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" Se souhlasem UNMZ vytisknul -

Predmluva

Tento dokument (EN ISO 15189:2007) byl vypra-
covan technickou komisi ISOTC 212 Klinické labo-
ratorni zkousky a zkuSebni systémy pro diagnostiku
in vitro® ve spolupraci s technickou komisi CEN/TC 140
.Diagnostické zdravotnické prostiedky in vifro", jejiz
sekretariat zajistuje DIN.

Této evropské nommé je nuino nejpozdéji do fijna 2007
dat status narodni normy, a to bud’ vydénlm identického
textu, iebo schvalenim k pfimému pouzivani, a narodni
normy; které'j ‘jsou‘s ni v rozporu, je nutno zrusit nej-
pozdéji do fijna 2007.

Tento dokument nahrazuje EN [SO 15189:2003.

Podle Vnittnich predpist CEN/CENELEC jsou tuio
evropskou normu povinny zavést narodni normalizacni
organizace néasledujicich.zemi: Belgie, Bulharska,
Ceské republiky,i Danska; Estonska, Finska, Francie,
Irska, Islandu, Italie, Kypru, thvy LotySska, Lucem-
burska, Madarska, Malty, Némecka, Nizozemska,
Norska, Polska, Portugalska, Rakouska, Rumunska,
Recka, Slovenska, Slovinska, Spojeného kralovstvi,
épaneiska Svedska a évycarska

QOznameni o schvaleni

Text SO 15189:2007 byl schvalen CEN jako
EN IS0 15188:2007 bez jakychkoliv modifikaci.

e-Business Services a.s. - Katerina Holasova
Neopravnene rozmnozovani nebo rozsirovani norem je v rozporyu se zakonem ! ‘3
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Foreword

This document (EN [SO 15189:2007) has been prepared
by Technical Committee 1SO/TC 212 “Clinical labe-
ratory testing and in vitro diagnostic test systems”
in collaboration with Technical Committee CEN/TC 140
“In vitro diagnostic medical devices”, the secretariat
of which is held by DIN.

This European Standard shall be given the status
of a national standard, either by publication of an
identical text or by endorsement, at the latest by
October 2007, and conflicting nationai standards
shall be withdrawn at the latest by October 2007.

This document supersedes EN 1SQ 15189:2003.

According to the CEN/CENELEC International
Regulations, the national standards organizations
of the following countries are bound f{o implement
this European Standard: Austria, Belgium, Bulgaria,
Cyprus, Czech Republic, Denmark, Estonia, Finland,
France, Germany, Greece, Hungary, lceland, Ireland,
Italy, Latvia, Lithuania, Luxembourg, Maita, Netherlands,
Norway, Poland, Portugal, Romania, Slovakia, Slovenia,
Spain, Sweden, Switzerland and United Kingdom,

Endorsement notice

The text of ISO 15189:2007 has been approved by CEN
as EN 150 15189:2007 without any modifications.
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Uvod

Tato mezinarodni norma vychazejici z ISOAEC 17025
a IS0 9001 uvadi pozadavky na zplsobilost a kvalitu,
které jsou uréeny zviasté pro zdravotnické labora-
tore”. Pfipousti se pfitom, ¥e nékterd zemé mdze
mit své vlastni predpisy nebo poZadavky vztahujici
se na nékteré, nebo na viechny, odbomé pracovniky
a jejich dinnosti a odpovédnosti v této oblasti.

Sluzby zdravotnické laboratofe jsou zékladem péde
o pacienta, aiaboratof proto musi byt pfipravena
splnit poZadavky vSech pacientt i klinického personalu
odpovédného za péci o tyto pacienty. Tyto siuzby
zahmuji organizad prijmu, identifikaci a pfipravu pacienta,
odbér, dopravu, skladovani, zpracovani a vyetfovani
klinickych vzork{l, nasledné ové&feni, interpretaci,
piedkladani zprav a poradenskou ¢innost, a navic
hodnoceni bezpetnosti a etiky prace zdravotnické
laboratore.

Kdykoliv to narodni pfedpisy dovoluji je Zadouci, aby
sluzby zdravotnické laboratofe zahmovaly vySetfovani
pacientl v pfipadech konzultaci, a aby se vedle
diagnostiky a zachazeni s pacientem také aktivné
podilely na prevenci chorob. Kazdy typ sluzby by
mél obsahovat také vhodné vzdélavaci a védecké
prileZitosti pro odborné pracovniky, ktefi tyto sluzby
poskyiuji.

Agkoliv je tato mezinarodni norma zaméfena na
pouZiti v oborech sluzeb zdravotnickych laboratofi,
ktere jsou v souCasnosti béZné, miZe se ukazat jako
pouZitelna a vhodna také pro pracovniky jinych obor{l
a sluzeb. Kromé toho budou moci tuto mezinrodni
normu vyuZivat jake podkiad pro svoji éinnost organy
posuzujici zplisobilost zdravotnickych faboratofi. Pokud
laboratof usiluje o akreditaci, méla by si zvolit
akreditadni organ, jenZ pracuje podle pfislugnych
mezinarodnich norem a jenzZ bere v Gvahu zvlastni
pozadavky zdravotnickych laboratofi.

Prokazana shoda s toute mezinaredni normou nezna-
mena soutasné shodu systému managementu kvality,
ktery ma laboratoi zaveden, se véemi poZadavky
ISC 9001. Tato mezinarodni norma neni uréena
Kk pouZiti pro Géely certifikace.

Vztah mezi kapitolami a élanky tohoto druhého vydani
1SO 15189 a odpovidajicimi &astmi ISO 9001:2000
a ISOMEC 17025:2005 je podrobné uveden v piiloze A
této mezinarodni normy.

R Vjinych jazycich se tyto laboratofe mohou oznafovat
terminem odpovidajicim anglickému ,dinical laboratories”,

Introduction

This Intemational Standard, based upon ISOAEC 17025
and 1SO 9001, provides requirements forcompetence
and quality that are particular to medical labora-
tories™. it is acknowledged that a country could have
its own specific regulations or requirements applicable
to some or all its professional personnel and their
activities and responsibilities in this domain.

Medical laboratory services are essential to patient
care and therefore have to be available to meet
the needs of all patients and the clinical personnel
responsible for the care of those patients. Such
services include arrangements for requisition, patient
preparation, patient identification, collection of samples,
transportation, storage, processing and examination
of clinical samples, together with subsequent validation,
interpretation, reporting and advice, in addition to
the considerations of safety and ethics in medical
taboratory work.

Whenever allowed by national regulations, it is
desirable that medical laboratory services include
the examination of patients in consultation cases,
and that those services actively participate in the
prevention of disease in addition to diagnosis and
patient management. Each laboratory ought alsc to
provide suitable educational and scientific opportunities
for professional staff weorking with it.

While this International Standard is intended for
use throughout the currently recognized disciplines
of medical laboratory services, those working in other
services and disciplines could also find it useful and
appropriate. In addition, bodies engaged in the
recognition of the competence of medical laboratories
will be able to use this International Standard as
the basis for their activities. If alaboratory seeks
accreditation, it should select an accrediting body
which operates to appropriate international standards
and which takes into account the particular requirements
of medical laboratories.

Demonstrated conformity to this Intermational Standard
does not imply conformity of the quality management
system within which the laboratory operates to all
the requirements of ISO 9001. This International
Standard is not intended to be used for the purposes
of certification.

The correlation between the clauses and subclauses
of this second edition of ISO 15189 and those of
150 9001:2000 and of ISO/IEC 17025:2005 is detailed
in Annex A of this International Standard.

T in other languages, these laboratories can be desigrfated
by the equivalent of the English term “dlinical laboratories”.

1 Predmét normy

1.1 Tato mezinarodni norma specifikuje poZadavky
na kvalitu a zplsobilost, které jsou urdeny zvlasté
pro zdravotnické laboratofe.

1.2 Tato mezindrodni norma je uréena pro pouZiti
zdravotnickymi laboratofemi pfi vyvoji jejich systémi
managementu kvality a posuzovani jejich vlastni
zplsobilosti, a pro pouZiti akreditatnimi organy pii
potvrzovani nebo uznavani zplsobilosti zdravotnickych

2 Citovane normativni dokumenty

Dale uvedené dokumenty jsou pro pouZiti této normy
nezbytné. U datovanych odkaz(i plati pouze uvedené
vydani. U nedatovanych odkaz(l plati vZdy nejnovejsi
vydani pfisludné publikace (véetné vSech zmén).

SO 31 (vSechny Casti) Veliciny a jednotky
ISO 8000:2005 Systémy managementu kvality —
Zakladni principy a slovnik

[SO 8001:2000 Systémy managementu kvality —
Pozadavky )

ISOEC Guide 43-1 ZkouZeni odbornosti mezila-
boratornim porovnavanim ~ Cast 1. Vyvoj a provadéni
schémat zkouSeni odhormosti

ISOAEC 17025:2005 VEeobecné poZadavky na zpl-
sobilost zkuSebnich a kalibraénich laboratofi

3 Terminy a definice

Pro udely této normy se pouZivaji tyto termmyl

a definice.

3.1

akreditace
postup, jimZ opravnény organ udéli formalni uznani,
Ze organizace nebo osoba je zplsobild k vykonu
urditych tkolt '

3.2

piesnost méfeni

tésnost shody mezi vysledkem méfeni a spravnou
hodnotou mérené veliiny

[ViIM:1893, definice 3.5]

33

biologicky referenéni interval

referencni interval

centraini 95% interval rozioZeni referencnich hodnot

POZNAMKA 1 Tim se nahrazuji nespravné terminy
jako je ,normalni rozsah".

POZNAMKA 2 Je dohodnutou avieobecnd zavedenou
praxi definovat referendni interval jako centralni 85% interval.
Ve zvlastnich pfipadech miZe byt vhodnéjsi jina velikost
nebo asymetrické rozloZeni referenéniho intervalu [13].
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1 Scope

1.1 This Intemational Standard specifies requirements
for quality and competence particular to medical
laboratories.

1.2 This Intemational Standard is for use by medical
laboratories in developing their quality management
systems and assessing their own competence, and
for use hy accreditation bodies in confirming or
recognising the competence of medical laboratories.

2 Normative references

The following referenced documents are indispensable
for the application of this document. For dated references,
only the edition cited applies. For undated references,
the latest edition of the referenced document (including
any amendments) applies.

180 31 (all parts) Quantities and units

1SO 9000:2005 AQuality management systems -
Fundamentals and vocabulary

1S0O 9001:2000 Quality management systems —
Requirements

ISOAEC Guide 43-1 Proficiency testing by interla-
boratory comparisons - Part 1: Development and
operation of proficiency testing schemes

ISO/IEC 17025:2005 General requirements for the
competence of testing and calibration laboratories

3 Terms and definitions

For the purposes of this document, the following
terms and definitions apply.

3.1

accreditation

procedure by which an authoritative body gives formal
ecognition that a body or person is competent to
carry out specific tasks

3.2

accuracy of measurement

closeness of the agreement between the result of
a measurement and a true value of the measurand

[VIM: 199 ition 3.5]

3.3 .

biological reference interval

reference intervai

central 95 % interval of the distribution of reference
values

NOTE 1 This supersedes such incorrectly used terms
as ‘normal range”.

NOTE 2 It is an arl but 'commen convention to
define the reference interval as the central 95 % interval.
Ancther size or an asymmetrical location of the reference
interval could be more appropriate in particular cases.
See [13] in the Bibliography.
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vysetieni

soubor Gkondl, jejichZz cilem je stanoveni hodnot
nebo charakteristika vlastnosti

POZNAMKA V nékterych oborech (napf. v mikrobiologii)
se vySetfenim mysli celkovy souhm vétsiho poétu zkousek,
pozorovani nebo méfeni.

3.5

zplisobilost laboratoie

fyzické, environmentalni a informaéni zdroje, pra-
covnici, zkuSenosti a znalosti nezbytné pro dotyéna
vysetfeni

POZNAMKA Prezkoumani zplsobilosti laboratofe by
mohlo zahmovat vysledky z pfedchozich Udasti na
mezilaboratomich porovnavanich nebo schemat extemniho
hodnocent kvality, provadéni pokusnych programil vySetieni
nebo ze vdech dohromady, aby se znazornily nejistoty
méfeni, limity detekce, atd.

3.6

vedouci laboratofe

kompetentni osoba (nebo osohy) odpovidajici za
laboratof a Gfedné ji zastupujici

POZNAMKA 1 Pro GEely této mezinarodni normy se zmi-
néna osoba {nebo osoby) souhmné oznaduje(-i) jako
Jvedouci laboratofe”,

POZNAMKA 2 Ve véci kvalifikace a zacviku Ize pouzit
narodhni, regionalni nebo mistni pfedpisy.

3.7

vedeni laboratofe

osohaf-y), ktera(-é) fidi &innosti laboratofe vedeng
vedoucim laboratofe

3.8
mérent
soubor Ukon(, jejichZ cilem je stanovit hodnotu veliginy

[VIM:1993, definice 2.1]

3.9

zdravotnicka laboratof

klinicka laboratof

laboratof pro biologicka, mikrobiologicka, imunolo-
gicka, chemicka, imunchematologicka, hematologicka,
biofyzikalni, cytologicka, patologicka nebo jina vySetfeni
materiall pochazejicich z lidského t&la, za (8elem
ziskavani informaci pro diagnézu, prevenci a l1é¢bu
nemoci nebo pro hodnoceni fidského zdravi, a posky-
tujici konzuitacni poradenské sluZby, které pokry-
vaji viechny aspekty laboratorniho zkoumani véetné
interpretace vysledkd a doporuéeni k dal$imu odpo-
vidajicimu vySetiovani

POZNAMKA Tato vysetieni obsahuiji také postupy ke
zZjisténi, méfeni nebo jinou charakterizaci pfitomnosti &
nepfitomnosti niznych latek nebo mikroorganismd:. Zafizeni,
ktera pouze shromazduiji nebo upravuji vzorky nebo ktera

3.4

examination

set of operations having the object of determining
the value or characteristics of a property

NOTE  In some disciplines (e.g. micrabiclogy) an examination
is the total activity of a number of tests, observations or
measurements.

3.5

laboratory capability

physical, environmental and information resources,
personnel, skills and expertise available for theexami-
nations in question

NOTE A review of laboratory capability could include
results of earfier participation in interlaboratory comparisons
or external quality assessment schemes or the running
of trial examination programmes, or all these, in order to
demonstrate uncertainties of measurement, Emits of
detection, efc.

3.6

laboratory director

competent person(s) with responsibility for, and
authority over, a laboratory

NOTE 1 For the purposes of this Intemational Standard,
the person or persons refermed fo are designated collectively
&s “laboratory director”.

NOTE 2 National, regional and local regulations may
apply with regard to qualifications and training.

3.7

laboratory management

person(s) who manage the activities of a laboratory
headed by a faboratory director

3.8

measurement

set of operations having the object of determining
a value of a quantity

[VIM: 1993, definition 2.1]

3.9

medical laboratory

clinical laboratory

laboratory for the biological, microbiological, immu-
nological, chemical, immunohaematological, haemato-
logical, biophysical, cytclogical, pathological or other
examination of materiais derived from the human
body for the purpose of providing information for
the diagnosis, prevention and treatment of disease
in, or assessment of the heaith of, human beings,
and which may provide a consultant advisory service
covering al aspecis of laboratory investigation including
the interpretation of results and advice on further
appropriate investigation

NOTE These examinations also include procedures for
determining, measuring or otherwise describing the presence
or absence of various substances or micro-organisms.
Facilities which only collect or prepare specimens, or act

plisobi jako zasilaci nebo distribuéni stfediska, nejsou
povaZovana za zdravotnické nebo Kinické laboratofe, mohou
viak byt soucasti vétsi sité nebo systému laboratofi.

3.10

postupy nasledujici po vysetieni
postanalyticka faze

procesy, které nasleduji po vySetfeni, véetné syste-
matického prezkoumani, formatovani a interpretace,
schvalovani ke zvefejnéni, predkladani zprav a pie-
davani vysledki a uloZeni vySetienych vzorki

311 LBl
postupy piedchazejici vySetfeni

preanalyticka faze

kroky zaéinajici v chronologickém pofadi poZzadav-
kem lékafe a zahrnujici Zadanku o vy$etfeni, pri-
pravu pacienta, odbér primamniho vzorku a dopravu
do laboratofe nebo_ vramci laboratofe a kondici
zahajenim postupu analytického vySetieni

3.12

primarni vzorek
vzorek

soubor sestavajici z jedné nebo vice ¢asti plivodné
odebranych ze systému

POZNAMKA V nékterych zemich 'se pro vzorek pii-
praveny k odeslani do laboratofe, nebo piijaty laboratofi
aurceny kvySetfeni, pouZivad misto terminu ,primarni
vzorek” (nebo jeho &ast) termin ,vzorek®,

313
veliéina

vlastnost jevu, télesa nebo latky, kterpﬁ"” re-kvali=

tativné rozlisit a kvantitativné stanovit =

[VIM:1993, definice 1.1]

3.14

systém managementu kvality
systém managementu pro vedeni a fizeni organi
zace pokud se tyCe kvality .

[ISO 9000:2005, definice 3.2.3]

POZNAMKA  Pro Géely této mezindrodni nomy se kvalita®
v této definici vztahuje jak na zaleZitosti managementu,
tak na technickou zpQsobilost.

3.15

smluvni laboratof

externi laboratof, do niz se zasila vzorek k dopl-
fiujicimu nebo potvrzujicimu vySefieni a vypracovani
Zpravy

3.16

vzorek

jedna nebo vice asti odebranych ze systému za
Ucelem poskytnuti informaci, které &asto slouzi jako
zaklad pro rozhodovani o systému nebo o jeho vzniku

PRIKLAD Vzorek séra odebrany z vétsiho objemu séra.

" Se souhlasem UNMZ vytisknul - e-Business Services a.s. - Katerina Holasova
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as a mailing or distribution centre, are not considered to
be medical or clinical laboratories, although they may be
part of a larger [aboratory network or system.

3.10

post-examination procedures

postanalytical phase

pracesses following the examination including syste-
matic review, formatting and interpretation, authori-
zation for release, reporting and transmission of the
results, and storage of samples of the examinations

3.1

pre-examination procedures

preanalytical phase

steps starting, in chronological order, from the
clinician’'s request and including the examination
requisition, preparation of the patient, collection of
the primary sample, and transportation to and
within the laboratory, and ending when the analytical
examination procedure begins

3.12

primary sampie

specimen

set of one or more parts initially taken from a system

NOTE In some countries, the term “specimen” is used
instead of primary sample (or a subsample of i}, which
is the sample prepared for sending to, or as received by,
the laboratory and which is intended for examination.

3.13

quantity

aftribute of a phenomenon, body or substance that
may be distinguished qualitatively and determined
quantitatively

[VIM: 1293, definition 1.1]

3.14

quality management system

management system to direct and control an orga-
nization with regard to quality

[ISO 8000:2005, definice 3.2.3]

NOTE For the purposes of this international Standard,
the “quality” referred to in this definition relates to matters of
both management and technical competence.

315
referral laboratory
external faboratory to which a sample is submitted
for a supplementary or confirmatory examination
procedure and report

3.16

sample

one or more parts faken from a system and intended
to provide information on the.system, often to serve
as a basis for decision on the system or its production

EXAMPLE A volume of serum taken from a larger volume
of serum.
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3.7

navaznost

vlastnost vysledku méfeni nebo hodnoty etalonu,
kterym miize byt uren vztah k uvedenym referen-
cim, zpravidia narodnim nebo mezindrodnim eta-
lon(im, pomoci nepferuSeného fetézce porovnavani,
jejichZ nejistoty jsou uvedeny

[VIM:1993, definice 6.10)

3.18

spravnost méieni

tésnost shody mezi primérnou hodnotou ziskanou
z velke série vysledkll méfeni a spravnou hodnotou

POZNAMKA  Upraveno podle ISO 3534-1:1993, definice 3.12.

3.19

nejistota méreni

parametr spojeny s vysledkem méfeni a charakte-
rizujici rozptyl hodnot, které by mohly byt rozumné
piifazeny méfené velitiné

[VIM: 1993, definice 3.8]

4 Pozadavek na management

4.1 Organizace a fizeni

4.1.1  Zdravotnicka laboratof nebo organizace, jejiz
je laborator sougasti, musi mit pravni identitu.

4.1.2 SluZzby zdravotnické laboratofe, vietné odpo-
vidajici interpretace a poradenskych sluzeb, musi
byt navrZeny {ak, aby spliiovaly poffeby pacient(
a v8ech klinickych pracovnikil odpovédnych za pédi
0 pacienty.

4.1.3 Zdravotnicka laborator (dale jen ,Jaboratoi)
musi pfi provozovani €innosti ve svych stalych zafi-
Zenich nebo i na jinych mistech, za néZ je odpovédna,
pinit pfisluéne poZadavky této mezinarodni normy.

4.1.4 Musi byt ur€eny odpovédnosti pracovnik(
laboratofe, ktefi se ugastni vySetfovani primarnich
vzorkll nebo ktefi je mohou oviivnit, aby bylo mozno
identifikovat stfet z&jmid. Zkousky by nemély byt
ovlivnény finanénimi nebo politickymi Gvahami {napf.
pohnutkami).

4.1.5 Za navrh, zavedeni, udrZovani a zlepSovani
systému managementu jakosti musi odpovidat vedeni
iaboratoi'e. To musi zahrnovat:

a) podporu ze strany vedeni véem pracovnikiim
laboratofe poskytnutim odpovidajici pravomoci
a zdrojl, nezbytnych k pinéni jejich povinnosti:

b) opatfeni zajiStujici, Ze vedeni a pracovnici nejsou
vystaveni Zadnym nezadoucim vnitinim a vn&jsim
komerénim, finanénim nebo jinym viiviim a tlakdm,
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traceability

property of the result of a measurement or the value
of a standard whereby it can be related to stated
references, usually national or international standards,
through an unbroken chain of comparisons ali having
stated uncertainties

[VIM: 1993, definition 6.10]

3.18

trueness of measurement

closeness of agreement between the average value
obtained from a large series of results of measurements
and a true value

NOTE Adapted from 1SO 3534-1:1993, definition 3.12

3.19

uncertainty of measurement

parameter, associated with the result of a measurement,
that characterizes the dispersion of the values that
couid reasonably be attributed to the measurand

[VIM: 1983, definition 3.9]

4 Management requirement

4.1 Organization and management

4.1.1 The medical laboratory or the organization
of which the laboratory is a part shail be legally
identifiable.

41.2 Medical laboratory services, including appropriate
interpretation and advisory services, shall be designed
to meet the needs of patients and all clinical personnel
responsible for patient care.

4.1.3 The medical laboratory (hereafter referred to
as “the laboratory”} shall meet the relevant requirements
of this International Standard when carrying out
work in its permanent facilities, or at sites other than
the permanent facilities for which it is responsible.

4.1.4 The responsibilities of personnel in the
laboratory with an involvement or influence on the
examination of primary samples shall be defined in
order to identify conflicts of interest. Financial or
political considerations {e.g. inducements) should
not influence testing.

4.1.5 Laboratory management shall have responsibiiity
for the design, implementation, maintenance and
improvement of the quality management system.
This shall include the following:

a) management support of all laboratory personnel
by providing them with the appropriate authority
and resources to carry out their duties;

b) arrangements to ensure that management and
personnel are free from any undue internal and
external commercial, financial or other pressures

které by mohly negativné oviiviiovat jakost jejich
prace;

¢) obecne predpisy a postupy pro zaji§téni ochrany
utajovanych informaci (viz pfiloha C);

d) obecné pfedpisy a postupy branici zapojeni labo-
ratofe do v8ech Cinnosti, které by mohly oslabit
diivéru vjeji odbornou zplsobilost, nestrannost,
Gsudek nebo provozni beziihonnost;

e) organizacni afidici strukturu laboratofe a JB}I
vztah: ‘Ke-kterekoliv jiné organizaci, s niz mizZe
byt-propojena;

f) vymezené odpovédnosti, pravomoci a vzajemné
vztahy vSech pracovniky;

g) odpovidajict $koleni véech pracovnikil a dozor
piiméfeny jejich zkusenostem a stupni odpovéd-
nost, vykonavany kompetentnimi osobami obezna-
menymi s Ugelem, postupy a hodnocenim vysledkil
piisludnych postupl vySetreni;

h} technické vedeni, které ma celkovou odpovédnost
za technické &innosti aza zajiStfovani zdroji
nezbytnych k zabezpeteni poZadované jakosti
laboratornich postupt;

i} jmenovani manaZera kvality- (muie byt nazyvan
i jinak), na n&jz je pfenesena pravomoc a odpo-
védnost za dohled nad pinénim poZadavkl systému
managementu kvality, a kiery musi predkladat
zpravy pifimo vedeni laboratofe, rozhodujicimu
o politice laboratofe a zdrojich laboratore,;

j} imenovani zastupcl pro véechny klic‘“:dyé.-funkgq;t;
v mendich laboratofich vSak mohou-jednotlivci-

zastavat soucasné vice nez jednu funkci a mohlo
by byt nepraktické jmenovat zastupce pro kaZdou
funkci.

41.6 Vedeni laboratoie musi zajistit, aby v labo-
ratofi byly zavedeny vhodné zplisoby komunikace
a aby byly sdélovany informace o efektivité systému
managementu kvality.

4.2 Systém managementu kvality

4.21 Obecné pFedpisy, procesy, programy, postupy
anavody musi byt dokumentovany a piistupné
v8em pracovnikdim, kterych se tykaji. Vedeni musi
zajistit, aby dokumenty byly srozumitelné a aby byly
uvedeny do praxe.

4.2.2 Systém managementu kvality musi zahmovat,
ale nesmi byt omezen pouze na, vnitini fizeni
kvality a O¢ast v organizovaném mezilaboratornim
porovnavani, jako jsou programy externiho hodnoceni
kvality.

423 Obecné pristupy a cile systému managementu
kvality musi byt definovany v prohlageni o politice

"
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and influences that may adversely affect the
quality of their work;

¢) policies and procedures for ensuring the protection
of confidential information (see Annex C);

d) policies and procedures for avoiding involvement in
any activities that would diminish confidence in
its competence, impartiality, judgement, or ope-
rational integrity;

e} the organizational and management structure
of the laboratory and its relationship fo any other
organization with which it may be associated,;

f) specified responsibilities, authority, and interrela-
tionships of ail personnet;

g) adequate fraining of all staff and supervision
appropriate to their experience and level of
responsibility by competent persons conversant
with the purpose, procedures and assessment
of results of the relevant examination procedures;

h) technical management which has overall responsibility
for the technical operations and the provision of
resources needed to ensure the required quality
of laboratory procedures;

i) appointment of a quality manager (however named)
with delegated responsibility and authority to oversee
compliance with the requirements of the quality
management system, who shall report directly
to the level of laboratory management at which
decisions are made on laboratory policy and
resources;

J) appointment of deputies for all key functions,
while recognizing that in smaller laboratories
individuals can have more than one function and
that it could be impractical to appoint deputies
for every function.

4.1.6 Laboratory management shall ensure that
munication processes are established within
oratory and that communication takes place
egarding the effectiveness of the quality mana-
gement system.

4.2 Quality management system

4.21 Policies, processes, programmes, procedures
and instructions;shall be documented and commu-
nicated-to all'relevant personnel. The management
shall ensure that the documents are understood
and implemented.

4.2.2 The quality management system shall include,
but not be limited to, internal quality control and
participation in crganized interlaboratory comparisons
such as external quality assessment schemes.

4.2.3 Policies and objectives of the quality mana-
gement system shall be defined in a quality policy
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kvality pod pravomoci vedouciho laboratofe a musi
byt dokumentovany v pfiru¢ce kvality. Toto prohia-
Seni musi byt kdykoliv k dispozici pfisludnym pra-
covnikim, musi byt pfesné a vystizné a musi obsahovat:

a) predmét sluZeb, které hadla faboratof poskytovat;

b) prohla3eni vedeni laboratofe o standardu sluzeb
laboraiofe;

c) cile systému managementu kvality;

d) poZadavek, aby se vSichni pracovnici podilejici
se na &innostech spojenych s vySetfovanim sezna-
movali s dokumentaci kvality a prib&zné piejimali
obecné pfedpisy a postupy;

e) zavazek laboratofe k dodrzovani zésad spravné
profesionalni praxe, kvality jejich vySeffen a shody
se systémem managementu kvality,

f) zavazek vedeni laboratofe k pinéni poZadavkd
této mezinarodni normy.

424 Pfirutka kvality musi popisovat systém mana-
gementu kvality a strukturu dokumentace, ktera je
pfi ném pouzivana. Pfiruéka kvality musi obsahovat
pomocné postupy véetné technickych postuptl, nebo
na né odkazovat. Musi znazomovat strukturu doku-
mentace v sysiému managementu kvaiity. V pfiruéce
kvality musi byt definovany Glohy a odpovédnosi
technickeho vedeni a manazera kvality, véetn& jejich
odpovédnosti za zajisténi shody stouto mezina-
rodni normots.

VSichni pracovnici musi byt pougeni o pouZiti pfi-
rucky kvality a v8ech dokumentdl, na které odkazuje,
a o poZadavcich na jejich uvadéni v platnost. Osoba
povérena vedenim lahoratofe odpovédnosti za kvalitu
ma pravomoc a je odpovédna za udrZovani prirucky
kvality v aktualnim stavu [viz 4.1.5 i)].

Obsah pfirucky kvality pro zdravotnickou laboratof
mize byt tento:

a) dvod;

b) popis zdravotnické laboratofe, jeji pravni iden-
tifikace, zdroje a hlavni povinnosti;

c) politika kvality;

d) vzdélavani a $koleni zaméstnanca;

e) zabezpedovani kvality;

f) fizeni dokument(;

g) zdznamy, jejich udrZovani a archivace;
h) umisténi a prostfedi faboratore;

i) pfistroje, Cinidla a/nebo odpovidajici spotfebni
materialy;

i) validace vy3etiovacich metod:;
k) bezpecnost;
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statement under the authority of the laboratory director
and documented in a quality manual. This policy
shall be readily available to appropriate personne,
shall be concise and shall include the following:

a) the scope of service the laboratory intends to
provide;

b) the laboratory management's statement of the
laboratory's standard of service;

c) the objectives of the quality management system:

d) a requirement that all personnel concerned with
examination activities familiarize themselves with
the quality documentation and implement the
policies and procedures at all times;

e) the laboratory’s commitment to good professional
practice, the quality of its examinations, and
compliance with the quality management system;

f) the laboratory management's commitment to
compliance with this International Standard.

4.2.4 A quality manual shall describe the quality
management system and the structure of the docu-
mentation used in the quality management system.
The quality manual shall include or make reference
to the supporting procedures including technical
procedures. It shall outline the structure of the
documentation in the quality management system.
The roles and responsibilities of technical management
and the quality manager, including their responsibility
for ensuring compliance with this Intemational Standard,
shall be defined in the quality manual.

All personnel shall be instructed on the use and
application of the quality manual and all referenced
documents, and of the requirements for their imple-
mentation. The quality manual shall be kept up to
date under the authority and responsibility of an
individual appointed to be responsible for quality
by the laboratory management [see 4.1.5i)].

The table of contents of a quality manual for a medical
laboratory might be as follows:

a) Introduction.

b) Description of the medical laboratory, its legal
identity, resources, and main duties.

¢} Quality policy.

d) Staff education and fraining.

&) Quality assurance.

fy Document contral.

g) Records, maintenance and archiving.
i) Accommodation and environment.

i} Instrurments, reagents and/or relevant consumables
management.

j) Validation of examination procedures.
k) Safety.

I} aspekty vnéjSiho prostfedi [napf. doprava, odstra-
fiovani odpadu a pouZitého spotfebniho materialu —
jako dodatek k boddim, nebo odiiéné od bodt h) a i)];

m) vyzkum a vyvoj (pokud plipada v Gvahu);
n) seznam vy$etfovacich postup(;

0) Zadanky, primarni vzorky, odb&r a manipulace
s laboratornimi vzorky;

p) validace vysledki;

q) fizeni kvality (véetn& mezilaboratomich porovnavani);
3} laboratorni informagni systém (viz piiloha B);

s) predkladani vysledkd;

t) napravna opatfeni a vyfizovani stiZnosti;

u) komunikace a ostatni interakce s pacienty, zdra-
votnickymi pracovniky, smluvnimi laboratofemi

a s dodavateli
v) interni audity;
w) etika (viz pfiloha C).

4.2.5 Vedeni laboratofe musi stanovit a zavést
program, ktery pravidelné monitoruje a prokazuje
spravnou kalibraci a funkci pfistrojl, ¢inidel a ana-
lytickych systémil. Musi mit :také pisemné doku-
mentovany program preventivni UdrZby-a kalibrace
(viz 5.3.2), ktery se Fidi minimaing doporuéenimi
vyrobce.

4.3 Rizeni dokumenti

4.3.1 Laboratof musi stancvovat, ddk

a udrzovat postupy fizenf vech dokumentt a informaci

(z vnitinich i vnéjSich zdrojdi), kieré tvofi jeji doku-
mentaci kvality. Kopie kazdého z téchto fizenych
dokument musi byt archivovana pro pozd&jsi odka-
zovani a vedouci laboratefe musi uréit dobu jejiho
skiadovani. Tyto fizené dokumenty mohou byt ucho-
vavany na jakémkoliv vhodném médiu, véetné& papiru.
Pro uchovavani dokumentace ize pouZit narodni;
regionalni nebo mistni predpisy.

POZNAMKA V této souvislosti ,dokument® znamena
kaZdou informaci nebo navody vietn# stanoveni obecnych
predpist, pfirucky, postupy, specifikace, kalibragni tabulky,
biologicke referentni intervaly a jejich zdroje, grafy, plakaty,
poznamky, memoranda, software, nakresy, plany a doku-
menty extermiho pivodu, jako jsou predpisy, normy nebo
vySetfovaci postupy.

4.3.2 Musi byt pfijaty postupy zajigtujici, Ze:

a) vSechny dokumenty vydané jako soucast systéemu
managementu kvality pro pracovniky laboratoie
jsou pfezkoumany a schvaleny pred jejich vyda-
nim povéfenou oscbou;

b) je udrZovan seznam uvadéjici aktudlni platné

revize a jejich distribuci, oznaovany také jako
denik fizené dokumentace;
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I} Environmental aspects [e.g. transportation, con-
sumahles and waste disposal, in addition to, and
different from, h) and i).]

m) Research and development. (If appropriate.)
n) List of examination procedures.

0) Request protocals, primary sample, collection and
handling of laboratory samples.

p} Validation of resulis.

q) Quality control (including interiaboratory comparisons).
r) Laboratory information system. (See Annex B.)
s) Reporting of results.

t) Remedial actions and handling of complaints.

u} Communications and other interactions with
patients, health professicnals, referral laboratories
and suppliers.

v) Internal audits.
w) Ethics. (See Annex C.)

4,25 Laboratory management shall establish and
implement a programme which regularly monitors
and demonstrates proper calibration and function
of instruments, reagents and analytical systems. It
shall also have a documented and recorded programme
of preventive maintenance and calibration (see 5.3.2),
which, ai a minimum, follows manufacturer’s recommen-
dations.

4.3 Document control

4.3.1 The laboratory shall define, document and
maintain procedures to control all documents and
information (from internal and external sources)
that form its quality documentation. A copy of each
of these controlled documents shall be archived
for later reference and the laboratory director shaff
define the retention period. These controlled documents
ay:be: maintained on any appropriate medium —

* including, or not, paper. National, regional and local

regulations concerning document retention could apply.

NOTE In this context, “document” is any information or
instructions, including policy statements, text books,
procedures, specifications, calibration tables, biological
reference intervals and their onigins, charts, posters, notices,
memoranda,.software, drawings, plans, and documents
of external origin such as regulations, standards or exami-
nation procedures.

4.3.2 Procedures shall be adopted to ensure that

a) all documents issued to laboratory personnel
as part of the quality management system are
reviewed and approved.by. authorized personnel
prior to issue; i

b) a list, also referred to as a document control
log, identifying the current valid revisions and
their distribution is maintained;
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¢) na odpovidajicich mistech jsou pro aktivni pouziti
k dispozici pouze aktualni schvalené verze piislus-
nych dokumentd;

d) dokumenty jsou periodicky prezkoumavany, podle
potieby revidovany a schvalovany povéfenymi
osobami;

€) neplainé nebo zastaralé dokumenty jsou ze viech
mist pouZiti urychlené odstrafiovany nebo jinak
Zabezpedeny pied pouZitim z nepozornosti;

f) nahrazované dokumenty, které jsou zadrieny
nebo archivovany, jsou vhodné oznadeny, aby
se zabranilo jefich pouziti z nepozornosti;

g) pokud systém fizeni laboratorni dokumentace
dovoluje ruéni zménu dokument az do jejich
nového vydani, jsou stanoveny postupy a pravo-
moci pro takové zmény, pfitemZ zmeény musi byt
jasné oznaceny, parafovany a datovany, a v co
mozZno nejkratsi dobé& musi byt vydan revido-
vany dokument;

h) jsou zavedeny postupy popisujici jak maji byt
provadény a fizeny zmény dokumentd udrzova-
nych v poditatovych systémech.

4.3.3 VZechny dokumenty pfislusejici k systému
managemeniu kvality musi byt jednozna&né ozna-
¢eny, aby obsahovaly:

a) nazev;

b) vydani nebo datum posledni revize nebo &islo
revize, nebo viechny tyio lidaje souéasné;

¢) pocet stran (kde to pfipada v Uvahu);
d) osobu zplnomocnénou k vydani;
e) identifikaci zdroje.

4.4 Piezkoumani smiuv

4.41 Tam, kde zdravotnicka laboratof uzavie
smlouvy ¢ poskytovani svych sluZeb, musi zavést
a udrZovat postupy pro pfezkoumavani smiuv. Obecné
piedpisy a postupy tohoto pfezkoumani, vedouci
ke zméné v dohodach o vydetfenich nebo ve smlou-
vach, musi zajistit, aby:

a) byly odpovidajicim zplisobem definovany, doku-
mentovany a chapany poZadavky, vietné metod,
které maiji byt pouZity (viz 5.5);

b) laboratof méla schopnosti a zdroje ke spinéni
téchto pozadavk(;

¢) byly zvoleny vhodné postupy pro spinéni poza-
davkl smiouvy a klinickych potieb (viz 5.5).

V souvislosti s bodem b) by pfezkoumani zpiso-
bilosti mélo potvrdit, Ze laboratol ma nezbytné fyzicke,
personalni a informadni zdroje, a Ze pracovnici labo-
ratofe maji potfebné zkuenosti a znalosti nezbytné
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¢) only currently authorized versions of appropriate
documents are available for active use at relevant
locations;

d) documents are periodically reviewed, revised
when necessary, and approved by authorized
personnel;

e) invalid or obsolete documents are promptly removed
from all points of use, or otherwise assured against
inadvertent use;

f) retained or archived superseded documents are
appropriately identified to prevent their inadvertent
use;

g) if the laboratory's documentation control system
allows for the amendment of documents by hand
pending the re-issue of documents, the procedures
and authorities for such amendments are defined,
while amendments are clearly marked, initialled
and dated, and a revised document is formally
re-issued as soon as practicable;

h) procedures are established to describe how
changes fo documents maintained in computerized
systems are to be made and controlied.

4.3.3 All documents relevant to the quality mana-
gement system shalf be uniquely identified, to include:

a) titie;

b) edition or current revision date, or revision number,
or all these;

¢) number of pages (where applicable);
d) authority for issue;
e) source identification.

4.4 Review of contracts

4.4.1 Where a laboratory enters into a contract to
provide medical laboratory services, it shall establish
and maintain procedures for review of contracts.
The policies and procedures for these reviews leading
to a change in the arrangements for examinations
ot contracts shall ensure that;

a) requirements, including the methods fo be used,
are adequately defined, documented and understood
(see 5.5);

b) the laboratory has the capability and resources
to meet the requirements;

¢) appropriate procedures selected are able to meet
the contract requirements and clinical needs
(see 5.5).

In reference to b), the review of capability should
establish that the laboratory possesses the necessary
physical, personnel and information resources, and
that the laboratory’s personnel have the skills and

k provadéni piisludnych vyZetieni. Plezkoumani mize
také zahrnout vysledky predchozi GEasti v progra-
mech externiho zabezpedeni kvality, ve kterych byly
pouZity vzorky o znamé hodnoté&, za (&elem stano-
veni nejistot méfeni, limitli detekce, limitl spolehli-
vosti, atd.

4.4.2 Musi byt uchovavany zaznamy o prezkou-
manich, v&etné viech vyznamnych zm&n a souvi-
sejicich diskusi (viz 4.13.3).

ou ani musi pokryvat také jakékoliv
ginnosti, které byly laboratofi zadany (viz 4.5).

4.4.4 Zakaznici laboratofe (napf. klinitti |ékafi, zdra-
votnicka zafizeni, zdravotni pojistovny, farmaceu-
tické spolecnosti) musi byt informovani o kaZdé
odchylce od smilouvy.

4.45 Vznikne-li-potfeba zménit smlouvu po zaha-
jeni prace, musi se stejny proces pfezkoumanit smiouvy
opakovat a ve3keré zmény musi byt oznameny viemn
zaCastnénym stranam.

4.5 Vy3etfovani ve smluvnich laboratofich

4.5.1 LaboratoF musi mit G&inn dokumentovany
postup pro hodnoceni a vyb&r ‘smiuvnich laboratofi,
stejné jako konzultantll, ktefi maji podavat druhy
posudek v oborech histopatologie, cytolegie a v pfi-
buznych oborech. Vedeni laboratofe, po pfipadné
poradé s uzivateli laboratornich sluzeb, je odpovédné
za volbu a sledovani jakosti smluvnich laboratofi

a konzultantll a musi zajistit, aby smiuvni. Iaborator_;;
nebo konzultant byii kompetentni k provadén 0Za-

dovanych vySetieni.

4.5.2 Dohody se smiluvnimi laboratefemi se musi

periodicky pfezkoumavat, aby bylo zajisténo, Ze:

a) poZadavky, véetné postupll predchazejicich vyse-
tfeni i postupll nasledujicich po vy3etfeni, jsod

odpovidajicim zplisobem definovany, dokumen-"

tovany a chapany;

b) smiluvni laboratoi’ miZe vyhovét poZadavkiim
a nedochazi k Zadnym stfetiim zajmi;

c) vybér postupll vySetieni je vhodny pro zamyslené
pouziti;

d) jsou jednoznacné urleny pfislu$né odpovédnosti
Za interpretaci vysledkd vySetieni.

Zaznamy o takovych pfezkoumanich musi byt udrzo-
vany podle narodnich, regionalnich nebo mistnich
poZadavk(.

4.5.3 laboratof’ musi udrZovat soupis véech smiuvnich
laboratofi, ktere vyuziva. Musi byt veden soupis véech
vzorkdl, které byly odeslany do jiné laboratofe. UZi-
vateli sluZeb laboratofe musi byt poskytnuf nazev
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expertise necessary, for the performance of the
examinations in question. The review may also
encompass results of earlier participation in external
quality assurance schemes using samples of known
value in order to determine uncertainties of measu-
rement, limits of detection, confidence limits, etc.

4.4.2 Records of reviews, including any significant
changes and pertinent discussions, shall be maintained
(see 4.13.3).

4.4.3 The review shall also cover any work referred
by the laboratory (see 4.5).

444 Customers (e.g. clinicians, health care bodies,
health insurance companies, pharmaceutical companies)
shall be informed of any deviation from the contract.

4.4.5 If acontract needs to be amended after
work has commenced, the same contract review
process shall be repeated and any amendments
shall be communicated to all affected parties.

4.5 Examination by referral laboratories

4.51 The laboratory shall have an effective docu-
mented procedure for evaluating and selecting
referral laboratories as well as consultants who are
to provide second opinions for histopathology, cytology
and related disciplines. Laboratory management, with
the advice of users of laboratory services where
appropriate, shall be responsible for selecting and
monitoring the quality of referral laboratories and
consultants and shall ensure that the referral labo-
ratory or referral consultant is competent to perform
the requested examinations.

4.5.2 Arrangements with referral laboratories shall
be reviewed periodically to ensure that:
eqmrements including the pre-examination and

documented, and understood:;

b} the referral faboratory is able to meet the requirements
and that there are no conflicts of interest;

¢) selection of examination procedures is appropriate
for the.i tended use;

d) resﬁ"e e reSponS|b|I|t|es for the interpretation
of examination results are clearly defined.

Records of such reviews shall be maintained in
accordance with national, regional or local requirements.

453 The Iaboratcry shall maintain a register of
all referral laboratories that it uses. A register shall
be kept of all samples that have been referred to
another laboratory. The name and address of the
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a adresa laboratofe odpovédné za vysledek vyse-
treni. Kopie laboratomni zpravy musi byt uloZena jak
v zdznamech pacienta, tak i ve stalé dokumentaci
taboratofe.

4.5.4 Za dodani vysledk( vySetieni a nalez smiuvni
laboratofe osobé Zadatele musi byt odpovédna zada-
vajici laboratof a nikoliv smluvni laborator. Pfipra-
vuje-li zpravu zadavajici laboratof, musi do ni zahr-
nout vechny podstatné ¢asti vysledkil ze zpravy
smiuvni laboratofe, a fo beze zmén, které by mohly
oviivnit kiinickou interpretaci.

Lze pouZit narodni, regionalni a mistni pfedpisy.

To vSak neznamena, pokud to nevyZaduji narodni
nebo mistni zakony nebo predpisy, Ze zprava zada-
vajici laboratofe ma doslovné& stejny obsah i formu
jako zprava smiuvni laboratofe. Vedouci zadavajici
laboratofe mizZe k poznamkam smluvni laboratore,
pokud existuji, poskytovat dalsi vysvétlujici poznamky
s ohledem na pacienta a mistni zdravotnické pro-
stfedi. Autor t&chfo pfidavnych poznamek ma byt
jasné uveden,

4.6 Externi sluzby a dodavky

4.6.1 Vedeni laboratofe musi stanovit a dokumen-
tovat svoje obecné pfedpisy a postupy pro vybér
a pouziti placenych extemich sluZeb, zafizeni a doda-
vek spoffebniho materiaiu, které ovliviuji kvalitu labo-
ratornich sluzeb. Nakoupené polozky musi diisledné
splfiovat poZadavky laboratofe na kvalitu. Narodni,
regionalni nebo mistnimi pfedpisy mohou vyZadovat
vedeni zaznamil o nakupovanych poloZkach. Musi
byt pfijaty postupy a kritéria pro kontrolu, pfijeti
nebo odmitnuti a skladovani spotiebniho materialy,

4.6.2 Nakoupené zafizeni a dodéavky spotfebniho
materialu, které maji vliv na kvalitu laboratornich
sluZzeb se nesmé&ji pouZivat, dokud se neovéfi, Ze
spliuji specifikace normy nebo pozadavky stano-
vené pro postupy, k nimZ jsou uréeny. Toho miiZze
byt dosaZeno vySetfenim vzorkd pro fizeni kvality
a ovéfenim, Ze vysledky jsou pfijatelné. K ovéfeni
lze pouZit také dokumentaci dodavatele, doklada-
jici shodu s jeho systémem managementu kvality.

4.6.3 Musi byt zaveden systém fizeni dodavek.
Musi byt zavedeny, a po dobu uréenou v systému
managementu kvality udrzovany, odpovidajici zaznamy
o jakosti externich sluZeb, dodavek a nakupovanych
produktli. Tento systém ma obsahovat zaznamy Gisel
vyrobnich SarZi véech pouZivanych &inidel, kontrolnich
materiald a kalibratordl, datum jejich pfijetf do labo-
ratofe a datum jejich vydani do spotfeby. Viechny
tyto zaznamy o kvalité musi byt dostupné pro prezkou-
mani vedenim laboratore.
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laboratory responsible for the examination result shall
be provided to the user of laboratory services. A duplicate
of the laboratory report shall be retained in both
the patient record and in the permanent file of the
laboratory.

4.5.4 The referring laboratory and not the referral
laboratory shall be responsible for ensuring that
referral laboratory examination results and findings
are provided to the person making the request. If
the referring laboratory prepares the report, it shall
include all essential elements of the results reported
by the referrai laboratory, without alterations that
could affect clinicai interpretation.

National, regional and local regulations may apply.

However, this does not require that the referring
laboratory report include every word and have the
exact format of the referral laboratory report, unless
national/local laws or regulations require it. The
referring laboratory director may elect to provide
additional interpretative remarks to those, if any, of
the referral laboratory, in the context of the patient
and the local medical environment. The author of
such added remarks should be clearly identified.

4.6 External services and supplies

4.6.1 Laboratory management shall define and
document its policies and procedures for the selection
and use of purchased external services, equipment
and consumable supplies that affect the quality of
its service. Purchased items shall consistently meet
the laboratory's quality requirements. National, regionat
or local regulations may require records of purchased
items. There shaill be procedures and criteria for
inspection, acceptancefrejection, and storage of
consumable materials.

462 Purchased equipment and consumable supplies
that affect the quality of the service shall not be used
until they have been verified as complying with standard
specifications or requirements defined for the procedures
concerned. This may be accomplished by examining
quality control samples and verifying that resuits
are acceptable. Documentation of the supplier's
conformance with its quality management system
may aiso be used for verification.

4.6.3 There shall be an inventory control system
for supplies. Appropriate quality records of external
services, supplies and purchased products shall
be established and maintained for a period of time,
as defined in the quality management system. This
system should include the recording of lot numbers of
all relevant reagents, contro! materials and calibrators,
the date of receipt in the laboratory and the date the
material is placed in service. All of these quality
records shall be available for laboratory manage-
ment review.
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4.6.4 Laboratof musi hodnotit dodavatele rozho-
dujicich &inidel, dodavek a sluZeb, které owiiviiuji
kvalitu vySetfeni, a musi uchovévat zaznamy o tomto
hodnoceni véetné seznamu odsouhlasenych doda-
vatell.

4.7 Poradenské sluzby

Prislu$ni odborni pracovnici laboratoie musi posky-
tovat rady pro volbu vySetfeni a pouzivani sluzeb,
véetné Eetnosti opakovani, a poZzadovangho druhu
vzorku, kde:to pfipada v Uvahu, musi byt poskyt-
nuto vysvétieni‘vysledki vysetfent.

Odborni pracovnici laboratofe by se méli pravidelné
setkavat s klinickymi pracovniky na dokumentova-
nych schiizkach zabyvajicich se pouZivanim sluzeb
laboratofe a ke konzultacim o védeckych otazkach.
Odborni pracovnici laboratofe by se méli uastnit
klinickych vizit umoZfijicich poskytovat rady o efek-
tivnosti véeobecné& i v jednotlivych pfipadech.

4.8 Vyfizovani stiznosti

Laboratof musi mit vypracovany obecné predpisy
a postupy pro vyfizovani stiznosti nebo jinych zpét-
novazebnich podnét od Kiinickych pracovnik(, pacientl
nebo ostatnich uCastnik(. Zaznamy o'stiZnostech
a jejich vySetfovéni a napravnych ‘opatfenich piijatych
laboratofi musi byt udrZovany podie platnych poZa-
davk( [viz 4.13.3 i)].

POZNAMKA  Laboratofim se doporutuje, aby ziskavaly,
nejlépe soustavné, kladné i zapomé zpétnavazebni infor-
mace od uZivatelll svjch sluZeb (napf’. priizkumy).

4.9 Zjisténi a fizeni neshod

4.91 Vedeni laboratofe musi mit zavedeny obecné
predpisy a postupy pro pripad zjisténi, Ze se jaky-
koliv aspekt vySetfeni neshoduje s jeho viastnimi

postupy nebo s odsouhlasenymi poZadavky systému-

managementu kvality nebo klinického Zadatele. T
musi zarugit, Ze:

a) jsou jmenovani pracovnici odpovédni za FeSeni
problému;

b) jsou stanovena opatfeni, jez maji byt piijata;

) je zvaZovan lékaisky vyznam neshodnych vySetfeni
a tam, kde je to vhodné, je informovan klinicky
Zadatel;

d} v pfipadé potfeby je vySetfovani zastaveno a zpravy
jsou zadrzeny;

e} jsou neprodlené pfijata napravna opatfeni;

f) jiZ uvolnéne vysledky neshodnych vysetfeni jsou
podle potfeby stazeny nebo vhodnym zpliso-
bem oznaceny;

g) je urena odpovédnost za souhlas ke staZeni
vysiedk{ vySetfovani;

&SN EN 1SO 15189

4.6.4 The laboratory shall evaluaie suppliers of
critical reagents, supplies and services that affect
the quality of examinations and shall maintain records
of these evaluations and list those approved.

4.7 Advisory services

Appropriate laboratory professional staff shall provide
advice on choice of examinations and use of the
services, including repeat frequency and required
type of sample. Where appropriate, interpretation
of the results of examinations shall be provided.

There should be regular documented meetings of
professional staff with the clinical staff regarding
the use of the laboratory services and for the purpose
of consultation on scientific matters. The professional
staff should participate in clinical rounds, enabling
advice on effectiveness in general as well as in
individual cases.

4.8 Resolution of complaints

The laboratory shail have a policy and procedures
for the resolution of complaints or other feedback
received from clinicians, patients or other parties.
Records of complaints and of investigations and
corrective actions taken by the laboratory shalf be
maintained, as required [see 4.13.3 ).

NOTE Laboratories are encouraged to obtain both positive
and negative feedback from the users of their services,
preferably in a systematic way (e.g. surveys).

4.9 |dentification and control
of nonconformities

4.9.1 Laboratory management shall have a policy
and procedure to be implemented when it detects
that any aspect of its examinations does not conform
with--its own procedures or the agreed upon
requirements of its quality management system or
the requesting clinician. These shall ensure that:

a) personnel responsible for problem resolution
are designated;

b) the actions to be taken are defined;

c) the medical significance of the nonconforming
examinations is considered and where appropriate,
the requesting clinician informed;

d) examinations are halted and reports withheld
as necessary;

e) corrective action is taken immediately;

f} the results of nonconforming examinations already
released are recalled ‘or-appropriately identified,
ifnecessary: - °* * S

g) the responsibility for authorization of the resumption
of examinations is defined;

17



Se souhlasem UNMZ vytisknul - e-Business Services a.s. - Katerlina Holasova
Necpravnene rozmnozovani nebo rozsirovani norem je v rozporu se zakonem !

CSN EN ISO 15189

h) kazdy vyskyt neshody je dokumentovén a zazna-
menan, a tyto zaznamy jsou v uréenych, pravidel-
nych intervalech vedenim laboratofe vyhodno-
covany, aby mohly byt nalezeny trendy a zahajeny
preventivni Cinnosti.

POZNAMKA Neshodna vySetfeni nebo &innosti se objewji
vmnoha niznych oblastech a mohou byt zjist&ny fadou
rliznych zplsobil, véeind stiZnosti klinickych lékart,
ukazatel( kontraly jakosti, kalibrace pfistrojd, kontroly
spatiebnich materiall, poznamek pracovnikil laboratofe,
kontroly zprav a osvédéeni, pfezkoumani vedenim labo-
ratofe a internich a externich auditd.

4.9.2 Jestlize je zjiSténa moZnost opakovaného
vyskytu neshodnych vySetfeni nebo jsou-li pochyb-
nosti o tom, Ze laborator dodrZuje své viastni ocbecné
predpisy a postupy uvedené v piiruéce kvality, musi
byt neprodiené zavedeny postupy pro identifikaci,
dokumentovani a odstranéni zakladni(-ch) pfidiny
(pficin) (viz 4.10).

4.9.3 Laboratof musi stanovit a zavést postupy
pro vydavani vysiedkl v pripadé neshod, véetng
prezkoumani takovych vysledk(. Tyto pfipady must
byt zaznamendavany.

410 Opatieni k napravé

4.10.1 Postupy opatfeni k napravé musi obsahovat
postup vySetfovani ke zjisténi zakladni{-ch) pfiéiny
(pficin), ktera(-€) zplisobila(-y} problém. Tyto postupy
musi tam, kde to pfipada v Uvahu, vést k pfijeti pre-
ventivnich opatfeni. Opatfeni k napravé musi byt
primeéfena velikosti problému a odpovidajici moznym
rizikdim.

4.10.2 Vedeni laboratofe musi dokumentovat a zavést
kazdou zménu svych pracovnich postup(, ktera
vyplyne z vySetfovani pfi opatfenich k napravé.

4.10.3 Vedeni laboratofe musi sledovat vysledky
viech pfijatych opatieni k napravé, aby se zaijistila
jejich Géinnost pfi odstranéni zjisténych probléma.

4.10.4 Jestlize zjiSténim neshody nebo vysetiova-
nim pfi opatfenich k napravné vznikne pochybnost
o souladu s obecnymi pfedpisy a postupy nebo se
systémem managementu kvality, musi vedeni labo-
ratofe podle 4.14 zajistit v pfislunych oblastech
Ginnosti provedeni auditu. Vysledky pfijatych opatfeni
k napravé musi byt pfedmétem piezkoumani vede-
nim laberatore.

411 Preventivni opatfeni
4111 Musi byt odhaleny potencionaini zdroje

neshod a nalezena potfebna zlepseni jak v obiasti
technické, tak co se tyka systému managemeniu

h) each episode of nonconformity is documented
and recorded, with these records being reviewed
at regular specified intervals by laboratory mana-
gement to detect trends and initiate preventive
action.

NOTE Nonconforming examinations or activities occur
in many different areas and can be identified in many
different ways, including clinician complaints, quality control
indications, instrument calibrations, checking of consumable
materials, staff comments, reporting and certificate checking,
laboratory management reviews, and intemal and external
audits.

4.9.2 If it is determined that nonconforming exa-
minations could recur or that there is doubt about
the laboratory’s compliance with its own policies or
procedures as given in the quality manual, procedures
to identify, document and eliminate the roct cause(s)
shall be promptly implemented (see 4.10).

4.9.3 The laboratory shall define and implement
procedures for the release of results in the case of
nonconformities, including the review of such results.
These events shall be recorded.

410 Corrective action

4101 Procedures for comective action shall include
an investigative process to determine the underlying
cause or causes of the problem. These shall, where
appropriate, lead to preventive actions. Corrective
action shall be appropriate to the magnitude of the
problem and commensurate with possible risks.

4.10.2 Laboratory management shall document
and implement any changes required to its ope-
rational procedures resulting from corrective action
investigations.

4.10.3 Laboratory management shall monitor the
results of any corrective action taken, in order to
ensure that they have been effective in overcoming
the identified problems.

4.10.4 When the identification of non-conformance
or the corrective action investigation casts doubt
on compliance with policies and procedures or the
quality management system, laboratory manage-
ment shall ensure that appropriate areas of activity
are audited in accordance with 4.14. The resuits of
corrective action shall be submitted for laboratory
management review.

4.1 Preventive action
4111 Needed improvements and potential sources

of nonconformities, either technical or concerning
the quaiity management system, shall be identified.

kvality. Je-li tfeba phijmout preventivni opatieni, musi
byt vypracovan, zaveden a sledovan plan jejich pro-
vedeni, aby se sniZila pravdépodobnost vyskytu
takovych neshod a vyuZily se pfilezitosti ke zlepSeni.

4.11.2 Postupy preventivnich opatfeni musi absa-
hovat spusténi takovych akei a pouZiti kontrol, aby
byla zajisténa jejich Ucinnost.

POZNAMKA__ 1 Kromé pfezkoumani pracovnich postupl
mohou preventivni- opatfeni zahmovat analyzu Gdajd,
véetné analyzy trendd a rizik, a externi zajidténi kvality.

POZNAMKA 2 Preventivni opatfeni pfedstavuje spise
aktivni proces, poskytufici pfileZitosti ke zlepSovani, neZ
reakci na problémy nebo stiznosti.

. r

412 Neustalé zlepSov

jakékoliv potencionaini
zdroje neshody a pfilezitosti ke zlepSeni systému
managementu kvality nebo technickych zvyklosti,
musi vedeni laboratofe systematicky a v pravidel-
nych intervalech urenych v systému managementu
kvality pfezkoumavat viechny pracovni postupy.
Musi byt vytvofeny, dokumentovany a zavedeny
plany zlepSovani. S tihe .

4.12.2 Poté co byl pfijat postup vyplyvajici z pre-
zkoumani, musi vedeni laboratofe vyhodnotit jeho
tginnost pomoci cileného pfezkoumani nebo auditu
sledované oblasti.

4123 Vysledky postupu nasledujiciho po pfezkou-
mani musl byt pfedany vedeni laboratofe k pie-
zkoumani a zavedeni vech potifebnych zmén do
systému managementu kvality.

4.12.4 Vedeni laboratofe musi zavést ukazatele
kvality pro soustavné sledovani a hodnoceni podill
laboratofe na péci o pacienta. Jakmile jsou pomoc
tohoto programu zjistény pfileZitosti ke zlepSovani,
must jich vedeni laboratofe vyuZit, af se objevi
kdekoliv. Vedeni laboratofe musi zajistif, aby se
zdravotnicka laboratof (&¢astnila na Cinnostech ke
ZlepSovani kvality, kieré se zabyvaji odpovidajicimi
oblastmi a pfispivaji k pé&i o pacienta.

4.12.5 Vedeni laboratofe musi zajistit véem pra-
covnikiim laboratofe a piislusnym uZivatelim sluzeb
laboratofe pfistup ke vhodnym wvyukovym a skoli-
cim pfilezitostem.

4.13 Zaznamy o kvalité a technické zaznamy

4.13.1 Laboratol musi vypracovat a zavést postupy
pro identifikaci, shér, tfidéni, zpfistupnéni, sklado-
vani, udrzovani a bezpecné skartovani zaznami
o kvalité a technickych zaznamd.
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If preventive action is required, action plans shall be
developed, implemented and monitored to reduce
the likelihood of the occurrence of such noncon-
formities and to take advantage of the opportunities
for improvement.

4.11.2 Procedures for preventive action shall include
the initiation of such actions and application of controls
to ensure that they are effective.

NOTE 1 Apart from the review of the operational pro-
cedures, preventive action might involve analysis of data,
including trend- and risk-analyses and extemal quality
assurance.

NOTE 2 Preventive action is a pro-active process for
identifying opportunities for improvement rather than
a reaction to the identification of problems or complaints.

412 Continual improvement

4.12.1 All operational procedures shall be syste-
matically reviewed by laboratory management at
regular intervals, as defined in the quality mana-
gement system, in order to identify any potential
sources of nonconformance or other opportunities
for improvement in the quality management system
or technical practices. Action plans for improve-
ment shall be developed, documented and imple-
mented, as appropriate.

4.12.2 After action has been taken resulting from
the review, laboratory management shall evaluate
the effectiveness of the action through a focused
review or audit of the area concerned.

4.12.3 The results of action following the review
shall be submitted to laboratory management for
review and implementation of any needed changes
to the quality management system.

4,12.4 |.aboratory management shall implement
quality:indicators for systematically monitoring and
evaluating the laboratory’s contribution to patient care.
When this programme identifies opportunities for
improvement, laboratory management shall address
them regardless of where they occur. Laboratory
management shall ensure that the medical laboratory
participates in quality improvement activities that deal
with relevant areas and outcomes of patient care.

4125 Laboratory management shall provide access
to suitable educational and fraining opportunities
for all laboraiory personnel and relevant users of
{aboratory services.

4.13 Quality and technical records

4131 The laboratory shall establish and implement
procedures for identification, collection, indexing,
access, storage, maintenance and safe disposal of
quality and technical records.
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4.13.2 VSechny zaznamy musi byt &itelné a musi
byt skiadovany tak, aby je bylo moZno snadno vyhle-
dat. Zaznamy lze skladovat na jakémkoliv vhodném
mediu, v zavislosti na narodnich, regionalnich nebo
mistnich legisiativnich poZadavcich (viz poznamku 4.3.1).
Zafizeni pro uloZeni musi poskytovat vhodné pro-
stfedi, aby se zabranilo poSkozeni, znideni, ziratam
nebo necpravnénému pristupu.

4.13.3 Laboratol musi mit obecné piedpisy, které
uréuji dobu archivace riznych zaznamd vztahuji-
cich se k systému managementu kvality a vysledkiim
vysetfeni, které maji byt uchovany. Doba archi-
vace musi byt stanovena podle povahy vySetfeni
nebo zviast pro kazdy zdznam.

Lze pouZit narodni, regionaini a mistni predpisy.

Tyto zaznamy mohou zahrnovat mimo jiné:

a) Zadanky (v&etné pacientova diagramu nebo lékai-
ského zaznamu, pouze slouZi-li jako Zadanka);

b) vysledky vySetfeni a zpravy;,

€) zaznamy z pfistrojd;

d) postupy vySetreni;

e) laboratorni pracovni sesity nebo archy;
f) zaznamy o pfistupu;

g) kalibracni funkce a prepotitaci faktory;
h) zaznamy o fizeni kvality;

i} stiZnosti a pfijata opatreni;

j} zaznamy z internich a externich auditd;

k) zaznamy o externich hodnocenich kvality nebo
mezilaboratornich porovnavanich;

1) zéznamy o zlepSovani kvality;

m) zaznamy o UdrZbé pfistrojll, véetné zaznamd
o vnitfni a externi kalibraci;

n) dokumentace o vyrobnich SarZich, certifikaty doda-
vatell, pfibalové letaky;

0) zaznamy o nahodilych uddlostech/nehodéch a o pii-
jatych opatienich;

p) zaznamy o Skoleni zaméstnancil a o jejich odbomé
zplsobilosti.

4.14 Interni audity

4.14.1 Aby bylo ovéfeno, Ze pracovni &innosti
probihaji v souladu s poZadavky systému manage-
mentu kvality, musi byt, v intervalech stanovenych
v samotném systému, proveden interni audit vech
prvkll systému, ato jak fidicich, tak technickych.
Interni audit musi pfedevdim sledovat ty prvky
a klast dlraz na ty oblasti, které maji rozhodujici
vyznam pro pédi o pacienta.
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4.13.2 All records shall be [egible and stored such
that they are readily refrievable. Records may be
stored on any appropriate medium subject to national,
regional or local legal requirements (see Note, 4.3.1).
Facilities shall provide a suitable environment to
prevent damage, deterioration, loss or unauthaorized
access.

4.13.3 The laboratory shall have a policy that defines
the length of time various records pertaining to the
quality management system and examination results
are to be retained. Retention time shall be defined
by the nature of the examination or specifically for
each record.

National, regional and local regulations may apply.

These records may include but are not limited to
the following:

a} request forms (including the patient chart or medical
record only if used as the request form);

b) examination results and reports;

c) instrument printouts;

d) examination procedures;

e) laboratory work-books or sheets:

f) accession records;

g) calibration functions and conversion factors;
h} quality control records;

i} complaints and action taken;

i} records of internal and external audits;

k) external quality assessment recordsfinterlabora-
tory comparisons;

[) quality improvement records;

m) instrument maintenance records, including intemal
and external calibration records:

n) lot documentation, certificates of supplies, package
inserts;

0) incident/accident records and action taken;

p) staff training and competency records.

4.14 Internal audits

4.14.1 In order to verify that operations continue to
comply with the requirements of the quality mana-
gement system, internal audits of all elements of
the system, both managerial and technical, shall
be conducted at intervals defined by the system
itself. The internal audit shall progressively address
these elements and emphasize areas critically important
to patient care.

4.14.2 Audity musi formalné planovat, organizo-
vat a provadét manazZer kvality nebo ureni kvalifi-
kovani pracovnici. Pracovnici nesmi provérovat své
vlastni €innosti. Postupy pro interni audity musi byt
stanoveny a dokumentovany a musi obsahovat druhy
auditd, frekvenci, metodiku a poZadovanou dokumen-
taci. Jsou-li zaznamenany nedostatky nebo piile-
Zitosti ke zlepSeni, musi laboratofl pfijmout pfislusna
opatfent k ndpravé nebo preventivni opatfeni, ktera
musi byt dokumentovana a provedena v dohodnuté
dobé. .. .

Hiavni prvky sy tému jakosti maji normalné podlé-
hat internimu auditu nejméné jednou roéné.

4.14.3 Vysiedky internich auditd musi byt dany
k dispozici vedeni laboratofe k pfezkoumani.

415 Piezkoumani vedenir

4.15.1 Vedeni laboratofe musi pfezkoumnat systém
managemeniu kvality laboratofe av3echny své
zdravotnické sluzby, véetné vySetfovani a poradenstvi,
aby tak zajistilo jejich stalou vhodnost a efektivnost
pfi podpofe péfe o pacienta a umoznilo zavedeni
nezbyinych zmén a zlepSeni. Vysledky: pfezkoumani
se musi stat soudasti planu-obsahujiciho zaméry,
cile a plany opatfeni. Typické obdobi pro prezkou-
mani vedenim je jednou rocné.

4.15.2 Prezkoumani vedenim musi pogitat alespon
s(se):

a) vyuzitim pfedchozich pfezkoumani g\}edéhirh,

b) stavem pfijatych opatfeni k napravé a poZado-
vanych preventivnich opatfeni;

¢} zpravami fidicich a dohliZejicich pracovniki;

d) zavéry poslednich internich audittl;
e) hodnocenim externimi organy;

f} vysledky externiho hodnoceni kvality a jinych
forem mezilaboratorniho porovnavani;

g) jakymikoliv pfijatymi zmé&nami cbjemu a druhu
praci;

h) zp&tnymi vazbami véetné stiZnosti a ostatnimi
relevantnimi faktory od klinickych pracovnikd,
pacient( a ostatnich zu€astnénych stran;

i} ukazateli kvality pro sledovani pfispévku labo-
ratofe k péci o pacienta;

i} neshodami;

k} stedovanim doby odezvy laboratofe;

I} vysledky procest neustalého zlep$ovani;
m) hodnocenim dodavatelll.
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4.14.2 Audits shall be formally planned, organized
and carried out by the quality manager or designa-
ted qualified personnel. Personnel shall not audit
their own acfivities. The procedures for internal audits
shall be defined and documented and include the
types of audit, frequencies, methodologies and reguired
documentation. When deficiencies or opportunities
for improvement are noted, the iaboratory shall
undertake appropriate corrective or preventive
actions, which shall be documented and carried cut
within an agreed-upon time.

The main elements of the quality system should
normally be subject to internal audit once every
twelve months.

4143 The results of intemal audits shall be submitted
to laboratory management for review.

4.15 Management review

4.15.1 In order to ensure their continuing suitability
and effectiveness in support of patient care and to
introduce any necessary changes or improvements,
laboratory management shall review the laboratory's
quality management system and all of its medical
services, including examination and advisory activities.
The results of the review shall be incorporated into
a plan that includes goals, objectives and action
plans. A typical pericd for conducting a management
review is once every twelve months.

4.15.2 Management review shall take account of,
but not be limited to:
a) follow-up of previous management reviews:;

b) status of corrective actions taken and required
preventive action;

¢} reports from managerial and supervisory per-
sonnel;

‘d)-the-guicome of recent internal audits;

e) assessment by external bodies;

f} the outcome of external quality assessment and
other forms of interlaboratory comparison;

g) any changes in the volume and type of work
unden:taken;

h) feedback, including complaints and other relevant
factors, from clinicians, patients and other parties;

i} quality indicators for monitoring the laboratory’s
contribution to patient care;

j) nonconformities;

k) monitoring of turnaround tir
I} results of continuous improvement processes;

m) evaluation of suppliers.



