and other food constituents. This postprandial response varies markedly
in response to numerous factors, such as eating behavior, food composition, fasting duration, time of the day,
chronic and acute smoking, coffee and alcohol consumption. It is therefore crucial to minimize the total variability

:f.ming ’ by controlling as many of these modifying factors as possible. Control of the abovementioned effects on postpran-
Guidelines dial response can only be achieved by standardizing the way patients are prepared for laboratory testing, i.e. by
Quality improvement defining the fasting duration, as well as what is and what is not allowed (e.g., coffee, tea, smoking, water) during
the period of fasting prior to sample collection. The aim of this article is to describe the range of effects of different
approaches to fasting on laboratory tests, and to provide a fr rk for the har ization of definitions for

fasting requirements for laboratory tests,
© 2013 Elsevier B.V. All rights reserved.



ACLIK KONUSUNDA STANDARDIZASYON

* Tim Laboratuvar testleri icin numune tercihan sabah 7-9 arasinda
alinmalidir.

* Mevcut rehberlerde hasta hazirligi tam tarif edilecek sekilde revizyon
yaptimahdir.

* Aclik 12 saatte sonlanmalidir. Sivi kullanimina izin verilmelidir.Kan
alimindan 24 saat dncesinde alkol alimindan kacinilmalidir.

* Kan alimi yapilacak sabah sigaradan kacinilmali ve kafein iceren
icecekler (cay,kahve gibi)alinmamalidir.

* Bu kurallar diinya genelinde standardize edilmelidir.(IFCC,EFLM ve
diger araciligi ile)



KAN ALMA TUP KAPAK RENKLERININ STANDARDIZASYONU ICIN
HARMONIZASYON

Amac:

Uluslararasi kabul edilebilir renk
kodlar1 standardi gelistirmek

EFLM WG-PRE ve WG-H sorumluluk
almaya ve diyalog olusturmaya aday

Diyaloga tiim iiriin saglayicilar davet
edildi.
Ureticiler iizerinde anlasilmis renk

kod standardina uymalidir.

Standart belirleyici kurumlar (ISO
CLSI) mevcut onerilere yeni bir renk
kodlama standardi ilave etmelidir.

Opinion paper

Ana-Mariia Simundic*, Michael IP, Cornes, Kjell Grankvist, Giuseppe Lippi, Mads Nybo,
Ferruccio Ceriotti, Elvar Theodorsson and IMauro Panteghini on behallf of the European
Federation for Clinical Chemistry and Laboratory Medicine (EFLIM)

Colour coding for blood collection tube closures -

a call for harmonisation

DA 155 fcedmn 2034 0927
[Recetived for publicatinn Sepbember 19, 2014

Abgtract: At least ane in 10 patients expetience adverse
eveniz while receiving hospital care. Nemy of fhe emors
ame seluted 1o laboratory disgnostics. Efforis 1o feduce
Iahoratory efmoms Gver Tecent decades have prm@TLY
forused on The measurement process wiile pre- and post-
amalytical emots including wors in empling, TepoTing

*Uomresponding author: AnaMaria Simundie; University
Departmentof Chenisinyg, Sestres Milosrdntes University Hospital,
Vitiogradsla 29, Zagheh, 10000, Croutia, Phone: 4385 13768280,
Fam: 4385 1 3768280, E-ail: wn sTmindic@gmail.eomm

and decision:making have received much less attention.
Proper sampling anil additives to the samples are essen-
fiial. Tuibes antl additives are identified not only in writing
i the ftubes but also by tthe colour of the tube closures.
Unfortunately these colours have not been standardised,
minming the 7igk of evror when tibes from one manufac-
Tirerace replaced by the tubes fom another mwmufaciurer
fihat use different colour coding. EFLM therefore siip-
potis fiie worldwide harmonisation of the colour coding
for blead collection tube dosures and labels in order ©
weduce the tizk of jre-analytical errors and improve the
patient safety

Keywords: blood specimen collection: hammonizatlions:
quiality of heallth care; standards; venipunciure.




Preanalitik kalite gelistirlimesi;CLSI H3A6 (yeni adi GP41-A6) ile kan
alimi proseddrlerinin uyumu icin gozlemsel bir calisma(2.ANKET)

2nd EFLM-BD

European Conference on Preanalytical Phase

Preanalytical quality improvement - in quality we trust

Zog83

March 09-02

Compliance of blood sampling procedures with the CLSI H3-A6
guidelines: An observational study by the European
Federation of Clinical Chemistry and Laboratory Medicine
(EFLM) working group for the preanalytical phase (WG-PRE)
Simundic AM, Church S, Cornes MP, Grankvist K, Lippi G, Nybo
M, Nikolac N, van Dongen-Lases E, Eker P, Kovalevskaya S,
Kristensen GBB, Sprongl L, Sumarac Z.



IKINCI ANKET CALISMASI

Bu ¢calismadan ¢ikan sonuglar:

Uyum duizeyleri cok diustktar.

Bazi kritik flebotomi basamaklarina uyulmamaktadir. Our 2nd project — observational study

e Guvenlik konusu ,yﬁ‘/w? ;g;ssstuﬁn);:;zszg?:mmed during June
e Ha staya Zarar f:j /#A %{R/ ; Eug;a.u ntries have participated in this
/{,'j(/ p 2 1. Croatia,
&%

e Numune kalitesi Czech Republic,

Denmark,
Italy,
Tum flebotomi alanlari gelistirilme ihtiyacindadir. - | 4

Kazakhstan,

Netherlands,

Norway,

Russia,

. Serbia,

10. Sweden,

11. Turkey,

12.UK N=336

Numune ve hasta ID prosediru : en kritik nokta

CoONDO AN

CLSI H3-A6 revizyona gerek duymaktadir.

The median number of audits per

. . Dy 3 o t 33 (18 — 36).

e Her basmak esit derecede 6nemli degil 7 pE sk
.. e compliance with CLSI H3-A6 standard was assessed through

e Bazi basamaklar kanita dayali degil. witness audits (3 phlebotomies per each phlebotomist)

Simundic AM, et al. Level of phlebotomists compliance with CLSI H3-A6 guidelines — observational EFLM WG-PRE studly.
Manuscript under preparation.



HASTA KIMLIKLENDIRME VE TUP EUTiKETLEI\/IE ICIN
HARMONIZASYON CAGRISI

With this Position paper, the EFLM WG-PRE wishes to express
continuing support to the worldwide harmonisation of
phlebotomy practices. This document addresses two of the
most critical steps in phlebotomy that need immediate
attention: tube labelling and patient identification. We believe
that harmonisation of these important steps could effectively
decrease the potential risk of preanalytical errors and improve
patient safety.

Onemli basamaklarin harmonizasyonu preanalitik
hatalarin potansiyel riskini diisiirecektir ve hasta
guvenligini arttiracaktir.

DE GRUYTER

Clin Chem Lab Med 2016; aop

EFLM Position Paper

Edmée C. van Dongen-Lases, Michael P. Cornes, Kjell Grankvist, Mercedes Ibarz,
Gunn B.B. Kristensen, Giuseppe Lippi, Mads Nybo and Ana-Maria Simundic*, on behalf
of the Working Group for Preanalytical Phase (WG-PRE), European Federation of Clinical

Chemistry and Laboratory Medicine (EFLM)

Patient identification and tube labelling — a call

for harmonisation

DOI 10.1515/cclm-2015-1089
Received November 7, 2015; accepted November 13, 2015

Abstract: Venous blood sampling (phlebotomy) is the most
common invasive procedure performed in patient care.
Guidelines on the correct practice of phlebotomy are avail-
able, including the H3-A6 guideline issued by the Clini-
cal Laboratory Standards Institute (CLSI). As the quality
of practices and procedures related to venous blood sam-
ple collection in European countries was unknown, the
European Federation of Clinical Chemistry and Labora-
tory Medicine (EFLM) Working Group for the Preanalytical
Phase conducted an observational study in 12 European
countries. The study demonstrated that the level of com-
Dliance of phlebotomy procedures with the CLSI H3-Aé
guideline was unacceptably low, and that patient identi-
fication and tube labelling are amongst the most critical
=k  of i i T
The process of patient identification and tube labelling is
an essential safety barrier to prevent patient identity mix-
up. Therefore, the EFLM Working Group aims to encourage

and support worldwide harmonisation of patient identi-
fication and tube labelling procedures in order to reduce
the risk of preanalytical errors and improve patient safety.
With this Position paper we wish to raise awareness and
provide recommendations for proper patient and sample
identification procedures.

Keywords: harmonisation; patient identification; patient
safety; phlebotomy; preanalytical phase; tube labelling.

Background and aims

Venous blood sampling (also known as “phlebotomy™)
is the most common invasive procedure carried out in
healthcare. It involves several distinct processes, all of
which are vulnerable to errors [1, 2] potentially putting
the patient safety at risk. Guidelines on the correct prac-
tice of phlebotomy are available, including the H3-Aé
guideline issued by the Clinical Laboratory Standards



KLINIK LABORATUVARLARDA KAN ALMA TUPLERININ LOKAL

DE GRUYTER

VALIDASYONU

Clin Chem Lab Med 2016; aop

EFLM Opinion Paper

Giuseppe Lippi, Michael P. Cornes, Kjell Grankvist, Mads Nybo and Ana-Maria Simundic*,
on behalf of the Working Group for Preanalytical Phase (WG-PRE), European Federation of
Clinical Chemistry and Laboratory Medicine (EFLM)

EFLM WG-Preanalytical phase opinion paper:
local validation of blood collection tubes in

clinical laboratories

DOI 10.1515/cclm-2015-1274
Accepted for publication January 2, 2016

Abstract: The selection or procurement of blood collection
devices in healthcare facilities is often an underestimated
issue. This is probably due to different factors including
the lack of knowledge of policymakers, hospital admin-
istrators and even laboratory managers about the impor-
tance of preanalytical quality and phlebotomy process, as
well as to the absence of reliable guidelines or recommen-
dations on how to precisely assess the quality of blood
collection devices around the globe. With the awareness
that a gap remains between manufacturers’ and local vali-
dation of blood collection devices, the Working Group for
Preanalytical Phase (WG-PRE) of the European Federation
of Clinical Chemistry and Laboratory Medicine (EFLM)

has drafted a consensus document aimed to provide a set
of essential requisites, technical criteria (e.g. presence of
physical defects, malfunctioning, safety problems) and
clinical issues for supporting laboratory professionals in
organization blood collection tubes tenders and validat-
ing new devices before local routine implementation. The
laboratory professionals should also make sure that the
tenders accurately and strictly define the responsibili-
ties for validation experiments and the potential conse-
quences in the case the validation outcome shows that
tubes due not fulfill the expectations.

Keywords: blood collection; blood tubes; errors; preana-
lytical variability; venipuncture.

Introduction

Bir konsensus dokiimani niteligindedir.

Kan alma tlp ihalelerinde lab
profesyonellerine destek saglamak amaclidir.

Kan alma tlplerinin rutin implemantasyonu
oncesi validasyonunu kolaylastirmak amaciyla
bir set hazirligi amaclanmistir.

CLSI GP34-A uygulanmak noktasinda zorlayici
ve karisik.



PREANALITIK FAZIN STANDARDIZSYONU VE HARMONIZASYONU

The Association for Ec‘)"’l'llve'Aulhnr(i) 2016
@ Clinical Blochg:,r?lstry & Reprints and permissions:
: : & Laboratory M i b Permissions.nav
Preanalytlcal quahty ’m rovement ke BcllcrScu?uace.(:i':(:zsbr?:. B:':fr:rect‘srr z:u:;z::nm‘“n'm”“
3" EFLM-BD In pursuit of harmony OSAGE

European Conference on Preanalytical Phase | ' gda The role of European Federation of Clinical

Chemistry and Laboratory Medicine Working Group
113012550 Short reports from EFLM National Societies for Preanalytical Phase in standardization and
harmonization of the preanalytical phase in Europe

1. Austria and Germany - Janne Cadamuro

2 Croatia o taNIKolEG Michael P Cornes', Stephen Church?, Edmée van Dongen-Lasess, Kjell Grankvist?,

3. Czech Republic - Martina Bunesova Joao T Guimaries®, Mercedes Ibarz®, Svetlana Kovalevskaya’, Gunn BB Kristensen®,
Giuseppe Lippi’, Mads Nybo'®, Ludek Sprongl'', Zorica Sumarac'?,

4. France - Michel Vaubourdolle Ana-Maria Simundic'?, on behalf of the Working Group for Preanalytical Phase

5. Italy — Gabriel Lima Oliveira (WG-PRE) and European Federation of Clinical Chemistry and La.boratory Medicine
(EFLM)

6. Lithuania - Dalius Vitkus

7. Macedonia - Sonja Kuzmanovska

8. Nordic countries - Mads Nybo Abstract
Patient safety is a leading challenge in healthcare and from the laboratory perspective it is now well established that

9. Poland - Bogdan Solnica preanalytical errors are the major contributor to the overall rate of diagnostic and therapeutic errors. To address this, the
European Federation of Clinical Chemistry and Laboratory Medicine Working Group for Preanalytical Phase (EFLM WG-

10. Russia — Svjetlana Kovalevskaya PRE) was established to lead in standardization and harmonization of preanalytical policies and practices at a European

level. One of the key activities of the WG-PRE is the organization of the biennial EFLM-BD conference on the preanalytical
phase to provide a forum for National Societies (NS) to discuss their issues. Since 2012, a year after the first Preanalytical
phase conference, there has been a rapid growth in the number of NS with a working group engaged in preanalytical phase
activities and there are now at least 19 countries that have one. As a result of discussions with NS at the third conference

11. Spain - Nuria Barba

12. Serbia — Bojana Lugic

13. The Netherlands - Edmee van Dongen Lases held in March 20! 5 five key art-?as were id.entiﬁed as requiring harmonisation. These ?vere test olrdering. sample‘ transport
and storage, patient preparation, sampling procedures and management of unsuitable specimens. The article below
summarises the work that has and will be done in these areas. The goal of this initiative is to ensure the EFLM WG-
PRE produces work that meets the needs of the European laboratory medicine community. Progress made in the
15. UK - Barbara de la Salle identified areas will be updated at the next preanalytical phase conference and show that we have produced guidance

that has enhanced standardisation in the preanalytical phase and improved patient safety throughout Europe.
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Avoiding Titanic Errors About the author

Ana-Maria Simundié

The preanalytical phase is subject to more error than any other part of the testing cycle -
what can we do to improve it?

By Ana-Maria Simundié

» Analytical Errors Ana-Maria is President of the Croatian
Society of Medical Biochemistry and
Laboratory Medicine, and serves as EFLM
Executive Board Secretary and Chair of their
working group for Preanalytical Phase (WG-
PA). She is currently serving as Head of the
Clinical unit for Medical Biochemistry and
Analytical Toxicology at Sestre milosrdnice
Postanalytical Errors University Hospital center. She is an
assessor for ISO 15189 Accreditation and
Conformity Assessment. Since 2011, she has
served as the Executive Board Secretary of

Preanalytical Errors the EFLM.

Ana-Maria has published several book

chapters and over 80 publications, and has
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Members' Musings

The views of the members of the EFLM Working Group for Preanalytical Phase
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Pinar Eker
Pinar Eker (PE) is a biochemistry and clinical chemistry
specialist at Umraniye Research ar Training Hospital,
Istanbul, Turkey.
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Kjell Grankvist

Kjell Grankvist (KG] is a professor and senior consultant of the
of Medical Bi Clinical Chemistry, Umed

University, Sweden.

Mercé Ibarz (M) is head of the Clinical Biochemistry Unit and
the laboratory quality assurance manager at the University
Hospital Amau de Vilanova, ICS Leida, Spain.

Gunn Berit Berge Kristensen
Gunn Berit Berge Kristensen (GBBK] is head of the Norwegian
‘ EQA organization for medical laboratories in Norway.
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Edmeée van Dongen-Lases

Edmée van Dongen-Lases (EvDL) is a clinical chemist and staff
member at the Department of Clinical Chemistry of the
Academic Medical Center in Amsterdam, The Netherlands.

Giuseppe Lippi

Giuseppe Lippi [GL) is director of the clinical chemistry and
haematology laboratory of the University Hospital of Parma,
Ttaly.



‘The PATHOLOGIST" questions

* Why is the preanalytical phase the biggest source of lab errors?

* What are common mistakes laboratories make in protocol design that
may lead to an increased likelihood of preanalytical error?

* What are common sources of preanalytical error relating to
laboratory setup, equipment setup or use?

* From your own experience, what are the most common sources of
preanalytical error?

* What are the easiest preanalytical phase errors to avoid and how?

* What is your top piece of advice for laboratories looking to reduce
preanalytical phase error?
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KANITA DAYALI REHBER CALISMALARI
KAPSAMINDA:

* Tuplerin Uretici onerileri dogrultusunda alt st edilmelerinin ne kadar
zaman aldigi ve bu islem pratik uygulamada hangi noktada

yapilabiliyor? (igne damarda iken ya da alim tamamlandiktan sonra
mi)

* Islem bitiminde venoz giris deligine flaster yapistiriimasi icin hasta ne
kadar bekletilebiliyor? Hastayi gercekten islem sonrasi ne kadar
izleyebiliyoruz? Kanama kontroli yapilabiliyor mu?

* 28 MAYIS 2016 BELGRAD EFLM PRE- WG TOPLANTI



CALISMALAR DEVAM EDIYOR...

EFLM WG-Preanalytical Phase, Zagreb 10 May, 2014
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Why is the preanalytical phase the biggest
source of lab errors?

Giuseppe Lippi: There are several reasons, including the fact that: (a) it's often overlooked as a
cause of errors (all lab errors are still too often associated with analytical errors); (b) it’s poorly
standardized (too many national and international guidelines exist about best practice in this
phase); (c) there is poor training of doctors and nurses on how to collect a quality specimen; (d) no

internal or external quality control systems have been established so far.
Edmée van Dongen-Lases: It relies on humans, and therefore it's prone to human error.

Kjell Grankvist: Most laboratories still focus solely on analytical quality. Laboratories need to
take more responsibility to try to minimize errors regardless of which phase of the total testing

process they occur.

Michael Cornes: There are multiple reasons: i) it's often outside the direct control of the
laboratory; ii) it's poorly standardized both nationally and internationally and guidelines are often
inadequately followed; iii) there is a lack of understanding of the consequences of errors as there is
a disconnect between where the error occurs and where its impact is seen; iv) staff are under a lot
of pressure because of decreasing staff numbers, decreasing funding and increasing workload,
which leads to increasing human errors; v) there is insufficient funding for technological solutions
leaving healthcare years behind other industries (i.e. private sector). The technology is there but

we are unable to use it.

Stenhen Church: T asree. the source of these errars are aften outside of the direct contral of
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leaving healthcare years behind other industries (i.e. private sector). The technology is there but

we are unable to use it.

Stephen Church: I agree, the source of these errors are often outside of the direct control of
laboratories, and the staff who collect samples are not aware of the impact that, what seem small
errors in their practices, have on sample quality and identification and therefore a lab’s ability to
provide accurate results. I call it the domino effect: if something goes wrong at the beginning, the
further the erroneous sample advances through the analytical process, the greater the impact on

laboratory efficiency, laboratory cost and ultimately patient care.

Pinar Eker: Preanalytical actions are outside the walls of the lab; it is always easier to manage
what we can see. For many years, laboratory professionals have been too busy in their labs dealing
with analytical procedures - we liked playing with numbers, which is always easier than managing
people. The preanalytical phase is the part of our work that is mainly governed by “human
factors”; as long as the challenge of managing “human factors” exists, so too will our preanalytical
challenges. Besides, clinicians generally do not know much about the preanalytical phase and the
impact it has on the total test process. They think the analytical phase is the most error prone
stage, and this is a really big issue. All health professionals must know more about what the
preanalytical risks are and their effects on test results. We must change the way of thinking; this
phase is not only the responsibility of lab professional and this means we will need much more

training. Patients also need to be trained.

What are common mistakes laboratories
make in protocol design that may lead to an
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What are common mistakes laboratories
make in protocol design that may lead to an
increased likelihood of preanalytical error?

Gunn Berit Berge Kristensen: Guidelines and protocols are often too comprehensive and too
long. They should focus on important issues and be as short as possible. They stand a better chance

of being used if they are simple, logical and perceived as useful.

Ludék Sprongl: Intelligible and clear instructions often don’t exist for those who prepare the
patient for phlebotomy, and this causes problems. Common errors are also made in the
transportation of phlebotomy samples, so it's important that labs are made aware of the optimum

time and transport conditions.

PE: As laboratorians we must be trained in processes before we design our protocols. I believe we
need some basic social sciences training, like management skills. Protocols must be prepared by a
team that has specialists from different disciplines Making protocols is not enough. We have some
protocols for every phase in our quality management systems, but we must follow the indicators

and analyze the results and replan according to the outcomes of this process.

What are common sources of preanalytical
error relating to laboratory setup, equipment




