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Prescribe regimens for the good of my patients according to
my ability and my judgment and never do harm to anyone.”
Hippocratic Oath, 4 th Century B.C

Primum non nocere ( [irstdo not harm’)

Greek physician treating a patient,
ca. 480-470 BC (Louvre Museum, Paris, France)




Institute of Medicine

Kohn LT, Corrigan JM, Donaldson MS
National Academy Press, Washington, DC,
2000

. 44 00098 000 godisnje smrtnih
m'um “ ‘uum‘nN ' ishoda usled medicinskih gresaka
koje su mogle biti prevenirane.

“Err is human, but errors can be prevented and safety is a critical
first step in improving the quality of care.“
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70%-80% svih medicinskih dijagnoza
postavlja se na osnovu laboratorijskih rezultata

Maurice OKane. The reporting, classification and grading of quality failure in
the medical laboratory. Clinica Chimica Acta 404 (2009) 28-31.
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A Review of Medical Errors in Laboratory

Diagnostics and Where We Are Today

Julie A. Hammaerling, MSH, MS, MLS(ASCP)O™
(Diwtsture uf Health Sctences, Flovids Guilf Cuast Untwersity, Fore Myers, FI)
DO A0 D00AMUEEFSWLEN b ALY

Giuseppe Lippi**, Giuseppe Banfi, Stephen Church*, Michael Cornes®, Gabriella De Carli,
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Mads Nybo*, Stuart Smellie, Martina Zaninotto and Ana-Maria Simundic® on behalf of the
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Preanalytical quality improvement. In pursuit

of harmony, on behalf of European Federation for
Clinical Chemistry and Laboratory Medicine (EFLM)
Working group for Preanalytical Phase (WG-PRE)

Clin Chem Lab Med 2015; 53(3): 357—370
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George Lundberg (JAMA 1981:245:1762-1763)
The brain-to-brain turnaround time loop

Layla McCay, Claire Lemer, Albert W. Wu. Laboratory safety
and the WHO World Alliance for Patient Safety. Clinic Chimica
Acta 404; (2009) 6-11.
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= 1 To promote the importance of the of the preanalytical
phase of laboratory medicine.

1 To design questionnaires and conduct surveys to assess
the current practices related to some pre-analytical variables.

[ To define the best practices and provide recommendations
for some critical activities in the preanalytical phase.

 Organize symposia, workshops, webinars or training
courses on preanalytical phase issues.
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"

i"EFcc-BD . &

Committees Venue

European Conference on Preanalytical Phase April 01-02

Programme

Paci

Registration Abstracts Presentations

2"EFCC-BD

INFORMATION COMMITTEES VENUE

PROGRAMME

Preanalytical quality improvement
dream to reality

from

EuropeanC onferenceOnPreanalgticalPhase

REGISTRATION

ABSTRACT PAST CONFERENCE

COMMITTEES VENUE INFO PROGRAMME

f i

reanalytical qua improvement - ‘ 1.
3rd EFLM-BD ’ Ayt qn {)éﬁu; of nafmofwy Mar}s_ 20"21
European Conference on Preanalytical Phase @ g

Por%‘l

¢

REGISTRATION ABSTRACT PAST CONFERENCE CONTACT

www.preanalytical-phase.org




"
EFLM WG-PRE
| projekat

DE GRUYTER DOI 10.1515/ccim-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)




= April-Avgust 2012

= 28/39 (72%) zemalja Clanica
EFLM ucestvovalo

= Upinik-20 pitanja

Cilj?2| e

v Kako se uzorkovanje krvi sprovodi u zemljama EFLM?
v Ko obavlja uzorkovanje krvi ?
v Nivo obrazovanja i edukacije osoba koje uzorkuju krv?

v Da li postoje nacionalne smernice za uzorkovanje krvi i kakva
je njihova uskladenost?




|
Does your country have National
guidelines for routine phlebotomy?

® Yes

= No

e 7/28 zemalja (25%) ima
nacionalne smernice:

Irska, UK, Spanija, Slovenija,
Svedska, Italija i Hrvatska
o 249% koristi CLSI H3-A6

e 759% vrlo zainteresovano za
EFLM smernice

Review

Croatian Soclety of Medical Blochemistry and Laboratory MedIcine: national
recommendations for venous blood sampling
Nom Nikalac*V7 Vesnz Supek-Smaldiid Ana-Martz Smndic’, ivans (elast?

'Cmattan Sockty of Modicat Bochemistry and Laboratory Madiane, Committos o the Scintiic Frofessiona: Devalopment, Working
Gaoop for Pre-analytics, Zagrab, Coata

A ¥ Dopa ofCn ¥ Mechcal School University Howpetal Sestye Milostdnice, Zagreb, Cmata

"Chinical Institute of Labomtory Diagnostics, Rjeka Cinkcal Hospial Geator, Rieka, Croatts
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Hrvatsko drustvo za medicinsku biokemiju
i laboratorijsku medicinu: Nacionalne
preporuke za uzorkovanje venske krvi

Nora Nikolac, Vesna Supak Smoléic,
Ana-Maria Simundi¢, Ivana Celap

Zagreb, ozujak 2014.
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DE GRUYTER D0110.1515/ccim-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)

* Veliki stepen heterogenosti

« Veliki broj zemalja nema
nacionalne smernice

« Uzorkovanje krvi obavlja
medicinski i nemedicinski kadar

Conclusions and recommendations

Based on the results of this survey we conclude the fol-
lowing: 1) There is a need to assess the quality of current
practices, compliance to the CLSI H3-A6 guidelines and to
identify some most critical steps which occur during phle-
botomy, in different healthcare settings, across Europe;
2) Existing CLSI H3-A6 phlebotomy guidelines should be
adapted and used locally in all European countries which
do not have their own guidelines; 3) Nanonal EFLM socie-
ties need to be engaged in basic training program develop-
ment and continuous education of healthcare phlebotomy
staff (implementing the certification of competence).

 Razliciti nivo obrazovanja, obuke
* Nedovoljno edukacije

« Potreba za standardizacijom i harmonizacijom
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DE GRUYTER Clin Chem Lab Med 2014; aop

Ana-Maria Simundic*, Stephen Church, Michael P. Cornes, Kjell Grankvist, Giuseppe Lippi,
Mads Nybo, Nora Nikolac, Edmee van Dongen-Lases, Pinar Eker, Svjetlana Kovalevskaya,
Gunn B.B. Kristensen, Ludek Sprongl and Zorica Sumarac

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)

Ciljevi

= [spitivanje nivoa uskladenosti procedura uzorkovanja krvi sa CLSI H3-A6
= [Identifikacija najkriti¢nijih postupaka koji zahtevaju hitnu izmenu i unapredenje




» Jun 2013-Mart 2014
» 12 zemalja
» 3 flebotomicara-
3 uzorkovanja Krvi
(N=336)

Out; n=156;
47%

Admin; n=12; DR; n=9; 3%

Lab; n=108;
32%

Nurse; n=168;

50%
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Figure 4 Summary of results.

Non-compliance

Frequencies for all 29 questions observed during each phlebotomy.




Question 1

Did the collector assemble all necessary supplies prior to collection? Yes |}( |No | Yes |)( |No | Yes |X |No |
Question 2

Does the collector have an identified request form? Yes [X INo | Yes [X INo | Yes |X INo |
Question 3

Did the collector check the expiry dates of devices in use? Yes | INo [X Yes | INo [X Yes | INo [X
Question 4

Did the collector identify the patient according to CLSI or local guidelines Yes |)( |No | Yes |){ |No | Yes |){ |No |
Question 5

Did the collector appropriately sanitize hands? Yes | INo [X Yes | INo [X Yes | INo [X
Question 6

Has the collector verified that the patient is properly prepared for phlebotomy? |Yes | INo [X Yes | INo [X Yes | INo [X
Question 7

Was the chair used for venipunture specific to the task? Yes |)( |No| N/A | Yes |){ |No| N/A | Yes |){ |No| N/A |
Question 8

If lying. did the collector ensure the arm was appropriately positioned? Yes | INo | Yes | INo | Yes | INo |
Question 9

Did the collector place the tournigquet 4 finger widths (10cm) above the

venipuncture site? Yes [X No Yes |X No Yes |X No
Question 10

Did the collector select a suitable venipuncture site according to standard pract|Yes [X INo | Yes [X INo | Yes |X INo |
Question 11

Did the collector put on a new, fresh clean pair of gloves? Yes | |No |){ Yes | |No |){ Yes | |No |)(
Question 12

Did the collector clean the venipuncture site? Yes [X INo | Yes [X INo | Yes |X INo |
Question 13

Did the collector leave the venipuncture site to dry (30secs)? Yes [X INo | Yes [X INo | Yes |X INo |
Question 14

Did the collector leave the venipuncture site untouched post cleaning? Yes | |No |){ Yes | |No |){ Yes |){ |No |
Question 15

Did the collector ensure a fist was released when blood flow commenced? Yes | INo [X Yes [X [No | Yes |X INo |
Question 16

Did the collector release the tourniquet when blood flow commenced? Yes |X INo | Yes [X [No | Yes |X INo |
Question 17

Was the collector using a closed system for venipuncture? Yes |X INo | Yes [X INo | Yes |X INo |
Question 18

Did the collector follow the correct order of draw according to the guidelines? |Yes [X INo | Yes [X [No | Yes |X INo |
Question 19

Were any of the sample tubes clearly under or over filled? Yes | |No |)( Yes | |No |)( Yes | |No |){
Question 20

Were all sample tubes immediately and appropriately mixed according to

manufacturers specifications? Yes X No Yes |X No Yes |X No

Qua=tion 21




Table 4 Risk occurrence chart forvarious phlebotomy steps.

Occurrence Severity of harm
probability

None Limited Moderate Severe Life
threatening

S1 S2 S3 S4 S5
Frequent
06
Probable Q7,Q11,
05 Q2
Occasional Q5,Q13, Q6, Q14, Q15,
04 Q28, Q29 Q16, Q19,
Q20, Q23
Remote Q12 Q2
03
Improbable Q2
02
Rare

01

Q3: Did the collector check
the expiry dates of devices in
use’?

Procedure identifikacije
| obelezavanja!!

Q25: When were the sample
tubes labeled?

Q26: Were the tubes labeled
in the presence of the
patient?

Q4: Did the collector identify
the patient according to CLSI
or local guidelines
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Zakljucci:

* Nivo uskladenosti procedure uzorkovanja venske

krvi sa CLSI H3-A6 u 12 zemalja EFLM je veoma
nizak.

* Postupci koj1 zahtevaju hitno unapredenje su:
1dentifikacija pacijenata 1 obeleZzavanje uzoraka
(tube labelling) tokom procedure uzorkovanja krvi.

= Neophodna revizija CLSI H3-A6
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The role of EFLM in standardization and
harmonization of the preanalytical phase
In Europe
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Cornes M, Simundic AM et al. The role of EFLM in standardization and harmonization
of the preanalytical phase in Europe. Manuscript under preparation.
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+ Osvrt na sve dosadasnje aktivnosti kao i viziju i misiju

EFLM WG-PRE u standardizaciji 1 harmonizaciji
preanalitiCkih postupaka i regulative.

!

Uloga nacionalnih drustava:

Formiranje radnih grupa za pre-analitiku
Promocija i podizanje svesti o znacaju pre-analitike
Edukacija, organizacija skupova, webinara
Aktivnost na standardizaciji na nacionalnom nivou

Izr merni icain nosenie reculati
Saradnja sa EFLM/EFLM WG-PRE i1 drugim ND

O O O O O O




"
Izlaganje predstavnika EFLM Nacionalnih drustava (22) o aktivnostima
na polju preanalitike, kroz sledec¢a postavljena pitanja:

Da li postoje radne grupe/komiteti za preanalitiku?

Da li su izradili I objavili smernice iz oblasti preanalitike?

Da li su organizovali edukativne skupove posvecene preanalitici?

Da li su sprovodili 1 objavili rezultate upitnika iz oblasti preanalitike?
Da li postoji EQAP u oblasti preanalitike?

Da li smatraju da je harmonizacija u oblasti preanalitike neophodna i

moguca na nacionalnom nivou?

7. Da li smatraju da je harmonizacija u oblasti preanalitike neophodna i
moguca na internacionalnom nivou?

8. Da li smatraju da je njihovo nacionalno drustvo spremno da radi sa EFLM

na harmonizaciji pre-analiticke faze i pomogne u izradi

medunarodnih smernica 1 preporuka kao 1 njthovoj implementaciji

na nacionalnom nivou?

o bk owE




1995
1999
2005
2012
2013
2014

Postojanje radnih grupa za preanalitiku
u zemljama Evrope.
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M Surveys?
m Guidelines in progress or planned?

m How many guidelines?
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Broj smernica I upitnika objavljenih od strane
EFLM Nacionalnih drustava: 22 upitnika;
19 izradenih smernica, 22 u planu; 8 EQAS
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Budu¢i projekti
EFLM WG-PRE u
oblasti pre-analitiCke faze
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1. Izbor testova

The three rules of laboratory test utilization:

1. “If you ask a stupid question, you get a stupid answer”
2. “Laboratory testing is for sick people”

3. “Too many good tests are the same as one bad test”

Common Sense Pathology

A

Lose @RCPA - DBGtor

Inappropriate test
Unnecessary test
Appropriate test

Review

The laboratory test utilization management toolbox|

oty 3and

Biochemia Medica 2014;24(2):223-34

Nepotrebni laboratorijski testovi:

4,5%-95% - van Walraven C, JAMA, 1998.
23-67% - Lippi G, Semin Thromb Hemost 2014.




A.A. Fryer and W. S. A. Smellie
Managing demand for laboratory tests: a laboratory toolkit.
J. Clin. Pathol. 2013 66.:62-72

ETable 41

Cin Cham Lab Mud 2012.20175:%245-2252 § 2012 by Waker do Groyter « Barfin + Bcaton. D0 1205'S/odm-2011-081

Test Ordering Guidelines Established for the SICU at MGH

Opinion Paper

Reflective testing: adding value to laboratory testing

Chimical Chamistry /| roraron Masanmner

Utilization Management in a Large Urban Academic

Medical Center

A 10-Year Experience

Ji Yeem Kim, MD, MPH, Waltey H. Duk, MD, Anand S. Dighe, MD, PhD,

and Kent B. Lewandrowski, MDD

every 72 h.

TTable 30

A Framework for Approaching Utilization Management Problems

Low-Volume Testing

High-Volume Testing

Overutilization

Underutilization

Examples

Focused physician education and/or establishing group
practice standards (in conjunction with leadership
of the specialty group)

Physician profiling, with utilization profiling

Addition of a gatekeeper (require approval before test
can be obtained)

Test interpretation services, with recommendation of
additional tests, if necessary

Electronic mail sent to select clinicians about free-text
orders; interpretation services for hypercoagulation
testing

Change to CPOE screenls) design, redesign paper
requisition forms, eliminate standing orders

Banning tests

Limit ordering privileges to specialists

Find cheaper alternatives, and promote

Reflex testing using laboratory information system

Use of disease- or syndrome-specific templates

Remove lactate dehydrogenase, uric acid from requisition/
CPOE screen; ban 5-h oral glucose tolerance test;
use templates for cardiac markers; reflex testing for
evaluation of prolonged partial thromboplastin time

CPOE. computerized provider order entry.

A physician order is required for all laboratory tests. An RN is
accountable for all tests sent.

Retroactive physician orders are acceptable dunng acute clinical
events. An RN should discuss with the physician and obtain
order before the shift is over.

Routine AM laboratory tests are defined as CBC, Na, K, Cl,
bicarbonate, BUN, creatinine, glucose, magnesium, and
phosphorus. Duplicate laboratory tests are not acceptable.
Additional routine AM laboratory tests include TPN laboratory
tests as ordered on the TPN template and blood bank samples

Routine AM laboratory tests and patient-specific laboratory tests
are ordered on SICU rounds and sent on the night shift if possible.
Postrepletion electrolyte laboratory tests can be sent as needed
and are ordered on the POE laboratory screen or using the SICU
electrolyte template.
Arterial blood gases are not routine and require a physician order.
PT, PTT, and troponin-T are not routine admission laboratory tests.
Admission laboratory tests are generally not STAT and may be
done at any appropriate time within the first hour of admission.
MGH guidelines for diagnosing acute myocardial infarction
Time 0: Troponin-T, CPK, CK-MB

T

fom) urea nitrogen; CK-MB. creatine kinase MB

[, creatine kinase; K. potassium; MGH, Massachusetts
| sodium; POE, provider order entry; PT, prothrombin
jstin ime; RN, rezistered nurse; SICU, surgical

| parenteral nutnition.
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odabir testova
 Obrazovanje kadrova

O Revizija dokumenata

(klinicki vodici, reflex testovi, odredivanje
Intervala za ponavljanje testova)

O Redizajniranje uputa
(izbacivanje zastarelih testova, pravljenje
panela, klinicki algoritmi, cene testova)

O Modeli finansiranja

QOF - UK Quality and Outcomes Framework

 Standardizovati mehanizme koji omogucavaju pravilan

 Izrada smernica sa ciljem smanjenja koriS¢enja testova

. The Assoclation for
- Clinical Biochemistry &
g Laboratory Medicine

\\ Ui b ot

National Minimum Re-testing Interval Project:

Prepared fer the Uinicad Practice Group of the

Assotiation for Oinicad Bis y and Lab

supported by the Royal Collmge of Puthcloghts,
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Unos zahteva preko kompjutera
(Computerized Physician Order Entry, CPOE)

Prednosti:

O Efektivnost

 Lic¢ni odabir testova od strane lekara

O Prethodni rezultati pacijenta

1 Ogranicavanje ponavljanja zahteva

J Uskladenost sa smernicama, klinickim
algoritmima

1 Podrska softvera

 On-line komunikacija sa laboratorijo

 Cena testova

1 Broj analiza po pacijentu

4 Linkovi za baze podataka
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2. Transport | stabilnost uzoraka

» Transport i rukovanje unutar laboratorije

» Transport uzoraka do centralne (core) laboratorije
» Poznavanje stabilnosti analita

» Pracenje uslova transporta (vreme, temperatura)

Zahtevi 1SO 15189:2012
Verifikacija:

2. Temperature 1 vremena ¢uvanja uzoraka od
uzorkovanja do analiziranja

3. Uslova pakovanja I pozicioniranja u transportne
kutije/torbe prilikom transporta

4. ldentifikacija 1 evidencija odbacivanja uzoraka

“ontainers

! |:ni
el s Discarded

1. Vremenskog perioda izmedu uzorkovanja 1 analiziranja

s




Transport i stabilnost uzoraka

Opinion Paper

Giuseppe Lippi**, Giuseppe Banfi, Stephen Church?, Michael Comes®, Gabriella De Carli,
Kjell Grankvist?, Gunn B. Kristensen®, Mercedes Ibarz®, Mauro Panteghini, Mario Plebani,
Mads Nybo?, Stuart Smellie, Martinz Zaninotto and Ana-Mariz Simundic on behalf of the
European Federation for Clinical Chemistry and Laboratory Medicine Working Group for
Preanalytical Phase

Preanalytical quality improvement. In pursuit

of harmony, on behalf of European Federation for
Clinical Chemistry and Laboratory Medicine (EFLM)
Working group for Preanalytical Phase (WG-PRE)

Monitoring the time and temperature
conditions of sample transport
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PRE-ANALYTICAL ERRORS AND PATIENT SAFETY
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3. Priprema pacijenata

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 @Cmssmrk
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 >

Clinical

Chemistry

Table 1. Evaluation of articles published In relevant journals In 2002.

Welldefined Insufficient No
Articles with a group fasting, definition, definition,
Journal of fasting patients,” n n (%) n (%) n (%)
Clinical Chemistry 20 1(5) 5 (25) 14 (70)
Clinical Chemistry and 24 0 (0) 6 (25) 18 (75)
Laboratory Medicine
Scandinavian Joumnal of 18 3(17) 4(22) 11(61)
Clinical and Laboratory
Investigation
Diabetes 94 7(7) 36 (38) 51 (54)

®If the term “fasting patient” was used in the Materials and Methods, Results, or Discussion, the
publication was considered as using fasting patients




Hrvatsko drustve za medicinsku biokemiju
2015

Patient apge [years):

O z25 O z26-45 O 26 - 65 O z65
Gender:
O male O female

1} Are you taking regularly any of the following products? if yes, please stte for how long?

Products £7days | B-30days | =30days | No

Acetylsalicylic acid (Aspirin] (not ordered by physician]

Aloe vers [Slos Barbadensis Miller)

Cranberry (tea, capsules)

Red yeast nice

Sinkgo Biloba

Minerals (Ca, Mg. Zn, 5e, Fe, etc]

Original papers

Are patients well informed about the fasting requirements for laboratory blood
testing?

Sanja Kackov", Ana-Maria Simundic?, Ani Gatti-Dmic

'Medical biochemistry laboratory, Policlinic Bonifarm, Zagreb, Croatia
University Department of Chemistry, Medical School University Hospital Sestre Milosrdnice, Zagreb, Croatia
3Medical biochemistry laboratory, Public Health Centre Zagreb-Centar, Zagreb, Croatia

Biochemia Medica 2013;23(3):326-31

Momi juice

HE R EEEE

Dmega-3 fatty acds

Propalis

ey
@

. Carmway oil [Carum cari)

11 Silymisrin (Silybum marianum]

12 vitamins (&, B, C, D, E, &t |

13. Sresn coffes bean ectract

14. Weight loss supplements

15. other” [pioass specifyl:

* othar: cppie cider vinggar [copsuias) guorans (Poulinia cuporal, royal jelly, popays anzpma [chewabie
tobiets) echinoees, Graen mogma [Hordeum vauigens) beto-glucon, Ayoluromic ooid, ganic oapswhes, aveming
primrase o {Oemathara biamnis), neam | Azsdirochtn ingica] ete.

2} Does your physician know that you take these products?
[mEe O no O not applicable

3} Is it important o inform your physician that you are taking® some of the listed products?
|*petients who ane not kaking sy of the listed products should simply give their opinion about the statement)

O yes O na

4} |s it important to inform the laboratory staff that you are taking® some of the listed products?
| *patients who are not taiing any of the listed products should Smply g their opinion about the statement)
O yes O no

3] What do you think, could the below listed factors affect the laboratory tests results?

| don't

Fact
actor yes no know

Irtense physical activity on the day before the blood sampling**

Alcohol consumption on the day before the blood sampling

Consumption of coffes on the day before the blood sampling

Consumption of grapefruit on the day before the blood sampling

Consumption of broccoli 3 days before the blood ampling

Consumption of any of the products from the Table 1.

** cyciing, tenmis, running
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PREPORUKE EFLM WG-PRE

1. Neophodna revizija CLSI H3-A6 —pripema pacijenata
uzorkovanje krvi 07-09h

gladovanje 12h, dozvoljeno uzimanje vode

alkohol izbegavati 24h

pred vadenje krvi ne konzumirati kafu, €aj i cigarete

2. IFCC, EFLM-harmonizacija preporuka

3. Na nacionalnom nivou laboratorije treba da implementiraju
standardizovane procedure uzorkovanja krvi i
pripreme pacijenata.

4. Kriterijumi za prihvatanje uzoraka na osnovu
pripreme pacijenata.

5. Laboratorijsko osoblje odgovorno za informisanost
doktora I pacijenata.




4. UZORKOVANJE KRVI

EUROMEDLAB
PARIS 2015

21-25 JUNE &

CHVOLIMON I LASORATORY M EDICIN E F L M WG _ P R E

Zapoceta izrada (konsenzus) smernica za proceduru
venepunkcije

Rezultati rada: AM Simundic et al. Compilance of blood sampling

procedures with the CLSI H3-A6 guidelines. CCLM 2014.
CLSI H3-A6, WHO, preporuke nacionalnih drustava
Re-evaluacija postupaka zasnovana na dokazima
Opservacione studije

Ukljucivanje industrije-proizvodaca sistema za venepunkciju
Ukljucivanje udruzenja sestara i laboratorijskih tehnicara iz

zemalja EFLM
Sastanak EFLM WG-PRE-Zagreb, novembar 2015




EFLM WG-PRE je inicirala formiranje:

EFLM Task and Finish Group on
Standardization of the colour coding for blood collection tube closures

DF GRUYTER Cler Chom L2 Mad 201¢; 20p

sk and Finish Group on Standardization of the colour coding Opinion paper

biood coflection tube closures Ana-Maria Simundic*, Michael P. Cornes, Kjell Grankvist, Giuseppe Lippi, Mads Nybo,
Ferruccio Ceriotti, Eivar Theodorsson and Mauro Panteghini on behalf of the European
Federation for Clinical Chemistry and Laboratery Medicine (EFLM)

Colour coding for blood collection tube closures -
a call for harmonisation

Mr

Aan Marla Simdic
006 10,1533 Crim- J0ta-0927
Ezcaved for putiicanos Seprenter 13, 3014

and decmonr-malking hawe reochved moch less altentton
Proper sampling and additives to the sampics are cesen
tal Tubes and addittves are séentificd not only tn writng
on the tubes bt Also by the coour of the tube dosures.
Abstract: Al least ong In %) pafients experience adverse  Unfurtumately these colours have not been standanstsd,

Urvwersty Dege of Chaemintry
Liwwararty Mol "Sasin Miasidice”
Zagreb - Crendin

events while roceiving hospital care. Many of the orrors
are reiaied (o Rboratory Gugnosticy Eforss f0 reduco
MLborstury erTors ower Tecent decades hawe primardy

running the rsk of error when tubes from one manufac-
tuzer areroplaced by the tubes from another manufacturer
that use different coioor coding. EFIM therefore sup-

mbers focusad on the measurement process while pre and post:  ports the wortdwide armontsation of the colour coding
analytical carors incioding errs I amplmg, reporting  for blcod aifloction tube closures and hbals m order 10
reduce the sk of pre-anaiytical ermors and tmpaove the
i CATLAE
Kata Balve Nopmgont Yikdgcomt - Sppn Table1 Overview of the past and present tube closure colour coding recommendations.
i 1
Nichas! Comes Webverhamgten - LK Specimen type Additive 150 6710 CLSIHI-AS EN 14820 CLSIGP41-A6  CLSIGP39-A6 $S5-872805
Cirital Pamokogy Lidaraltry (1995)[19] (2003)[21] (2004)[20] (former HO3-A6) (former HO1-A6) (2011)([24]
e e vy tontesmid (2007)(22)  (2010) 23]
Serum Clot activator Red Red NA Red NA Red
oo e Mo Castey Serum with gel Gel, clot activator  NA NA NA Red NA Yellow
dmee van Deagen-Lsas Amvnosdyes - The Matferands
Plasma Heparin Green Green NA Green NA Light green
TPy Fsetane koo Dk biseh Plasma with gel Gel, heparin NA NA NA Green NA Dark green
Hophm Chith Plasma Citrate (1:9) Light blue  Blue NA Blue NA Light blue
omasey Revamerenia " Whole blood Citrate (1:4) Black Black NA NA NA Black
Intons umoy s Whole blood EDTA Lavender Lavender NA Lavender, Pearl  NA Lavender
fompacy Reessctatre s Plasma EDTA with gel  Gel, EDTA NA NA NA Lavender, Pearl NA White or pearl
Tuls Saipelt Plasma Glycolytic inhibitor Grey Grey NA Grey NA Grey

NA. recommendation on tube closure colour not specified or not available.

AM Simundic-¢lan 1SO TC 76/WG -revizija 1SO 6710:1995,
Single-use containers for venous blood specimen collection.
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5. ldentifikacija pacijenata

v' CLSI H3-A6: ime i prezime, adresa, ID i/ili datum rodjenja
(svesni)

v" Politika ustanove: odstupanja, pacijenti bez svesti, hitni pacijenti

v" Razlidita zakonska regulativa u zemljama Evrope (uskladivanje)

v Rezultati EFLM WG-PRE |1 projekta
(Compilance of blood sampling procedures with the CLSI H3-A6):
kritiCni postupci: identifikacija pacijenata i obelezavanja

v' EFLM WG-PRE: konsenzus smernice-procedura venepunkcije
(patient identification, specimen labeling)

v Neophodna harmonizacija




i : {aE% World Health

PV Join Commission ‘ F
International Z“..,__‘.:“’ Organization

Vicder Mevnoiéte

Patient Identification

I
¥
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|

y 2007

EFLM WG-PRE

Opinion 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. Patient identification and tube labelling — a
call for harmonisation by the European Federation for
Clinical Chemistry and Laboratory Medicine (EFLM)
working group for the preanalytical phase (WG-PRE).
Clin Chem Lab Med.
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6. Uzorkovanje kapilarne Krvi;
Uzorkovanje krvi kod dece i novorodencadi

CLSI document H4-A6. Procedures and Devices for collection of Diagnostic Capillary
Blood specimens; approved guideline, 6th ed. 2008.

WHO guidelines on drawing blood: best
practices in phlebotomy (WHO, 2010).

Original papers

Nationwide survey of policies and practices related to capillary blood sampling
in medical laboratories in Croatia

Jasna Lenicek Krleza

Children’s Hospital Zagreb, Department of Laboratory Diagnostics, Zagreb, Croatia

v Ograni¢ena primena
v TeSkoée u izvodenju, meSanju; pravilan izbor lanceta-prst-peta/starost bebe

v' Posebna paznja na mesto punkcije u zavisnosti od starosi (peta, prst)!
v Mali volumen uzorka

v Problem detekcije hemolize i lipemije
v" Neophodne preporuke zasnovane na dokazima




I- *
/. Upravljanje neprihvatljivim uzorcima

= Neprihvatljivi uzorci:
0 Pogrsna identifikacija (pacijent, uzorak, uput)
0 Hemolizirani, lipemicni uzorci
¢ Koagulisani uzorci
0 Nepravilno izvadeni uzorci (pogreSna epruveta)
0 Neodgovarajuci odnos krv-antikoagulans
¢ Nedovoljno uzorka

Nedostatak preporuka
¢ Prate se preporuke proizvodaca za hemolizu, lipemiju,
IKterus
* Uvodenje EQA za pre-analitiku
EFLM WG-PRE Pilot EQA za pre-analitiku u saradnji sa
EQALM
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Review

Recommendations for detection and management of
unsuitable samples in clinical laboratories

Giuseppe Lippi'*, Gisseppe Banl®, Mauro
Buttarclio’, Ferruccio Cariotti®, Massimo
Daves". Alhorto Dolkei®, Marco Caputo’, Davide
Gi ina®, Martinae M Y, Valenti
Micon?, Bruno Milanesi™, Andrea Mosca'’,
Margherita Morandini'’ and Gian Luce
Salvagne' lor the ltalian Interscciety SiBioC-
Sl -CISMEL Study Group om Extrs-
anslytical Vanabilay

' Serione di Chimica Cinka, Diparumaento & Scenre
Morlokgico Biumediche, Univorsits degh Studi &

Verona Verona, ety
* abuto Galaaal Unwvoesita & Milano, Mian, xaly
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Argnann, Ve Italy
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Ospodaliera, Desarzano dsl Garda 1851, oty
' Dpomtimento & Scents ¢ Tecsologm Dligenadichs
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' Laborotorio o Patologia Climica, Dspartimaento i
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Review

How to conduct External Quality Assessment Schemes for the pre-analytical
phase?

Gunn B.B. Kristensen'", Kristin Moberg Aakre'2, Ann Helen Kristoffersen23, Sverre Sandberg?>

'The Norwegian EQA Program (NKK), Bergen. Norway
2Laboratory of Clinical Biochemistry, Haukeland University Hospital, Bergen, Norway
3Noklus (Norwegian Centre for Quality Improvement of Primary Care Laboratories), University of Bergen, Bergen, Norway

*Corresponding author: gunn.kristensen@noklus.no

Biochemia Medica 2014;24(1):114-22

orwegian EQA-program
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Pty Limited

RCPA Quality
Assurance Programs

A

y Incident Monitoring
& Management Systems

KIMM

Quality Assurance Scientific and Education Committee (QASEC) of the Royal College of Pathologists of
Australasia (RCPA) The Key Incident Monitoring & Management Systems (KIMMS) Available
at: http://dataentry.rcpagap.com.au/kimms/. Accessed November 4, 2013.



http://dataentry.rcpaqap.com.au/kimms/
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8. Indikatori kvaliteta

a Objektivno merilo kojim se procenjuju Kriticni
zdravstveni segmenti: sigurnost pacijenata, efektivnost,
nepristrasnost, pravovremenost, efikasnost.

0 Uskladeni sa zahtevima I1SO 15189 1 nacionalnim
standardima; primenljivost na TTP.

0 Pracenje kvaliteta TTP, Iidentifikacija potencijalnih
rizika, identifikacija postupaka koji zahtevaju dalja
Ispitivanja | unapredenja.

0 Karakteristike: znacajnost, primenljivost, izvodljivost,

Pravovremenost, NAucna 0SNOVA, | e crme oo imcanauurmiscses
usmerenost ka pacijentu.

Laboratory Medicine Quality Indicators

A Review of the Literature

Shahram S]m.‘mng’ian. PJ\D, A\/{S. anc‘l Susan R S"x}'dt??’. P;I.D. MBA
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Imternational Federation of Clinical Chemistry and Laboratory Medicine
Working Group “Laboratory Errors and Patient Safety™

MoDEL oF QUALITY INDICATORS: KEY PROCESSES

The Model of Quality Indicators has been updated on the basis of the recent Consensus Conference “Harmonizzhon of Cuality indicators m Laboratory Medicme: Why,
How and When?”, keld in Padova in the Qetober 2013, and 2 pnonty score was designed to highlizht the value of the indmadual QI for assessing not only the qualty of the
service and possible effects on patent safety, but also the fezsibility of data collection (order of prionty: 1 = mandatery; 2 = mmportant; 3 = suggested; 4 = valued).

KEv PROCESSES
QUALITY INDICATORS - PRIORITY 1
Cuality Indicator Code Beporting Syvstems Data Collection Time
PRE-ANALYTICAL
Misidentification errors Pre-MizF. | Percentape of MNumber of mizsidentified requests’ Total | a) coumt misidentified requests Data collection: Every day;
mmuber of requests. ) coumt total nember of requests Inpaet data: Monthly
) caloulate percentage
Pra-MisS Percentapge of Mumber of misidentified samples’ Total | a) coums misidenrified samples Dita collection: Every day;
mmuber of samples. ) coumt total member of samples Inpaet data: Monthly
) caloulate percentaze
Pre-Iden Percentage of Mumber of samples with fewer than 2 ) coums samples with fewer than 2 Diata collection: Every day;
idenfifiers mitially supplied’ Total menber of samples. identifiers imitally sapplied Inpaet data: Monthly
) coumt total member of samples
) caloulate percentaze
Pre-UnlS Percentapge of Mmnber of unlabelled sanples’ Total ) coums imlsbelled sanyples Dita collection: Every day;
mmuber of samples. ) coumt total member of samples Inpaet data: Monthly
) caloulate percentage
Test transcription erTors Pre-CupTH | Percentage of Mumber of ourpatents requests with ) COUmS Quipatients requests with errors | Data collecton: A week per month;
erroneos data enay (test name)’ Total momber of CODCerning test name (misinterpreded Inpaet data: Monthly
OUIpALENts requests. test)
) coumt total menber of owpatents
TEquests
) caloulate percentaze
Pre-ChaphdT | Percentage of Mmnber of oufpatients requests with ) COUmS Quipatients requests with errors | Data collecton: A week per month;
erroneons data enay (missed test)’ Total munber of concerning missed tests (required tests | Inpus data: Monthiy
OUIpALENts requests. Tt not registered)
) coumt total menber of ouwpatients
Tequests
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KEY PROCESSES: 45 OUTCOME MEASURES: 3 | | SUPPORT PROCESSES: 4

Nivo prioriteta: 1-4
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The IFCC Working Group on laboratory errors and patient safety
Laura Sciacovelli **, Maria Plebani **
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A Consensus Conference to design a road map
to harmonization of quality indicators

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

PRESIDENT OF THE CONGRESS
Marle Plebani (Padove, laly)

PADOVA, OCTOBER 24", 2013

SALA CONVEGNI
CASSA DI RISPARMIO DEL VENETO
VIA 8 FERBRAIO, 22 « PADOVA
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Quality Indicators in Laboratory Medicine: from theory
to practice

Preliminary data from the IFCC Warking Group Project ''Laboratory
Errors and Patient Safety”
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QUALITY INDICATORS OF THE PRE-ANALYTICAL PHASE
INDIKATORI KVALITETA PREANALITICKE FAZE

Piacki Mage-Singh, Zonca Susmarac
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Mini Review

Mario Plebani*, Maria Laura Chiozza and Laura Sciacovelli

Towards harmonization of quality indicators

in laboratory medicine

Opinion Paper

Mario Plebani*, Michael L. Astion, Jullan K, 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

CLSI document GP35-P. Development and Use of Quality Indicators for Process
Improvement and Monitoring of Laboratory Quality; Proposed Guideline. 2009.




"

Giuseppe Lippi et al. Preanalytical quality improvement. In pursuit of harmony,

on behalf of European Federation for Clinical Chemistry and Laboratory Medicine
(EFLM) Working group for Preanalytical Phase (WG-PRE).

Clin Chem Lab Med 2015; 53(3): 357-370.

E Buduce aktivnosti ée imati za cilj pove¢avanje svesti svih
ucesnika 1 isticanje znac¢aja indikatora kvaliteta u cilju
unapredenja laboratorijske dijagnostike i1 bezbednosti
pacijenata.

E Pojednostavljivanje postojeceg modela indikatora kvaliteta
Identifikovanjem indikatora kvaliteta koji ¢e se pratiti kao
obavezujuci je razuman kompromis za laboratorije
Sirom sveta.




—
@

W, Lol




"

... dalje aktivnosti EFLM WG-PRE

 Standardizacija | harmonizacija pre-analiti¢kih postupaka.

1 Saradnja sa ostalim EFLM WGs: WG for Harmonization of
the Total Testing Process (WG-H), WG-Postanalytical Phase,
WG Guidelines, WG-Accreditation and ISO/CEN standards.

 Saradnja sa nacionalnim drustvima EFLM.

 Ukljucivanje svih laboratorijskih profesionalaca,
proizvodaca opreme i tela koja izdaju standarde kako
bi se definisali univerzalno primenljivi standardi za
pre-analitiCku fazu i implementirali na globalnom nivou.

 Dalja promocija znacaja pre-analiticke faze kroz
organizaciju skupova i edukaciju svih ucCesnika
zdravstvenog sistema u Evropi i Sirom sveta...
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There 1S no worse loss <
than a lost time

Michelangelo Buonarroti (1475-1564)



