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15189:2022

4.1

General requirements

Impartiality

a) Laboratory activities shall
be undertaken impartially.
The laboratory shall be

structured and managed

to safeguard impartiality.
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b) The laboratory management
shall be committed to

impartiality.
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c) The laboratory shall be
responsible for the impartiality
of its laboratory activities and
shall not allow commercial,
financial or other pressures to

compromise impartiality.
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d) The laboratory shall monitor
its activities and its
relationships to identify
threats to its impartiality.
This monitoring shall include
relationships of its personnel.

NOTE A relationship that threatens
the impartiality of the laboratory
can be based on ownership,
governance, management,
personnel, shared resources,
finances, contracts, marketing

(including branding), and payment

of a sales commission or other

inducement for the referral of
new laboratory users, etc. Such
relationships do not necessarily

present the laboratory with a

threat to impartiality.
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4.2

4.2.1

identified, the effect shall be
eliminated or minimized so
that the impartiality is not
compromised. The laboratory
shall be able to demonstrate

how it mitigates such threat.

Confidentiality

Management of information

The laboratory shall be responsiole,
through legally enforceable
agreements, for the management
of all patient information obtained
or created during the performance
of laboratory activities. Management
of patient information shall indlude
privacy and confidentiality. The
laboratory shall inform the user
and/or the patient in advance,
of the information it intends to
place in the public domain.
Except for information that the
user and/or the patient makes
publicly available, or when agreed
between the laboratory and the
patient (e.g. for the purpose of
responding to complaints), all
other information is considered
proprietary information and shall

be regarded as confidential.

e) If a threat to impartiality is
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4.2.2 Release of information msﬁJﬂmaﬁaa&a
When the laboratory is required | n1sil awedeyafiidumudu (o 935UFURIS osnailaee
by law orauthorized by contractuel | vesslusnsnssdifivedsdumy | Toua yransaunsauun
arrangements to release | nguEneniansaniunsnn | lagndeemssiulimeuns
confidential information, the | &g 190U UA N30 0aKA 9 Sﬁazﬂammmdﬂﬁlu 7 WU
patient concerned shall be | ftaeveffuuims sndudide | v Msdineaiumsiesdey)
notified of the information | Wsvnangyane feyaiendu |o msUaeedeyaryiediegn
released, unless prohibited by | ftaefilsanuvastoyadu wu | fowenniengvne/adyan
law. Information about the | §¥pa5ou missnuidugua | Faduiuwmmesiiefowuds
patient from a source other | Aonfuiduaruduliilowme | U snduliderums
than the patient (eg. complainant, Lméqﬁmmaaﬁﬁaga NOVINNE 1
regulator) shall be kept - fivanguanieng g
confidential by the laboratory. - ﬁ%ﬁﬂﬁaﬁusJauﬂﬂﬂﬁgﬂ’Ja
The identity of the source shall - fonansBusuaniiduduny
be kept confidential by the ULNATRE
laboratory and shall not be - fdufinmsSuteyavesu
shared with the patient, unless UV
agreed by the source.
4.2.3 Personnel responsibility AANUTURAYBUVBIYAAINT

Personnel, including any
committee members,
contractors, personnel of
external bodies, or individuals
with access to laboratory
information acting on the
laboratory’s behalf, shall keep
confidential all information
obtained or created during the
performance of laboratory

activities.
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4.3

Requirements

Requirements regarding patients

Laboratory management shall
ensure that patients” well-being,
safety and rights are the primary
considerations. The laboratory
shall establish and implement

the following processes:
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a) opportunities for patients
and laboratory users to provide
helpful information to aid
the laboratory in the selection
of the examination methods,
and the interpretation of

the examination results;
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b) provision of patients and
users with publicly available
information about the
examination process,
including costs when
applicable, and when to

expect results;
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c) periodic review of the
examinations offered by the
laboratory to ensure they are
clinically appropriate and

necessary;
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d) where appropriate, disclosure

to patients, users and any
other relevant persons, of
incidents that resulted or could
have resulted in patient
harm, and records of actions

taken to mitigate those hams;

d) M5l alned oy an oy 1Y

o va v oA a4 o
Uinsinedasou o ety
cala cs
win Ml navTeannsa
daaiidudussenogUael

= U % a aAvo a
finsduiind s laniiuns

BUTIHINOURTIUUL

NANFIUNTDLINET

U52NaUNITNIITUN

AU NMSALT UM BUTIIN

@UUG]SWEJaﬂﬂ’NQJEULLix‘Iﬂiﬂj

U aKeLnn N150i7 0198 el

g unTesion Uqe ] iHuTms

d A %
RS UAARBUNING IV

treatment of patients,
samples, or remains, with

due care and respect;
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obtaining informed

consent when required,;
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g) ensuring the ongoing

availability and integrity of
retained patient samples
and records in the event of
the closure, acquisition or

merger of the laboratory;
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h)

making relevant information
available to a patient and
any other health service
provider at the request of
the patient or the request of
a healthcare provider acting

on their behalf;
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upholding the rights of
patients to care that is free

from discrimination.
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5.1

5.2

5.2.1

Requirements

Structural and governance

requirements

Legal entity

The laboratory or the
organization of which the
laboratory is a part shall be an
entity that can be held legally
responsible for its activities.

NOTE For the purposes of
this document, a sovernment
laboratory is deemed to be
a legal entity on the basis of

its government status.

Laboratory director

Laboratory director

competence

The laboratory shall be directed
by a person, or persons however
named, with the specified
qualifications, competence,
delegated authority,
responsibility, and resources to
fulfil the requirements of this

document.
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5.2.2

Requirements

Laboratory director
responsibilities

The laboratory director is
responsible for the
implementation of the
management system, including
the application of risk
management to all aspects of
the laboratory operations so
that risks to patient care and
opportunities to improve are
systematically identified and
addressed. The duties and
responsibilities of the
laboratory director shall be

documented.
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5.2.3

Delegation of duties

The laboratory director may
delegate either selected duties
or responsibilities, or both, to
qualified and competent
personnel and such delegation
shall be documented. However,
the laboratory director shall
maintain the ultimate
responsibility for the overall

operation of the laboratory.
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5.3

5.3.1

Requirements

Laboratory activities

General

The laboratory shall specify
and document the range of
laboratory activities, including
laboratory activities performed
at sites other than the main
location (e.g. POCT, sample
collection) for which it
conforms with this document.
The laboratory. shall only
claim conformity with this
document for this range of
laboratory activities, which
excludes externally provided
laboratory activities on an

ongoing basis.
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5.3.2

Conformance with
requirements

Laboratory activities shall be
carried out in such a way as to
meet the requirements of this
document, the users, regulatory
authorities and organizations
providing recognition. This
applies to the complete range
of specified and documented
laboratory activities, regardless

of where the senvice is provided.
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5.3.3

Advisory activities

Laboratory management
shall ensure that appropriate
laboratory advice and
interpretation are available
and meet the needs of patients
and users. The laboratory shall
establish arrangements for
communicating with
laboratory users on the

following when applicable:

AanssuliA1Usnen

HUSv1svesuuanisdes
FulatinsTdmuuzd way
nsuUanad ANULURNNEEY
F0AARBINUAIUABINITVDS

AUeuazEliUINTg

NANFIUNTDLINET

U52NaUNITNIITUN

=

A9 9015 US NNV B

UFURmsssyusnslviamUsnmn

ATOUARNTD a) - d)

a) advising on choice and use
of examinations, including
required type of sample,
clinical indications and
limitations of examination
methods, and the frequency

of requesting the examination;

a) wurdnsiaenuazlynisg
A51931A51E9 52U 9 iln
§296190529 10U 99 913
AGNN V1A AVDIITNNS
ATITNATIZS wazAINE LY

ANSVBAINTID

Avua dauaiuisalid
BIUNANUN LAAIUS NEIbaE

AbUzUINISLUANA

b

=

providing professional
judgments on the interpretation

of the results of examinations;

b) Iﬁjﬂ’.]']llLﬁUIUﬂﬂiLLUaN’ﬁ

NIRTIANIaviBaUdRns

= v a Y o =
ANAN5019DINTIAAUS N

wIeAlan1sIiUINIg

o promoting the effective
utilization of laboratory

examinations;

o) duasulrlgnsnsiaiasIen

DYIAUVAHA

a o = a b4
o JdVuvns19avL88An151A

AmUsnuAnuasundule

e MSVIAVINTLUU Rational Lab

Use anusuinnavule 4 4u
g RLU Hospital

YBINTIANYIFEENS NTHINE

d) advising on scientific and
logistical matters such as
instances of failure of

sample (s) to meet

acceptability criteria.

d) ThAwuzdinunanivnig
LaLISNsvUA IR 108197

WALNEAURLLN U

fnsdeansiuglduinisues

Moalfurnis
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5.4

5.4.1

a)

Requirements

Structure and authority

General

The laboratory shall:

define its organization and
management structure, its place
in any parent organization, and
the relationships between
management, technical

operations and support senvices;

JanIviun

Tassadreuazdrurandi
My

W oIU UA N34 8911910
1ATES 9OIANIUAZAITUI NS
AU 99899 89U UA N9
neld oer nslug Lazadu
dUWus 3817 1901505 1S

ANMNIUAEVU AT UAYWUI M

NENFIUNIDLINENS

U52Naun1snaIsain

1ASIET1989A NSHATY NS
TR RHTG RIS TIRITIR
voarasluanisnnele
99F N7 FeTnAIuduRUS
FEWINILAVUINIT 111017

WAL IEAUATUAYUUING

b)

specify the responsibility,
authority, lines of commmunication
and interrelationship of all
personnel who manage,
perform or verify work affecting

the results of laboratory activities;

b) MUUABNAINUNNS URATEU
MSA 9ENTHALANUFUN UG
YOIYAAINTNINUAT 917

Y a a a wa a
NUIMNUIMITUUATIUNTD
MSIVEABUIIUN NTENUMD
NANISILASIZALUNANTTU

YBBIUUANTS

seyFS UlemEUS NV
e eensuayALd LS
Yoy AANTA v 1 U s
UFUR NS evnuse UL 3
HANIENUA 8 INTINN 89
Uf] Ud n1senasey lutenans

AUNNIBIUNBUTUNEITU

specify its procedures to the
extent necessary to ensure
the consistent application of
its laboratory activities and

the validity of the results.

) fuATuRDUASAI LI
Tureugenuiisnduiioly
Fulaluf anssuvesi o
UFUR M0 e auauay

a el =
NI UAIUUWI DO D

G
Hsziiaul Ui nusuvay
WAL ol A anTINves
Woau Ui n1sandunisly
wnMaeTueeses e

waglakangnees

5.4.2

a)

Quality management

The laboratory shall have personnel
who, irrespective of other
responsibilities, have the
authority and resources needed

to camry out their duties, including;

implementation, maintenance
and improvement of the

management system;
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Requirements

b) identification of deviations
from the management system
or from the procedures for

performing laboratory activities;

b) 58U d Wl 8UUUIINTEUY
USUTI ANV 8T URDUNNT

situmsmMwiasUURns

) initiation of actions to prevent

or minimize such deviations;

o) N5t aUpanunIeanda

RSN,

d) reporting to laboratory managenment
on the performance of the
management system and any

need for improvement;

d) 31891 UINITUTELR UT

ndusipaiuus

e) ensuring the effectiveness of
laboratory activities.

NOTE These responsibilities can

Pe assiened to one or more persons.

Objectives and policies

a) Laboratory management shall
establish and maintain objectives
and policies (see 8.2) to:

1) meet the needs and requirements
of its patients and users;

2) commit to good professional practice

3) provide examinations that
fulfil their intended use;

4) conform to this document.

e) sosulaluusedvaninues
AINTsuIUfURNS
VNewR AN URATEUANAT

youlviuilsruvs avaneauile

o/

agUszasALazulaung

a wva 4

a) {umesluAnsd e
Jovhuleueuss g Useed
I3 A
Wuenansiine

1) PNLEADARA BINUALA DINT
vosrheuazHliusnIg

2) SsuluassenussanIw

3) UIMsUeyamMnsIniinsent
d' % %} o U
aenrdssiunmsihlUle

4) @0nARBININUINTF IV

NENFIUNIDLANES

U52NaUNITNIITUN

WlsuewazIng Useasd ol
easdAATU MNUTD a 1) - 4)
AUUlAYE 811819 B9

UJURMS

b) Objectives shall be measurable,
and consistent with policies.
The laboratory shall ensure
that the objectives and
policies are implemented at
all levels of the laboratory

organization.

b) TngUszarnNNR Il
Laraennd aanuuleuly
TogthgnsujUannseauly

DIANT

o HulsneuazinguszasAi

P nudeAPaDINU

o ThnUszasAunazlon

aanseinla
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¢) Laboratory management shall

ensure that the integrity of
the management system is
maintained when changes to
the management system are

planned and implemented.

) {uimsvieauuiinisnes

T ulavas1sesnyininyg
ATUH TUANY 8] UDITEUY
Usmsa unInla wldns

wWasukUadg

NENFIUNIDLANES

U52NaUNITNIITUN

1n15UT 153 AN1NIS

Waguwlas

v =

Tdunnauausnsiile

L4

aaNsiUasuwlag

Y

= = 14 Y a =
N u%ﬂLL‘NéﬁL‘UUiﬂﬁiﬂim

PRI RIIRIAR

d) The laboratory shall establish

quality indicators to evaluate
performance throughout key
aspects of pre-examination,
examination, and post-
examination processes and
monitor performance in

relation to objectives (see 8.8.2)

NOTE Types of quality indicators

d) Fessmuadat naunmidie
Usziliunan1saiunsues
AITUIUNTN DU TEHI AL
NAINITILATIZH R ARIUNS

v v 6

AIANEUNIIA U US AU

o Usvasd

[
[

N8R Uszinnveindin

ﬂ°’mumm°’as?qjji'mq UATN
ATOUARUNTEUIUNIIAOU
TATIER TEWINAIIATI
AT WAL NAINITNTID
AN

fimsfamumasfiunnsi
40AATBINLTNOUTTAA
Tufl Ussyumumussuy

UINS

include the number of unacceptable @mmWimﬁ 3

samples relative to the number |e ﬁﬂuauﬁaaﬁhx‘iﬁaﬂﬂﬁmﬁ
received, the number of errors at WeuAusuuisuL
either registration or sample |e F1UIUTDHANAINIUNTTES
receipt, or both, the number of P US UV 89 1IUA I08 1
corrected reports, the rate of Agsuviers 2 eghs

achievement of specified |o FMUIUTINMITNNADS

turnaround times. o TRIINITUITANARINLIAT
mvuall
5.6 Risk management A15IANISANULES

a) Laboratory management shall |a) {u3msvieslUiin1ssas e Hlonaisseyainuidead

establish, implement, and
maintain processes for
identifying risks of harm to
patients and opportunities for

imnproved patient care assodated

FavitlUlg hagsnsesnwn
ATEUIUNS
o FBUAINULA 8371 219470

sunsesorUae

87047 UAAINTTUVD
wesluAnisuazlania
lun1sUsuse 5.6 a),

8.5 a)]
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with it examinations and |e lomausulgamsquarvae e Imsdndfumudsas

activities, and develop actions Tud uiiA 82 UN159 599 MHIUNINUNAENSNITIR

to address both risks and AT MIPRIEES WU
opportunities for improvement o UfYAMIA o9an15a1u (o n15MANIA BaAI1LE B9

(see 8.5). Aesuazairdlomauiulss (Risk Avoidance)

o nstneleuaAss
(Risk Transfer)

e MIMUANAIILALS
(Risk Control)

o NISHENSUANILALS
(Risk Acceptance)[8.5b)]

e 1N15UTZLHIUNITIANIS
mwmﬁamazmiﬂ%’wqa
mnnausziliunuIngalal
TUsednSnatWeane
[5.6 b), 8.5b)]

o lenvadiiaenndasive
AvuAliNuNIUNIIIEY
A v/ Saydannd e
wazlonialun1susuuss

upnuIdu) 8.7.19

b) The laboratory director shall [b) & 81u3en159 U UANMS | TA15UINAIINULNUNITTA
ensure that these processes | Aaafuladndnsussifiu | nsaanund seundiasis i
are evaluated for effectiveness Uszdns nmuaanssuiuns | Ussansua
and modified, when identified wagdnsuulsansalnudn
as being ineffective. galaifiuszandnmiiieane

NOTE 1 ISO 22367 provides

details for managing risk in

medical laboratories.

NOTE 2 ISO 35001 provides

details for laboratory bio risk

management.
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6.1

6.2

6.2.1

Requirements

Resource requirements

General

The laboratory shall have
available the personnel,
facilities, equipment, reagents,
consumables and support
services necessary to manage

and perform its activities.
Personnel

General

a) The laboratory shall have

access to a sufficient number
of competent persons to

perform its activities.
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anun U ua ey d9duny
ANALAIN LAT B3ElD UIEN
Januazuinsaduay ui
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7 99l N1sAnd un1sE MU
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Qﬂa']ﬂil,l,agﬂ’]iéjﬂﬂ’ﬁ

b) All personnel of the laboratory,

either internal or external, that
could influence the laboratory
activities shall act impartially,
ethically, be competent and
work in accordance with the

laboratory’s management system.

NOTE ISO/TS 22583 provides
guidance for supervisors and

operators of POCT equipment.
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98 a) - d)

o Hduiintonnain1suUun

NuUYAaINTIAEITDS

¢) The lboratory shall communicate

to laboratory personnel the
importance of meeting the
needs and requirements of
users as well as the requirements

of this document.
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d) The laboratory shall have a

programme to introduce
personnel to the organization,
the department or area in
which the person will work,
the terms and conditions of
employment, staff facilities,
health and safety requirements,

and occupational health senvices.

d) viesufjuRmsaesillusunsy
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6.2.2

Competence requirements

a) The laboratory shall specify
the competence requirements
for each function influencing
the results of laboratory activities,
including requirements for
education, qualification,
training, re-training, technical
knowledge, skills and

experience.

JaMNUARIUANUEINNTE

a) WU Ui N30 0958y
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91015 n1seusulule ay
FULNY T T HANTENURD

Aanssuriesf usinis

b) The laboratory shall ensure all
personnel have the competence
to perform laboratory activities

for which they are responsible.

b) ' ulavryaainsd Al
annsatunsasiuiangsy
A9 e Uan1sh

SulavaU

AMNRUAANALNTLRNETY
WA ALALAUIT L NANTENUSD

Anssuiesfukinig

¢) The laboratory shall have a
process for managing competence
of its personnel, that includes
requirements for frequency

of competence assessment.

0) ANTLUIUNITTANITA U
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d) The laboratory shall have
documented information
demonstrating competence

of its personnel.
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NOTE Examples of competence | sheme 69ag1935msusviiu
assessment methods that can | Aauannsafiannsaldsauiu
be used in any combinationindude: | lauA
- direct observation of an activity, |- MIALNALALATIVBININTTY
- monitoring the recording and |- faRuMITUANLAZ BN
reporting of examination resullts, ANINTID
- review of work records, - UL MY
- assessment of problem -solving |- A15UTELT U NWELaLnIg
skills, undayn
- examination of spedially provided |- M3R5I98 08 19T Al ALy
samples, e.g. previously iy fhegeitasaaneuiing
examined samples, TanUTeuBUsEII 1Y
interlaboratory comparison Uﬁﬁaﬂﬁiiﬁaﬁiaﬂwﬁ Wwein

materials, or split samples. 29NN

6.2.3 Authorization N1TUBUDIUND
The laboratory shall authorize | WesUfUAn sdesusisds | luneunanesuyaainsly
personnel to perform specific qﬂmﬂﬂﬁaﬁmﬁwﬁ%ﬁmw Vf’lmﬁﬂﬁ'izqq AAINST V1
laboratory activities, including Aanssuiidmng wihiimude a)- )

but not limited to, the following: o a9 LLG]'\WIg\‘qu ARIATYIN

Y] o Y adou a -
a) selection, development, |a) ASEBN MNARLN NSARLUAS RUIMM TUNAYBUNITEA BN

modification, validation and | N1S@8UNIU LAENIUABU WAL A akUas @auniu
verification of methods; TWnaasy WAZYNIUEDUTD NMSVIUTIY
b) review, release, and reporting |b) N1SNUNIU N1TDBNNG LAY MNIBBNNG LESNTINENUNE
of results; NS5ILITUNA o JuiinmsueudnnInsly

c) use of laboratory information |c) N5l IEUVANTAUNANI TEUVANTAUNANIN B3

systems, in particular: accessing wosluanisiaeanieg U UANISLANITEAUNIT

patient data and information, A15L97 5&%’@3@5@18 WA Lyqﬁﬂ‘isjj@%ahﬂtﬁwwmi
entering patient data and N13919993LAT1LRUAZNT Wil et oy ar Uaenans
examination results, changing whlvdeyarUae ATINIATIVUAENITUA 1Y
patient data or examination ‘ﬁ@u“ﬁ@ﬂw

results.
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6.2.4

Requirements

Continuing education and

professional development

A continuing education
programme shall be available to
personnel who participate in
managerial and technical
processes. All personnel shall
participate in continuing education
and regular professional
development, or other professional
liaison activities. The suitability
of the programmes and activities

shall be periodically reviewed.
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6.2.5

6.3

6.3.1

Personnel records

The laboratory shall have

procedures and retain records for:

a) determining the competence
requirements spedified in 6.2.2 a);

b) position descriptions;

) training and re-training;

d) authorization of personnel;

e) monitoring competence of

personnel.

Facilities and environmental
conditions

General

The facilities and environmental
conditions shall be suitable for the
laboratory activities and shall not
adversely affect the validity of resullts,

or the safety of patients, visitors,
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laboratory users, and personnel.
This shallinclude - pre-examination
related facilities and sites other
than the main laboratory premises
where examinations are
performed, as well as POCT. The
requirements for facilities and
environmental conditions
necessary for the performance
of the laboratory activities shall
be specified, monitored, and
recorded.

NOTE 1 I1SO 15190 provides
details for fadlity and environmental
conditions.

NOTE 2 Environmental
conditions that can adversely
affect the validity of results
include, but are not limited to:
adventitious amplified nucleic
acid, microbial contamination,
dust, electromagnetic disturtbances,
radiation, lighting conditions
(illumination), humidity,
electrical supply, temperature,

sound and vibration.
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6.3.2

Facility controls

Facility controls shall be
implemented, recorded,
monitored, periodically

reviewed, and shall include

AMSATUANE B ABATINEAIN
AeelinsUURTUInAAnIY
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a) control of access, taking into
consideration safety,
confidentiality, quality, and
safeguarding medical

information and patient samples;

a) NMIAIUANNT W1-80n lng
RGP RN G R R
Uaeiudayaninuaunig

nsunmeuazimeag1agiiey

b) prevention of contamination,
interference, or adverse
influences on laboratory
activities that can arise from
energy sources, lighting,
ventilation, noise, water and

waste disposal;

b) ¢ afunsUudsums sunu
HORINTIUAN 9 T 90194A0
INLIE ING WIULAINTT
SsEUNEeINAl Ao 1 voude

&
NIDVYL

C) prevention of aoss-contamination,
where examination procedures
pose a risk, or where work
can be affected or influenced

by lack of separation;

o) a9 unsUulaud1unse
lasunansenuninlyle

LUILENNUTNDBNINNAY

d) provision of safety facilities
and devices, where applicable
and regularly verifying their
functioning; EXAMPLES The
operation of emergency
release, intercom and alarm
systems for cold rooms and
walk-in freezers, accessibility
of emergency showers, eyewash

and resuscitation equipment.

d) dnunuazgunIaisuaIy
Uaonienunumingay
Lazdn1INTIvdUAIIY

woultaudulsean

e) maintenance of laboratory
facilities in a functional and

reliable condition.

e) MU NI MILA
avanlwisfuRnslvied

Tuanmwsaultanu
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U52NaUNITNIITUN

YU NNITATIVADU LAY

MITTUDIMNA EEN 1N

JUNNNISINNITVRLEAY
=]

YIUY

~ & A 4 )
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6.3.3

N53ALAY

NENFIUNIDLANES

U52NaUNITNIITUN

Storage facilities

a) Storage space, with conditions | a) A4l Nuisady Aslein TR Ui Sos U nea
that ensure the continuing | 1t aAa1sdeniere | dwmiu e wiesle Ya
integrity of samples, equipment, 0619579 esile then Audes fegedeeEmnsr
reagents, consuradles, docurents i’aqﬁyul,ﬂﬁaa BRGREIGE nans Yufin anuiliiv
and records, shall be provided. Yuiin nazInasdwmsIavd s

b) Patient samples and materials |b) ﬁﬁaﬂﬂﬂLLas"ijﬁﬂm‘ﬂumi 2P kp) Lﬂiﬁsﬁ}fﬁ]q JUNTE
used in examination processes M5IATIEA Aeoafulae HAZENITIN NS UNTIY
shall be stored in a manner | Jastun1sdud eunas Ui nNIATIE U Ui
that prevents aoss contamination WA SN
and deterioration. i mimuammmt,as'ﬁuﬁ

) Storage and disposal facilities |c) anuiisafiviazaniud M3 AL ulenans et
for hazardous materials and MIATANEUATITLAEY Ao wResle nindau
tidogca weste shell beappropite | a1582a1msunseRes | Vestumsuuteudeme
to the dassification of the materials VAN ANAINUTTLANLAY
in the context of any satutory | @9AAA DINIUTBAINUA
or regulatory requirements. %39 ng3e VRN

6.3.4 Personnel facilities souiidmiuyaains

There shall be adequate access | Fosiwosguiivane firiy o Tesavifivime

to toilet facilities and a supply of wazanuil Lﬁ‘U’q UnsalUoeniu Ty

drinking water, as well as facilities | d7uyprauasd anqu msd [o Sanuiifutandostu

for storage of personal protective Wit Us CAIRY NoIA NwIAUAI a'auqﬂﬂa

equipment and clothing. Space | Tlaunaziasindeu ﬁﬁuﬁﬂimm NoIANY

for personnel activities, such as ﬁjuﬂ’ﬁj’]ﬁla\m ALY BINA

meetings, quiet study and a rest WU

area, should be provided.

6.3.5 Sample collection facilities amuﬁtﬁuﬁ'sasméﬂ'w

Sample collection facilities shall:

a) erdblecollectiontobe undertaken | a) anufitAuRIeglivinly | fanuiiAusegagiae
in a manner that does not NANANTENUADNANIINTIA | MUD8 a) — d)
invalidate results or adversely AR WS pANURAUNR
affect the quality of e@minations; Gia@mmwmimnﬁﬁ A
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6.4

6.4.1

b) consider privacy, comfort and
needs (e.g. disabled access,
toilet facility) of patients and
accommodation of accompanying
persons (e.g. guardian or

interpreter) during collection;

b) Aaardanannududius
ANNUATAINLAZAIY
ABIN1TOU LU KYI8Lrie

A v A
e wlan 1w luvaendl

AsAUsega

c) provide separate patient

reception and collection areas;

=

a ' o |
) N UN LLEJﬂLﬂ Ud g Iu

1%
¥ Y =X

dmiusutunzideugUie

g < Y '

LATNUNLNUF D819

d) maintain first aid materials for
both patients and personnel.
NOTE ISO 20658 provides details
for sample collection facilities.
Equipment
General
The laboratory shall have processes
for the selection, procurement,
installation, acceptance testing
(including acceptability criteria),
handling, transport, storage, use,
maintenance, and decommissioning
of equipment, in order to ensure
proper functioning and to prevent
contamination or deterioration.
NOTE Laboratory equipment indudes
hardware and software of instruments,
measuring systems, and laboratory
infomnation systenns, or any equipment
that influences the results of
laboratory activities, including

sample transportation systems.

d) AesdiyaUgumeuadivsy
HUreuaziu TR
Y U

VBNBIW) A eRudER 1SO 20658

o A

GELRHG!

Ml
WosUfjuRnsdasdinssuiums
TumsAniden 3nte Anra #1339
$U (5naainIngIsy) ua
uds Iaiv T dgesnw

B = P

LarUansga19a3 a3l o Wie
fllalunsldanuuasdosiums

Juiou visprmudeme

&' = P
NAELNA LAT 033 onugdls
& & '3 &
F15 AT WASTONY WIS VDY
A3 BYI B FTUUT ALAL TS U

a w

ansauwmad i uiasluRnig
4 A A SAaa a

viseLAT oilarg 9 NLEVSNa

AONANTILATIEV IR ITEUY

MSVURIR DY N

NENFIUNIDLANES

U52NaUNITNIITUN

finszuIumsTamees esdle
Aaden s0de Anss nsaasu
(53UNITN1IATIVTY) A UA
e daiu W s
wazUanszanans oule e
sTulalunsldau wastiesiu

MSULA U Y3 DA NUFLIE

AllaN13M 32U TTTULNDTUTDIANANTANRIUJUANIAUNINTFIU ISO 15189: 2022 @




ISO
15189:2022

6.4.2

Requirements

Equipment requirements

a) The laboratory shall have access
to equipment required for the
correct performance of

laboratory activities.

YBNIVUALATDIND

a) el URnsnedlinsoile
Ao & 1 = o o
nadued Wi eswed iy
Tgadunisfanssumnige

MU uRng

NENFIUNIDLANES

U52NaUNITNIITUN

= = = A A
HUINUMINITBDVICEU SUAT DI 'Eﬂu

o uRng

b) Where the equipment is used

outside the laboratory's
permanent control, or
equipment manufacturer's
functional specification,
laboratory management shall
ensure that the requirements

of this document are met.

b) nydiAnsleias eeflouen
msenuANemias UURNS
e sldnnAna Ny
i ANAAVIUALUTINT
wesUfuAnisdestulain
F9PIEDAAADINUTDNAUA

ANUNINTT Y

fnangrududuanuldle

aamﬂﬁaqmummgm

c) Each item of equipment that

can influence laboratory
activities shall be uniquely
labelled, marked or other wise
identified and a register

maintained.

' = '

C) bAT BIU BN NTIYNIIN U
HANTENUA BN INTTY
W oaUf UR N3¢ 03dl 57

A a0 S = o =
MDAV WAL NMTUUNN

~ A A
VELUYUATDNND

a v v L4 M =)
uﬂwizqamaﬂwmmiama

d) The laboratory shall maintain

and replace equipment as

needed to ensure the quality

a va =

d) el uani1sdnsunge
SN LATILAT D95 DNALLNY

puANI D witesulaly

a ° o A oA
HILAUNTTUTNINWILATDIND

U5aU UAT09lanaLNY

of examination results. AUATNYBINANITATIY
AU
6.4.3 Equipment acceptance procedure | N15A5235ULATDIAD

The laboratory shall verify that
the equipment conforms to
specified acceptability criteria
before being placed or returned
into service. Equipment used for
measurement shall be capable

of achieving either the measurement

el URnIseIuaaUin
wesiefithinfnsdin e
ATUNUNNITDUT UAY
ﬂma“ﬂwmsﬁ'ﬁmmaﬂ'au
dnunlranuniedinduanlylu
NuUdng wiesdlefildlunis

o v v aa o
’mmaﬂwwawummgﬂmad

o fimsmussuededienou
T uns ona N5 aNIndl
AOEBURPSPNNOATRTY

o a3esilefililunisindes
fiaugneesrindulyl
WU UBUYBINTTIALA A3

NN TIANYALA
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accuracy or measurement
uncertainty, or both, required to
provide a valid result (see 7.3.3
and 7.3.4 for details).

NOTE 1 This includes equipment
used in the laboratory, equipment
on loan, or equipment used in
point of care settings, or in
associated or mobile facilities,
authorized by the laboratory.
NOTE 2 The verification of
equipment acceptance testing
can be, where relevant, based
on the calibration certificate of

the returned equipment.

ysAAUlwLUIUYINS

Fon3 0N 9@09n T #9901
I OUERTI WANIINTITIATIZN
tugnifas

wurBg 190 vuail
sufe 13 eedlof Suldeu
1A3 oannn9 19 Tnes By
(POCT) 3 01A3 09il o7 141y

v a wa = =
WU UANIILARDUN

NUIBLNA 2 N1TATIIADUY
=} C% L% '3
gudu n1seausuaunsal
aru1savilalang s 9nny
TususeInN1Sao UL 8 UVB

gunsnl
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U52NaUNITNIITUN

6.4.4

Equipment instructions for use

a) The laboratory shall have
appropriate safeguards to
prevent unintended adjustments
of equipment that can invalidate

examination results.

dilannsltiages

a) osuuanisfesdnig
Jostumsusuudaai ol
Tnelailadslafiazyilsiua

nsavlaTeiligndes

b) Equipment shall be operated
by trained, authorized, and

competent personnel.

b) gnldiaTesiienaslasunis

LUOUMNBLAZNIUNTOUTH

o Instructions for the use of
equipment, including those
provided by the manufacturer,

shall be readily available.

=)

c) tonanspilenisidiaTeile

= =] Y a a ¥
saudeasiaanenaniilily

Y Y

a wa

W AU USIIY

d) The equipment shall be used
as spedified by the manufacturer,
unless validated by the
laboratory (see 7.3.3).

a v

d) fesldgunsalnuiis nan
szuLiuwnazlasunig
M3IAADUAINNY NG BIIN

WorfuRms

a A v A
[ ll@jll@ﬂ']ﬁisﬁ LAT BNLLAS

U URnudile

o fivufinueununegle
w3esile Fedewiiunis
ausuN15lT A5 aeile

UfjURaude a) -d)
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6.4.5 Equipment maintenance and | M35 NELAENSY DMLY

repair Lﬂdi"a\iﬁa

a) The laboratory shall have |a) flUsunsuigsnuiesesio (o fuumsthgsnuiedosde
preventive maintenance | Wadasdudndunis au | vewissuRns

Horuuzwenandsn |o Jufinmeiysnviesedle

eD_

programmes, based on

manufacturer’s instructions. Lﬂsmwulﬂmﬂﬂmé’ﬂwmz o YUNNNI5% 9ULAS 893D

=p.

Deviations from the ﬁiwﬁmwl’?ﬁaﬂﬂ’uﬁﬂﬁ )

]

manufacturer's schedules or Lﬁuwﬁﬂgm

instructions shall be recorded.

b) Equipment shall be maintained | b) 1n3esilogunsaifedliums | 1a3 oeilod an sluanazi
in a safe working condition | thgenwilieyluanmil | Uaenss
and working order. This shall Uaoadglagiiuneaunung
include electrical safety, any 17 91uii n1sasrageuaIy
emergency stop devices and Uaenngainnseualnii
the safe handling and disposal qumw A3 oadl aqﬂﬂ’iﬁﬁ
of hazardous materials by | 1 eflivganidunisdnnis
authorized personnel. warnining Sunselaey i

9sunauvLNe

0) Equipment that is defective or |0 A3 asfleft ldewlyldvde | Atheuanmomeeiodle w
outside spedified requirernents, | gunsalfivounnsaafan wieadusedon sedming
shall be taken out of service. gonanszuunsusmsiithe | Wudu
It shall be clearly labelled or U \‘is'lﬁﬁj NIUT ALAWI 11l
marked as being out of service, | Wl IUAUAITAIITNIU
until it has been verified to aoulldle osuuRnig
perform comrectly. The laboratory A DI TIVADUNANTENUNTE
shall examine the effect of |  irSasflounnsenBadeuy
the defect or deviation from lana UANUUT U

specified requirements and TN IZNANSATITIATIZN

shall initiate actions when nounugUAnisal dUudin
non-conforming work occurs UNUAN1SABUAUDINAD
(see 7.5). ANMUNTUVIUTINS 81955

whlwazdaaiunsiiagd
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d) When applicable, the laboratory | d) msfdeacudousdedle | 0159508 sl suves
shall decontaminate equipment | guUnsaineultan neu-vids | 1a3eslon sunagndanisly
before service, repair or |  msdwen viensdnidon | nudendouumeiole
decommissioning, provide Solrdfui dmsumseou
suitable space for repairs and A3 ofl ol winzauuay I
provide appropriate personal gunsailesiudiuynna

protective equipment.

6.4.6 Equipment adverse incident msswmumqmmﬂﬁﬁe

reporting UszasAninnuiAsosile

pmid )

Adverse incidents and accidents | tign1sallaWeUszasanas | F35UJURNSAnUmENIT]

that can be attributed directly to | gURwniienaintulaense | biflwszawniiaiunsasdle
specific equipment shall be | AUQUNTIALADINTIVABY | NTONITAOUAUDIF BNIT

a =)

investigated and reported to | kagI1EMUUTENHHAANTE | 1TENAULAT 033D NTBUAY

Ya o

either the manufacturer or supplier, | HUNUIMUY KALHIE1UID | HOUIINUTENENER
or both, and appropriate authorities, | #1319 Auariealfuanisi
as required. The laboratory shall | tan&1s Fumsusnidunis
have procedures for respondingto | MOUALBIROAITITUNAU 13D
any manufacturer's recall or other | Us NP8 U 9 GUENBE NAALAY
notice, and taking actions | UjURn1smutalaualuzes

recommended by the manufacturer. | HKE®

ey

L=

6.4.7 Equipment records Juiinuszdnedesiie
Records shall be maintained for | #aafusne1tuiinUszd | fTuinuszanas osile
each item of equipment that | 13 esilefifidvsnasonadns | Ussnousheds a) - k)
influences the results of | vasianssuluniasluanis
laboratory activities. These records | Uufinage a&ﬁ’aﬂﬁﬁﬂ@i@lﬂﬁ
shall include the following, where
relevant:

a) manufacturer and supplier | a) U5 ¥ W& ALaZY WNU

details, and sufficient information Swieesaele 4 BUAYBN
to uniquely identify each item of wedlorndwoniunsuay
equipment, including software WSuns

and fimware
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Requirements

dates of receipt, acceptance

testing and entering into service;

b) Tunlasursadie Yunveaeu

v v da gy A A
MU 'JWLiﬂJﬁLGU FIENNBD

)

evidence that equipment
conforms with specified

acceptability criteria;

€) NANFIULAAITI AT D9dl Bl
A OIA NYULARAAS DIA Y

naugeNsunseyly

d)

the current location;

d) @anunfnFuAIela

e)

condition when received (e.q.

new, used or reconditioned);

A A A vy
e) @nTUNNLATDI am@lﬂi‘U

(vl Twdn USuwsgload)

f)

manufacturer's instructions;

f) AuuzhviTerilovewngs

9

the programme for preventive

maintenance;

¢) Wsunsun1sUng $3nwLae

Joau

h

~

any maintenance activities
performed by the laboratory
or approved external service

provider;

h) AanssumstgednwaAily
nsleeeslfdinsvseld

UIMIneuen

damage to, malfunction,
modification, or repair of

the equipment;

. = a a
) AULE YUE AUNAUNR

MIUSULAG NSUBILL

equipment performance
records such as reports or
certificates of calibrations or
verifications, or both, including

dates, times and results;

) H1eNATLANIENTIOUL VDS
30930 Wi lususeInis
ADULIZU %13 BNNSYIUEDU

= v o A
713 99 9ADI AU WARNST U

FIET LEICNE

k)

status of the equipment such
as active or in-service, out- of-
service, quarantined, retired
or obsolete. These records
shall be maintained and shall
be readily available for the
lifespan of the equipment or

longer, as specified in 8.4.3

k) Tufinveueseddioliiniu
Snwinieuldnasneony

% &' a
A5 UV ILAS B9LlB

gunsal
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6.5

6.5.1

Requirements

Equipment calibration and
metrological traceability
General

The laboratory shall specify
calibration and traceability
requirements that are sufficient
to maintain consistent reporting
of examination results. For
quantitative methods of a
measured analyte, specifications
shall include calibration and
metrological traceability
requirements. Qualitative
methods and quantitative
methods that measure
characteristics rather than
discrete analytes shall specify
the characteristic being assessed
and such requirements
necessary for reproducibility
over time.

NOTE Examples of qualitative
methods and quantitative
methods that may not allow
metrological traceability include
red cell antibody detection,
antibiotic sensitivity assessment,
genetic testing, erythrocyte
sedimentation rate, flow cytometry
marker staining, and tumour
HER2 immunohistochemical

staining.

N1SdaULBULAS aellanay

ANSEOUNAUNIIUINGINGN

Wy

NosU Udn1sd oesezyde

MuuansaouiauLas asile

LAEMSILEDUNS UL 85w

ANYNA BIVDITIENUHANTT

ATIATwegEIae

o EMSUITATINTLATILITS
USUIEUAINITIAADITIUNNT
ULV JULATAISNIUADU
NaU

o ANNSUTTNIIVIATIZNLDY
AMAINLAETEATIT
IineiidsUTinaissy
Wuaa dnwar umunis
TIATIEVUIA 16 0958 Y
AnuandAR T luUsiiunas
dnsunisve g onan
uuld
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U52NaUNITNIITUN

AONINGNgIUNNTADUNGU
lamannsinelaeisnig
Junnnaenn9lgve9n1s
doufieuiidsasonn
Tiwlusureinsin

N1TEOULT BUN1YUBNG B
@ anley U5 N1997109 849
UFUANS aouiiouili sy
N155 UTBIAINEINITA
Mo UA nsemusnasg
ISOMEC 17025 2017 1ol v
SUTDINANITABULTI USRI B9
JEYNATaINITIN AR LA
LU UBUYBINISTTALAY
nangrunsaeunaulaly
ganlginszuvannanse
110351un153 AT LU
YaUSUNIININISVOEING
Lazd 9A1UT LanIAIY
OAAE 89N UT DAIRUA

PNIUNLATULINTINGN
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6.5.2

Requirements

Equipment calibration
The laboratory shall have
procedures for the calibration of
equipment that directly or
indirectly affects examination

results. The procedures shall spedfy:

= P2 P
NNSEULIBULATD3D
aaa a ova Gl
135U Uanisaeuney

a A Ao
L5095 DNTNANTENUNIINT
713991199 DUA BHANITHIID
TeeisUURaseuRquaa

a) @N1ITWINADUT LTI1U

NENFIUNIDLANES

U52NaUNITNIITUN

aaa a va =
ll'Jﬁ‘ng]‘UG]ﬂ’]iﬂ@‘UL‘Vl gy

WMSD9LMIUTD a) — f)

a) condons of useand menufecturers | Ua A A 8AILULUIVD

Y a

YSENLNER

Y

instructions for calibration;

b) recording of the metrological  [b) Juiinnsmiugeundula

traceability,

o) verification of the required |c) W’Juaaummglﬂﬁawm

measurement accuracy and the N157ALAENITVNI9IUYDY
functioning of the measuring JEUUMTIANNNY AN

system at specified intervals; Avun

d) recording the calibration status |d) UuineamzmIsouBULay

and date of recalioration; v iugeudieuns walu
e) ensuing that, where comedtion factors
are used, these are updated and

recorded when re-cGlioration oaaurs,

QIJ 1 d' = U vV
e) duladiedA1usuwnann
msasuisuasdlvlading

Trusuuindulagiu

f) handling of situations when |f) dlemsseuiizusenueninasi

alibration was out of control, to MIAIUA 19 899 ANTANAIY

minimnize risk to service operation W@ 9361 DNIA LT UNULETH D

and to patients. Auaelivietesiign
6.5.3 Metrological traceability of | n1saaunaulanisuinas
measurement results INPIVBINANITIN

a) The laboratory shall establish and nsaeunaulaveINanIsin
maintain metrological traceability of

s messurement resuttsby meansof a

a) iewjUR Mgl mwvnusey

NAUMBNATIVIENVORENTIN | AIULDNEAITVDIUTENENE
Tnenonansvia ngm Biv1ee g
documented unbroken chainof | maaAviale MsaouLT suil
librations, each controuting tothe | & swam 8A 1Al Wi wou
measurement uncertainty, linking 3’33J‘17? M3 el o o 1

them to an appropriate reference. RRNON
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NOTE Information of traceability

to a higher order reference
material or reference procedure
@n be provided by an eamination
system manufacturer. Such
documentation is acceptable
only when the manufacturer's
examination system and
calibration procedures are used

without modification.

NENFIUNIDLANES

U52NaUNITNIITUN

b) The laboratory shall ensure
that measurement results are
traceable to the highest possible
level of traceability and to
the International System of
Units (SI) through:

- calibration provided by a

competent laboratory; or

NOTE 1 Calibration laboratories
fulfilling the requirements of
ISO/IEC 17025 are considered
competent for performing
calibrations.

- certified values of certified
reference materials provided by
a competent producer with
stated metrological traceability

to the SI;

b) viesUfuRnsdeuiulaimwa
MInTITREINsaNIUaRU
naulufiswnesineiluseau
geanidululy wazszuy
Meana (Sl units)

- MsgeuMgumliunsiog

1 a wa o
NOIUA UAMIVINAIM

G

NUEme 1 A191NTa791984

AlAsUNISTUTDITITAYILAe

'
a =

NART A ANNAINITALT LY

dzg

N15MSIERUY DUNE UNIY
w1nsInelugssuunuaeg
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o douivangIuMIARUTIBY

3 psileTimuRLMLINAS
TulUsunsumsaeuiieu #a
NISEBULTI YUA DIEDUNAU
1 lUS IR Tad s

ANgIENa

o AaaltuSMIUUNEERULIZU

MeUNNNANLTILYLEY

HANaEINIToAUBINTIn

o dasweUisUATIIgNABlA

lususesanIsaeuLi gy
Aossvyr1nuliuy oy
wazdarnuil denadasiu
TOAINUA LANIZL1Z

ANULINTINGT

[ LY

o AosdnangIuuanavyd
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edeiand1edanilyly
WU uhn1s 49dnde
INHUNUTINYIETR Y

N38OUTULTDIAMAN

1y

A
U

aN13n 529U sl UNeFUTRIANAINNTRIUURNTAMNIATIIN ISO 15189: 2022 @




ISO
15189:2022

Requirements

NOTE 2 Reference material

producers fulfilling the requirements
of ISO 17034 are considered to be
competent.

NOTE 3 Certified reference material
fulfilling the requirements of ISO

15194 are considered suitable.

UG 2 KHENTa01989

ANUTEMIUA 1SO 17034 DB

INTAMNAIUNTD

a A

NUIELUR 3 Tand19899
Wuly anwiso 15194 foand

AINULRNTEN

NENFIUNIDLANES

U52NaUNITNIITUN

£ 4 1Y 13 v

e Aosdnliulususesian

q

¥ a U Qd‘

919895¥AUUFUN TN AN
Yaan1singaunaulula
g 9UINTT NYITEA UUIUD

Uselne

c) Wherefitis not possible to provide
traceability according to 6.5.3 a),
other means for providing
confidence in the results shall
be applied, including but not
limited to the following:

—results of reference
measurement procedures,
spedfied methods or consensus
standards, that are clearly
described and accepted as
providing measurement results
fit for their intended use and
ensured by suitable comparison;

— measurement of calibrator by
another procedure.

NOTE ISO 17511 provides further

information on how to manage

the compromises in the metrological

traceability of measurands.

N a = '
o) nsanMsaeuisuliiainge
ASIADUEY DUNA UNUT D
6.5.3 a @11150192 5159 U

= XY a
welisulaluxansaaudieu

[

N

ELRJQ‘:I a

BIDNUANURNISLINE AN
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@ ada a o
wanduiSumsguieusy
Tungusinendes

o N15TAAITUINTFIUALTT

A
112G RNV

d) For genetic examinations,
traceability to genetic
reference sequences shall

be established.

d) AWM UNSHTINLATILIIA 1L
AU NITUA BT N5V
dauna ulud 9819 uans

WUFNTTUDD

7 03l id NFIUNITANT UNNT

AseI Msapumisulilanunse

ThAnssineasunaula

&4 Sl Units nedmssidunis
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e) For qualitative methods, |e) 35n53971ATIEAT AU N
traceability may be NIINIUFDUNES UAINIT
demonstrated by testing of | s un1slagldnsnsia
known material or previous 3Lﬂiﬂzﬁ’3’ﬁﬂﬁmwmaﬂ%
samples sufficient to show fmqﬁaaa’waﬂ'auwﬁ’wﬁ'ﬁ
consistent identification and, | % ouaeg 1 saned wan

Y

when applicable, intensity of ANADAAR DILAZAIY

reaction. JUWSIVRIUATeN (i)
6.6 Reagents and consumables ﬁWEJWLLaz'?aQ
6.6.1 General 7l

The laboratory shall have | fesfufinmsdedinszuaums | dnssuiumsdanmsiieuae
processes for the selection, | Tunsaiden dam $u daifu | Janlumsdmiden e Anda
procurement, reception, storage, | SN MI93LATIRNANENTR | 395U (SIUNUITNI5ATIA
acceptance testing and | sunasinisensy suams | $U) gua vuds Sansdaif
inventory management of U%msﬂé’mfﬂml,l,aﬁa@ T Wi esulalunisldam
reagents and consumables. wazton umiﬂumﬁ DU %30
NOTE Reagents include substances | e Sioudsidisansit | mmidewne

which are commercially supplied | 99%1%3 91913 pud ULes el
or prepared in-house, reference | 81989 (¥ &5 GRVEGEE Gl
materials (calibrators and QC | MUANANATN) pWnIAsTe
materials), culture media; faﬂguLﬂﬁaﬂ AU0WWe alan
consumables include pipette | w7 E;‘dﬂ’iﬂfl POCT 1Jusu

tips, glass slides, POCT supplies etc.

6.6.2 Reagents and consumables | N155UKaLN153 ALA US NI

— Receipt and storage UneuazIsn

1%
v = o o

@ v H o =l a [
The laboratory shall store e NISNUINWIUIPILALIFG | HUUNNNITIVUIYT UNITIA
<

J

reagents and consumables | daudulumudamninua | iusnwiuiewazianly

v o

according to manufacturers' qmé’m&m%a&ﬁummﬁwam ANNTUINA BUT LNUNE AN
specifications and monitor the | 33U ldkagd n1sA any | TIudaueniiuin1snkaves
environmental conditions where | #399@UANIEWING DY Vo uRng

relevant. When the laboratory is

1y
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not the receiving facility, it shall
verify that the receiving facility
has adequate storage and
handling capabilities to maintain
supplies in a manner that

prevents damage and deterioration.

o oI UAN196 03T N9
M3I9ABUNITTUKALNNS
Jouftusnutieuay Tan s
agjuanilufimaguavassias
U uanistuliifinniny

@evne
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U52NaUNITNIITUN

6.6.3

Reagents and consumables -
Acceptance testing

Each reagent or new formulation
of examination kits with changes
in reagents or procedure, or a new
lot or shipment, shall be verified
for performance before placing
into use, or before release of
results, as appropriate.
Consumables that can affect
the quality of examinations shall
be verified for performance
before placing into use.

NOTE 1 Comparative 1QC
performance of new reagent
lots and that of previous lots
can be used as evidence for
acceptance (see 7.3.7.2). Patient
samples are preferred when
comparing different reagent lots
to avoid issues with commmutability
of IQC materials.

NOTE 2 Verification can sometimes
be based on the certificate of

analysis of the reagent.
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Reagents and consumables -

Inventory management
The laboratory shall establish an
inventory management system for

reagents and consumables. The

N15AANIARIUIY AL IEN

el URnsdesdissuuns
AIUANARIUNE WAL T30

e MIIANITTTUUAHIA BTN

NENFIUNIDLANES

U52NaUNITNIITUN

[

ANSINNITARIUIELLAT IR

9

WENUIEIALTANTINTIATU

59M5295UN3 D LUK ULN U

Adverse incident reporting

Adverse inddents and accddents that
can be attributed directly to spedific
reagents or consumables shall be
investigated and reported to efther the
manufacturer or supplier, or both, and
appropriate autharities, as recuired. The
laboratory shall have procedures for
responding to any manufacturer’s recall
or other notice and taking actions

recommended by the manufacturer.

systemn for inventory management | wenunguasannauiise | senaindulvideiay
shall segregate reagents and m’a%%’u—miuﬁi&i ARIRBIL
crsumebles thatheve beenaccepted | wagna 1 Hun1saNiU
for use from those that have been 1idlasenaniulidaru
neither inspected nor accepted for use.

6.6.5 Reagents and consumables — @:ﬁaLLuzﬁﬂn'liwﬁﬂﬁnLLaz’faq
Instructions for use
Instructions for the Lse of eagerts and. | fosdifiauugainislinen | fafonTelonansuuziinis
consumables, including those | wag¥anzauiatuildfuan | Mheuasagsuiatiud
provided by manufacturers, shall | &H&" nsldFeudulunud I@suandudn nsldfides
be readily available. Reagents and | szyllaeguan vnldsnsly | idulupuiissylilnegunan
consurnables shall be used according | AEABIVINALTD 7.3.3
to the manufacturer's spedifications.
If they are intended to be used for
other purposes see 7.3.3.

6.6.6 Reagents and consumables — | N15518971UL%A A AUNA V89

U MaLIEn
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Reagents and consumables -Records
Records shall be maintained for
each reagent and consumable
that contributes to the performance
of examinations. These records
shall include, but not be limited,
to the following:

a) identity of the reagent or

consumable;

n1stuiinuIeIuas e
finsdanuduiinieaiunis
U magianlun13nsia

AT

a) AMANWUEI U ITARNY

Yo ey a1y

b) manufacturer's information,
including instructions, name

and batch code or lot number,

b) TeyarnEn Ailouuri ¥e
VINUAVTIHA HVIS BVLNEULAY

:"l d‘ a
AIIVINGR

) date of receipt and condition
when received, the expiry
date, date of first use and,
where applicable, the date
the reagent or consumable

was taken out of service;

o A A Yo o
o) Tufl wazanmd ald Suiu
ANy Tud diunly

Junendnla

d) records that confirm the
reagent's or consumable's
initial and ongoing acceptance
for use. Where the laboratory
uses reagents prepared,
resuspended or combined in-
house, the records shall
include, in addition to the
relevant information above,
reference to the person or
persons undertaking the
preparation, as well as the

dates of preparation and expiry.

d) Junnnsmugaulseans
AU ABUNTIYTULAY
YUl INUBE19H BB

o N15uA5 suNANU 8T T

¥ a wva v v =1
V]@\TUQ U AN NIIR DIU UNN
R

W
]

= =

WS U TUN RS HUWAY

TurieengiuAINtoya

v o= v J

PUUNNAINATIV AU

NENFIUNIDLANES

U52NaUNITNIITUN

v =

JYuinuewa
a)-d)

[y

gId

7

ANUUD

@ ANlN15M IV ULNDTUTDIANANTANDIUJUANIAUNINTFIU ISO 15189: 2022



ISO

Requirements

15189:2022

6.7

6.7.1

Service agreements

Agreements with laboratory
users

The laboratory shall have a
procedure to establish and
periodically review agreements
for providing laboratory activities.
The procedure shall ensure:

a) the requirements are

adequately specified;

aANaIuINIG
TannasfiugsuuInig
HosfuRmssesdavhiuney
msmtivnuisessdsulfun
Tumsmumutonnasusnisyma
vowftiRnmaduseey 1 el
fhla

a) AIUABINITANITILY

DYTALIULAL LAY

b) the laboratory has the
capability and resources to

meet the requirements;

b) viewuRnsieuaninge
WAENT NEINTNT BUATY

Y oRNa

c) when applicable, the
laboratory advises the user of
the specific activities to be
performed by referral
laboratories and consultants.
Laboratory users shall be
informed of any changes to
an agreement that can affect
examination results. Records
of reviews, including any
significant changes, shall be

retained.
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v v Y

6.7.2 | Agreementswith POCT operators | Yannasnugianiliuns POCT
Service agreements between the | 198ANAYTENI1VRIUNUR |o  allamssuiiuem POCT

laboratory and other parts of the | A5 UM I8 uauE uly o Tonnasszn 199 oy
organization using laboratory | 8sAns7ild POCT Taesiuladn URURM s Ui 19

POCT TuasAns

a

supported POCT, shall ensure | 01908 UNNIBOIUIANUN
that respective responshiliiesand | AusuRaveulITalaunazil |e Hpuwnssums
authorities are specified and nsAeasfiunza multidisciplinary POCT
communicated.
NOTE Established multidisciplinary  [A318L48 951888 Wwealu
POCT committees can be used to | Annex A.

manage such service agreements
as described in Annex A
Externally provided products | W& af aiai wazus n1591n
o8 and services ABUBdN
6.8.1 General 7l
The laboratory shall ensure that | Wesufjtnisfesiulaininis | sUfoRlumsdndenions
externally provided products | ld¥anuazuinsangliuinis | lusmsanaeuenaseunay
and services that affect laboratory | An8UBN Feflnasofanssunn | 9o a)-¢o

activities are suitable when such | oeUf U T e N
products and services are: "’J’a@LLayU%mﬁﬁ?u

a) intended for incorporation into |a) 10 ud Junil sluAanssuves

%

the laboratory's own activities; Vo URns

b) provided, in part or in full, directly |b) Ui msudievioan

a1

to the user by the laboratory, as | Midaeulvigl¥uIn1slaense
received from the external Mauﬂmﬂbl,ﬂyﬁjummﬂqiﬁ

provider; UIMINeUBN

¢) used to support the operation |c) WnlYadvayunsaniy
of the laboratory. It can be M3vawinsUURns
necessary to collaborate with
other organizational
departments or functions to

fulfil this requirement.
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NOTE Senvices indude, eg. sample
collection services, pipette and
other calibration services, facility
and equipment maintenance
senvices, EQA programmes, refenal

laboratories and consultants.

VW USMInieuen laiun

USNTAUF0E9

o USMS@RUWIBUAS DI

Uinstgssnwiesesile
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NENFIUNIDLANES

U52NaUNITNIITUN

6.8.2

Referral laboratories and

consultants

The laboratory shall communicate

its requirements to referral

laboratories and consultants who

provide interpretations and advice,

for.

a) the procedures, examinations,
reports and consulting

activities to be provided,

WoeUunn1siunsaasie
waziiuznen

WosUJ VA n19i09d oans
FomMuuan U asuf URn33u

AT BLAENIUS WA ENTU

a) 5810 8ul U A I50979
FATIEINTINYNUNALEY

ANTIUVDINUT NN

[ ]
md)}

b) management of critical results;

b) NM3IANITANINGM

c) any required personnel
qualifications and demonstration
of competence.

e Unless otherwise specified in
the agreement, the referring
laboratory (and not the
referral laboratory) shall be
responsible for ensuring that
examination results of the
referral laboratory are provided
to the person making the request.

e Alist of all referral laboratories
and consultants shall be

maintained.
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Review and approval of extemally

provided products and services

The laboratory shall have

procedures and retain records

for:

a) defining, reviewing, and
approving the laboratory's
requirements for all externally
provided products and

services;

MINUNIULAZaY L ARG AN

LazUSNMsNAeUBN

WosufuRn1sosdidunen

N19A1LE WITULaz U un

Aeniu

a) N155%Y MUY Lazoudla
TonanAauiuagusnisann

NYUBN

b) defining the criteria for
qualification, selection,
evaluation of performance
and re-evaluation of external

providers;

b) AvuALNMsiAuaNdAnIs
AndanMIUsTluaNsIauY
wagn1sUsELd ey I

USNIIAYUDA

o referral of samples;

0) N15AINBAIBDYY

d

~

ensuring that externally
provided products and
services conform to the
laboratory's established
requirements, or where
applicable to the relevant
requirements of this
document, before they are
used or directly provided to

the user;

d) Fularausmsanaieuen
Dulunad ormuundi v
Fuaudarmuni neufias
Ul v3 ad aue Ul 14

usms

e) taking any actions arising
from evaluations of the
performance of external

providers.
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7.2

7.2.1

Requirements

Process requirements

General

The laboratory shall identify
potential risks to patient care in the
pre-examination, examination and
post-examination processes.
These risks shall be assessed
and mitigated to the extent
possible. The residual risk shall be
communicated to users as
appropriate. The identified risks
and effectiveness of the mitigation
processes shall be monitored and
evaluated according to the
potential harm to the patient.
The laboratory shall also identify
opportunities to improve patient
careand develop a framework to
anage these opportunities (see 85)
Pre-examination processes

General

The laboratory shall have
procedures for all pre-
examination activities and
make them accessible to
relevant personnel.

NOTE 1 The pre-examination
processes can influence the
outcome of the intended

examination.
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NOTE 2 ISO 20658 provides
detailed information for sample
collection and transport.

NOTE 3 ISO 20186-1, ISO
20186-2, 1SO 20186-3, 1SO
20166 (all parts), 1SO 20184 (all
parts), 1SO 23118 and ISO 4307
provide detailed information
for samples from particular

sources and for specific analytes.

newin 2 1SO 2065 I easd en
4oy alngasd eadms unsiy
FDENILATNITVUES

nugLn 3 190 201861, 1SO
201862, 1SO 20186-3, 1ISO 20166
@l parts), 15O 20184 (all parts), 1ISO
23118 waw 150 4307 Tideyalng
Az AAMIUAIDE NINUNAS
lRNZLazdINT UN197 1A

KINS

NANFIUNTDLONET

U52NaUNISNIITUN

1.2.2

Laboratory information for
patients and users
The laboratory shall have
appropriate information
available for its users and
patients. The information shall
be sufficiently detailed to
provide laboratory users with a
comprehensive understanding
of the laboratory's scope of
activities and requirements.
The information shall include
as appropriate:
a) the location(s) of the laboratory,
operating hours and contact

information;

Payamaissufuansdmsu
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T oy ad s1uazld gald gIny
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U UA 1597 vl ganedmsy

Asuuimadilalidng

a) MR aweUURns

1Y

Tu nan uinis Jeyans

ARFID

b) the procedures for requesting
and the collection of

samples;

b) 35 n5uedImTIALNISLAU

PRIAN

) the scope of laboratory activities
and time for expected

availability of results;
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d) theavallabillity of advisory services;

d) fusnshimuuzyn

e) requirements for patient consent;

¥ o

e) JornvuamsgugeiesUe

f) factors known to significantly
impact the performance of
the examination or the

interpretation of the results;

f) T3 9 dnansznuoy 193
HedAsan1InTIILATIEN
13 onN1TUanNanIImnI9

Bl A

g) the laboratory complaint process.

9 ATTUIUNTTUTDIDAUSHU

NANFIUNTDLONET

U52NaUNISNIITUN

71.2.3

7.2.3.1

Requests for providing

laboratory examinations

General

a) Each request accepted by
the laboratory for examination
(s) shall be considered an

agreement.

N1984A59AN9BIU{URNS
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b) The examination request shall
provide sufficient information
to ensure:

— unequivocal traceability of the
petient to the request and sample;

— identity and contact
information of requester,

— identification of the
examination (s) requested,

— informed clinical and
technical advice, and clinical

interpretation can be provided.
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¢) The examination request
information may be provided
in afomat ormedium as deemed
appropriate by the laboratory

and acceptable to the user.
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d) Where necessary for patient

care, the laboratory shall

d) nssd i Induii on1sgua

HUl8r el Uinisdes

ad o & P Al
NIUNINTUNDNITRLAKUY

NANFIUNTDLONET

U52NaUNISNIITUN

A OIT8YY0INIIE 215U

The laboratory shall have
procedures for the collection
and handling of primary samples.
Information shall be available
to those responsible for sample
collection. Any deviation from
the established collection
procedures shall be clearly
recorded. The potential risk
and impact on the patient
outcome of acceptance or
rejection of the sample shall
be assessed, recorded and

shall be communicated to the

o MosUfuRNARdszLlsy
URURdmsuMsAy msd
nsiegrelguniteyanes
TieanadmnugFuiiavou
\fudeg

o Yuinnsaiwuddnig
Weauuluannszdeuudoa
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communicate with users or | AeansAugFuuinsfnty | {Suuimaietuneaziden
their representatives, to 5198815 9AN1589R5299 | MsdenTIaTivaLau
clarify the user's request. LU
7.2.3.2 | Oral requests N15U0d9M529RA8911
The laboratory shall have a | WU UAn1sAeediseilou | o A35UJURANMved We
procedure for managing oral | U/jUANsflvadns19078791391 N
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appropriate personnel. The
laboratory shall periodically
review requirements for sample
volume, collection device and
preservatives for all sample
types, as applicable, to ensure
that neither insufficient nor
excessive amounts of sample are
collected, and samples are
properly collected to presenve

the analyte.
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7.2.4.2

Information for pre-collection
activities
The laboratory shall provide
information and instructions
for pre-collection activities
with sufficient detail to ensure
that the integrity of the sample
is not compromised. This shall
include:
a) preparation of the patient (e.g.
instructions to caregivers,

sample collectors and patients),
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e

b) type and amount of the
primary sample to be collected
with descriptions of the
containers and any necessary
additives, and when relevant

the order of collecting samples;

b) WU AkAZUS UIUVBIH 398 14
Ugun HNYULUTIRENTI N
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o) spedial timing of collection,

where relevant;
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d) provision of clinical
information relevant to, or
affecting sample collection,
examination performance or
result interpretation (e.g.
history of administration of

drugs);

d) N5l ey an19ad Tn9
N o va Y
Nerdes UseiAnsiuen

Snwlsa)

e) sample labelling for
unequivocal identification of
the patient, as well as source
and site of sample, and
labelling, when several
samples from the same
patient are to be collected,
including multiple pieces of

tissue or slides;

e) MsAraanitaluszyLUaL
WIE SLAE LAY 97 LA U
#0819 n1sAnaaind of
Maef 188199108 UdeAuy
Henfuiegaaned unie
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f) the laboratory’s criteria for
acceptance and rejection of
samples specific to the

examinations requested.

f) nausnssuLazUREes0ENs
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7.2.4.3

Patient consent
a) The laboratory shall obtain
the informed consent of the
patient for all procedures
carried out on the patient.
NOTE For most routine
laboratory procedures,
consent can be inferred when
the patient willingly submits
to the sample collecting
procedure, for example,

venipuncture.
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b) Special procedures, including
more invasive procedures,
or those with an increased risk
of complications to the
procedure, may need a more
detailed explanation and, in

some cases, recorded consent.
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c) If obtaining consent is not
possible in emergency
situations, the laboratory
may carry out necessary
procedures, provided they

are in the patient’s best interest.

Aad

¢) MU uRn1sHIsUURN A
anunisalpniduldanunge
Ialugugeanangsuusnig

o

TneenflsdadUaedudfy

15U URnsdllianunsalaly

guyaNIINFTUUINNT

7.2.4.4

Instructions for collection activities
To ensure safe, accurate and
clinically appropriate sample
collection and pre-examination
storage, the laboratory shall
provide instructions for:
a) verification of the identity of
the patient from whom a

primary sample is collected,
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b) verification and when relevant,
recording that the patient
meets pre-examination
requirements [e.g. fasting
status, medication status
(time of last dose, cessation),
sample collection at

predetermined time or time

intervals];
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¢) collection of primary samples,
with descriptions of the
primary sample containers
and any necessary additives,
as well as the order of sample

collection, where relevant;

o) N5l AvuLUIIYAIBE 9
a a 4 v
nsaldnsldanssnwann
810 UN13TALA ULAZUTIY
729U 1UMUTAUANUNAN

BT

the person collecting the
primary sample and the
collection date, and, when
relevant, recording of the

collection time;

d) labelling of primary samples |d) N15AAaaINA 108 19U i
in a manner that provides Faunagdaey
an unequivocal link with the
patients from whom they
are collected;
e) recording of the identity of |e) Uuving atiun1sdaiv

f29819 TUN Lazan

f) requirements for separating
or dividing the primary

sample when necessary;

f) 35U UANISUEANT BLUS

v ! ad o &
Aoy NUguHUe LT

g) stabilization and proper
storage conditions before
collected samples are

delivered to the laboratory;

g) MRV NWIAIENING 1881
nawdwisaluRn1siNenTIa

PN

h) safe disposal of materials
used in the collection

process.
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71.2.5

Sample transportation

a) To ensure the timely and
safe transportation of
samples, the laboratory
shall provide instructions for:

1) packaging of samples for
transportation;

2) ensuring the time between
collection and receipt in the
laboratory is appropriate for
the requested examinations;

3) maintaining the temperature
interval specified for sample
collection and handling;

4) any specific requirements to
ensure integrity of samples,
e.g. use of designated

preservatives.
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b) If the integrity of a sample
has been compromised and
there is a health risk, the
organization responsible for
the transport of the sample
shall be notified immediately
and action taken to reduce
the risk and to prevent

recurrence.
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) The laboratory shall establish
and periodically evaluate

adequacy of sample

transportation systems.
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7.2.6.1

Requirements

Sample receipt
Sample receipt procedure
The laboratory shall have a procedure
for sample receipt that includes:
a) the unequivocal traceability of
samples by request and labelling,
to a uniquely identified patient
and when applicable, the

anatomical site;
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BUHURANITUMRENS

U ualunissud ey 14l
=
TUALLDUA
a) AUTARUIDILUVDATITAY
' v o
281NN1558U Y o Unelag
AU T LA UR 981908

ANULNNTELN

NANFIUNTDLONET

U52NaUNISNIITUN

135U UAnsfuiey e 4
I18ALLE UAATOUAG UATUH U
MU a) - )

Tuvensaadaau aanszyde
i Uenazdumy 97 FaLAy

SPRIAN

b) criteria for acceptance and

rejection of samples;

b) tnuain1sTukazUfLas

B8N

TinaeinssunasUassiang

) recording the date and time of

recptathe ample whenrdavart

AOUUNNTUKALLIAN U
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d) recording the identity of the
person receiving the sample,

when relevant;
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e) evaluation of received samples,

e) MUl usg 19 nsulae
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compliance with acceptability shlridulunsunosi
aiteria relevant forthe requested
examination (s);
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details of special labelling,
transport, any rapid processing
method, turnaround times,
and special reporting atteriato
be followed; unequivocally

traceable to the original sample.
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g) ensuring that all portions of

the sample shall be
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7.2.6.2

Requirements

Sample acceptance exceptions
a) The laboratory shall have a
process that considers the
best interests of the patient
in receiving care, when a sample
has been compromised due to
1) incorrect patient or sample
identification,
2) sample instability due to, for
example, delay in transport,
3) incorrect storage or handling
temperature,
4) inappropriate container(s), and
5) insufficient sample volume.

be affected.
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b) When a compromised clinically
aitical or imeplaceable sample
is accepted, after consideration
of the risk to patient safety, the
final report shall indicate the
nature of the problem and where
applicable, advising caution

when interpreting results that an

b) nsaifapgnalimanzaul
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1.2.7

7.2.7.1

Pre-examination handling,
preparation, and storage
Sample protection

The laboratory shall have procedures
and appropriate facilities for
securing patient samples,
ensuring sample integrity and
preventing loss or damage during,

handling, preparation and storage.
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a) The laboratory shall select and
use examination methods
which have been validated
for their intended use to assure
the clinical accuracy of the
examination for patient testing.

NOTE Preferred methods are

those specified in the instructions

for use of in vitro diagnostic medical
devices or those that have been
published in established /
authoritative textbooks, peer-
reviewed texts, or journals, or
in international and national
consensus standards or suidelines,

or national or regional regulations.
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b) The performance spedifications
for each examination method
shall relate to the intended
use of that examination and

its impact on patient care.

b) AMSNWULIANIZVRITABY
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) Al procedures and supporting
doaumentation, sudh as instructions,
standards, manuals and reference
data relevant to the laboratory
activities, shall be kept up to
date and be readily available

to personnel (see 8.3).
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d) Personnel shall follow established
procedures and the identity of
persons performing significant
activities in examination
processes be recorded,

including POCT operators.
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e) Authorized personnel shall

periodically evaluate the
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examination methods before
introduding into use, by ensuring
that the required performance,
as spedified by the manufacturer
or method, can be achieved.
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examination methods provided | 1 Jusz e wiiisuRemey
by the aboratory to ensure they
are clinically appropriate for
the requeests received.
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b) The performance spedifications
for the examination method
confimed during the verification
process shall be those relevant
to the intended use of the

examination results.
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©) The laboratory shall ensure the
extent of the verification of
examination methods is
sufficient to ensure the
validity of results pertinent

to clinical decision making.
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d) Personnel with the
appropriate authorization
and competence shall review
the verification results and
record whether the results

meet the spedfied requirements.
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e) If amethod is revised by the
issuing body, the laboratory
shall repeat verification to

the extent necessary.
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f) The following records of
verification shall be retained:

1) performance specifications
to be achieved,

2) results obtained, and

3) a statement of whether the
performance specifications
were achieved and if not,

action taken.
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7.3.3

Validation of examination
methods
a) The laboratory shall validate

examination methods derived
from the following sources:

1) laboratory designed or
developed methods;

2) method used outside their
originally intended scope (i.e.
outside of the manufacturer's
instructions for use, or original
validated measurement
range; third party reagents used
on instruments other than
intended instumentsand where
no validation data are available);

3) validated methods

subsequently modified.
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b) The validation shall be as
extensive as is necessary and
confim, through the provision
of objective evidence in the
fomn of perfomnance spedfications,
that the specific requirements
for the intended use of the
examination have been fulfilled.
The laboratory shall ensure that
the extent of validation of an
examination method is suffident
to ensure the validity of results

pertinent to clinical decision

making.

b) N15@8UNIUABIATBUARY
= o =

LV EINOANNAITUT D Uil
NANFIUN WANIA UFN WY
NN EBARABINUNIT LY
ITULN 8N15HAE ulang

ARTN

NANFIUNTDLONET

U52NaUNISNIITUN

ARV NIUNITATIIAOUAIY
T4 lev9Sn5193 A5 EhiANLTD
el)-eb)

AllaN13M 32U TTTULNDTUTDIANANTANRIUJUANIAUNINTFIU ISO 15189: 2022 @




ISO

15189:2022

Requirements

¢) Personnel with the appropriate
authorization and competence
shall review the validation results
and record whether the results
meet the spedfied requirements.
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d) When changes are proposed
to a validated examination
method, the clinical impact
shall be reviewed, and a
dedision made as to whether to
implement the modified method.
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e) The following records of

validation shall be retained:
1) the validation procedure used,

2) specific requirements for

the intended use;

3) determination of the
performance specifications
of the method,

4) results obtained;
5) a statement on the validity
of the method, detailing its

fitness for the intended use.
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7.3.4

Evaluation of measurement
uncertainty (MU)

a) The MU of measured guantity
values shall be evaluated and
maintained for its intended
use, where relevant. The MU
shall be compared against
performance specifications

and documented.
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NOTE ISO/TS 20914 provides

details on these activities

together with examples.

NUIYLNG 7 I18aELD 80

ISO/TS 20914

b) MU evaluations shall be

regularly reviewed.

b) A aamuNIuAIALll LU uaY

DY NALNAUD

) For examination procedures
where evaluation of MU is not
possible or relevant, the rationale
for exdusion from MU estimation

shall be documented.

o Fwesevivllanunsaussdu
Arruliiuiuaulafessey

< [y L5
LWQN@LUUﬁ?BﬁﬂHm@ﬂHi

d) MU information shall be
made available to laboratory

users on request.

d) Yeyarnuliuyuusudadl

wsaulinsaliinnssowe

e) When users have inauiries on MU,
the laboratory’s response shall
take into account other sources
of uncertainty, such as, but not

limited to biological variation.

e) MU URN15A 09571 Ma g
Yosruliu U U o Wy

ANMUSH UMY INTI

f) If the qualitative result of an
examination relies on a test which
produces quantitative output
data and is specified as positive
or negative, based on a threshold,
MU in the output quantity shall
be estimated using representative
positive and negative samples.

) 3FAIVIPATINAN HAA NS A
@eUsInad (CT, COI) un sy
ward uuanns eauld s

AnaAP Ll e

g) Forexaminations with qualitative
results, MU in intermediate
measurement steps or KC results
which produce quantitative

data should also be considered
for key (high risk) parts of the process.

¢) AMIUTTLATILTIAUNIN
Apnaldurueu ludumeu
FZUINNILUIUNIT WI0NA
QC Fadudoyalsusum
Arsiansadudruda

VBNNTLUIUNTT

NANFIUNTDLONET

U52NaUNISNIITUN

a 6

535997 1A Wana
NAa NS LB aUS w1y (CT, COl,
Titer) wa 189 uNad wuan
73 DAUA 895 NTATUIEUAN

Ay
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h) MU should be taken into

consideration when performing
verification or validation of a

method, when relevant.

h) AUkl il uau ATENLN

NANSULE 9YINNTMIUEBU

VR OEOUYIUID

NANFIUNTDLONET

U52NaUNISNIITUN

7.3.5

Biological reference intervals
and clinical decision limits
Biological reference intervals
and clinical decision limits,
when needed for interpretation
of examination results, shall be
defined and communicated to users.
a) Biological reference intervals
and clinical decision limits
shall be defined, and their
basis recorded, to reflect the
patient population served by
the laboratory, while considering
the risk to patients.
NOTE Biological reference values,
provided by the manufacturer can
be used by the laboratory, if the
population base of these
values is verified and deemed

acceptable by the laboratory.

A19 198 MN9Y N TNUAZAINT
anaulamenain

MAUAY I9A 19 198 19T 310N
Woansdraulameeddn e
§ 09lY LUanNan1snsIAI AT

uaetl msdeensiR SUUTMIVITIY

a) 81UA19 198 9N19T 1NN
wagAIN1SAAg ulanig
padnlidaau Hasiouds
UsgansuazAniletenlng

\devethey

NUNGLAR AND198IN1ITIN N
PNUTENRHERA5aLUTE
ladeveangulszansle

PIUADULA?

b) Biological reference intervals
and clinical dedision limits shall
be periodically reviewed, and any

changes communicated to users.

b) NUNUAID WBITINNLAE
A1NsHaa Wlaneeddnidy
SyeLvNd MIA suwUaR 84

doensdaldusns

€) When changes are made to an
examination or pre-examination
method, the laboratory shall

review the impact on assodated

A a Aca ¢ A
0 WaUMSUasUFIUAIIZNNTD

3 ABUNMTIATIZA BIVIUIUY

NANTEIUR 9RO D IYIN 30N

warAMIARaUlaePaLN

= [ [

10159 AVNY19A 19198 9N

)}

v

Y0 TUNNAITMIUEUAU

AR UUSLVINT hATAINIS

q

a

AnaulanIIAaund aanstn

SuusN1sns1ulaedin1sanag

- d’ze

[y |

SaufusEnIiesuunnis
AU SUUIN19IN1TNuUNIY
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biological reference intervals
and clinical decision limits
and communicate to the

users when applicable.

= = Y a
LLasﬁamSm&m%Uiﬂﬁ

d) For examinations that identify
presence or absence of a
characteristic, the biological
reference interval is the
characteristic to be identified,

e.g. genetic examinations.

d) M5ATIATIATIEU 71 8y 30
11 vi3oluia i nuazy19A7
§1989 9997 3D ud Ny

RN WU MIRTIINUGNTSY

NANFIUNTDLONET
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7.3.6

Documentation of
examination procedures
a) The laboratory shall document
its examination procedures to the
extent necessary to ensure the
consistent application of its
activities and the validity of its

results.

WNEISITNTIVIATIEH

a

NN59093LaNaNT

e

a) eIl u

3R AT UL ULUAT
Fduii ol ulad13snns

Tolauaznagniesiniete

b) Procedures shall be writtenin a
language understood by
laboratory personnel and be

avallable in appropriate locations.

b) FBanalerwidendowiy
neidladelaeyaansves
VesufuRnsuaziindoulyluy

anunufuRau

c) Any abbreviated document
content shall correspond to
the procedure.

NOTE Working instructions,
flow process diagrams or similar
systems that summarize key
information are acceptable for
use as a quick reference at the
workbench, provided that a full

procedure is available for reference

Q) LANANTDY 19 DL BN B4

a

donnneaiuIsu U

aa a 6 vV =
LONANSIBNTIILATILNH 89T
= v
S1YALLDYAATUDIUAIY a) -N)
o duangiunisuseiduna
ASENUINNNISNIUABUIS
AAs1EA(method Validation)
v A = v Y a
o milsdalvundadlduinig
n3algszuumaluladuia
=1
R
e Tusnwauwa
o AllaUSNTS

e LBNA1TRYNYBLUBMN
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and thatthe summarized
informationis updated as
needed, concurrently with the

full procedure update.

d) Information from product
instructions for use, that
contain sufficient information,
can be incorporated into

procedures by reference.

d) oy avIng T ondnsiu
a1u150l9 Juenanseneds

L33UGTR

e) When the laboratory makes
a validated change to an
examination procedure which
could affect interpretation of
results, the implications of

this shall be explained to users.

o) ilovasfURnsdslavie
219uNULUE suLUasds
3105189 F s019nTENURS
Asulanan e9as uleiu

HSUUINNS

f) AWl documents associated
with the examination
process shall be subject to

document control (see 8.3).

ada 4

f) NE1SNLNYINUVITIAT Y

Aosdnvinduenarsaun

NANFIUNTDLONET

U52NaUNISNIITUN

71.3.7

7.3.7.1

Ensuring the validity of
examination results

General

The laboratory shall have a
procedure for monitoring the
validity of results. The resulting
data shall be recorded in such
a way that trends and shifts are
detectable and, where practicable,
statistical techniques shall be
applied to review the results.
This monitoring shall be

planned and reviewed.

arudulaluanuindede
YDINANITIATIZH

aly
woslunnisiesdssideou
ygualunisaaniuaiiy
Ui efevesmaionu trend
Wag shift A DINUNIUKALT
a0 LnufadlhiuLaziIrue

SEYLLIANUNIUNTALIU

ol uRnsrealisuguRly
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71.3.7.2

a) The laboratory shall have an
IQC procedure for monitoring
the ongoing validity of
examination results, according
to spedified criteria, that verifies
the attainment of the intended
quality and ensures validity
pertinent to dinical dedsion making

1) The intended dlinical application
of the examination should be
considered, as the performance
specifications for the same
measurand can differ in
different clinical settings.

2) The procedure should also
allow for the detection of
either lot-to-lot reagent or
calibrator variation, or both,
of the examination method.
To enable this, the laboratory
procedure should avoid lot
change in IQC material on
the same day/run as either
lot-to-lot reagent or calibrator
change, or both.

3) The use of third-party 1QC
material should be considered,
either as an alternative to, or
in addiition to, control material
supplied by the reagent or

instrument manufacturer.

Internal quality control (IQC)

msAuANANTWANETY

a) WU UAN156 09075
U UAN15AIUANA AN
meludiofinnuanugndes
YasHATNAIIT IuADE NS
sorlouileaiuayumssinay

Tamemdiin

1) IS ATUIUSEY NA 19 N13
AIINIATIVNNAUTTENA
1l 0991nd aruung 1uUs
VB AEMSUMTIARENAY
p1auANA 19 WluNSAAUA
AsaRnuAneaTy

2) 35U UAFARInTIanuAY
WA punlasszning lot wie
MR uULUSY89 calibrator Tu
SemeTumsAsansly 1C
material %3 @ calibrator

A9 lot

3) A5l third party control
material lWiSmadeniasu
L HAINATAIVANAUNINT

Toanannusem

e WasUfuansiinsdesiu

NANFIUNTDLONET
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> b))
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madeond llunsauay
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NOTE Monitoring of

interpretations and opinions

can be achieved through regular
peer review of examination results.

b) The laboratory shall select
IQC material that is fit for its
intended purpose. When
selecting IQC material, factors
to be considered shall include:

1) stability with regard to the
properties of interest;

2) the matrixis as close as possible
to that of patient samples;

3) the IQC material reacts to
the examination method in
a manner as close as possible
to patient samples;

4) the IQC material provides a
clinically relevant challenge
to the examination method,
has concentration levels at
or near clinical decision
limits and when possible,
covers the measurement
range of the examination

method.

b) WesUfURn1sdeienian
AuAUAAINATE U

WNzaulngfia1IaaIn

1) ANMULEDES/AINUAIF

2) Matrix IndilAesdoeng
HUae
3) yhufsentnalAgaiu

PLERNATR

4) danudutulnaiuAinig
Andulanindlinaseunay

YIANTIBIUY

) If appropriate IQC material is
not available, the laboratory
shall consider the use of
other methods for 1QC.
Examples of such other

methods may include:

o) nsalldfiTanauauAmnIm
eluviesuuRnisaesly

aq A 1
FW/WNNLABAN LUYU
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1) trend analysis of patient
results, e.g. with moving
average of patient results, or
percentage of samples with
results below or above certain
values or associated with a
diagnosis;

2) comparison of results for
patient samples on a specified
schedule to results for
patient samples examined
by an alternative procedure
validated to have its calibration
metrologically traceable to
the same or higher order
references as specified in ISO
17511;

3) retesting of retained patient

samples.

1) A157 A8 WUl UKANNS
PTeivew Uiy Wy Anede
YDINANITATIIN aas'wéﬂ ol

=1 & @ I3 1 Y] ]
vivanas g uiueang Ui 10819

! ]

MR wiegandwINf A

2) NMSLUS U UNAURIR 1981

€

NUhefURaRTITIATIEA Y

Ce &

=Y

A av v
JURDUMLADND U P UNNS
SU589715 NSABUL BUN

a a ) Y P
153 NeN @auna ule aun
MIBWBIMR UG I UMT B

nriwnafiszylilu IS0 17511

3) MSATIVIATIZAT UG98

N
Y

d) 1QC shall be performed at a
frequency that is based on
the stability and robustness
of the examination method
and the risk of ham to the patient

from an erroneous result.

d) mmﬁiumsmuquqmmw
Aelud utual 1Ay
ANNaNYTalvedlTIiAT e
LLammm?aw{aQﬂwmﬂ

NANANAA

e) The resulting data shall be
recorded in such a way that
trends and shifts are
detectable and, where
applicable, statistical
techniques shall be applied

to review the results.

e) FIUUTINNG NSEINSIANU
trend way shift Tvinuniu

NAMIEATNIADA
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defined acceptability criteria at
regular intervals, and in a
timeframe that allows a
meaningful indication of cunent

perfomnance.

f) Mo NISNUNIUNANIS

AIANANAINATET LD
asauslunsousrezan?

lﬁnl 1 1 é/ a a
LDBABNITUITUTEANTNIN

g) The laboratory shall prevent

the release of patient results

9 enURmsnecaaiung

Udeeralunselinanseuny

NANFIUNTDLONET

U52NaUNISNIITUN

inthe event that IQC fails the | Aaunmelulirinnaus
defined acceptability criteria.

1) When IQC defined acceptability |1) wan1saiuA L anInaely
criteria are not fulfilled and |l W 1unewai U o8 3 wanas
indicate results are likely to TIATIEAUEd A2UAANA
contain clinically significant \A oUN9PATING Bsend g
errors, the results shall be LLéjaﬁﬂmﬁmi’wﬁsgﬂ
rejected and relevant patient
samples reexamined after the emor
has been cormected (see 7.5).

2) The results from patient |2) FesUssfiunafingalngiz
samples that were examined na IN15uA lnIAIuAY
after the last successful IQC | aaummeluiSeusoeue
event shall be evaluated.

7.3.7.3 | Bxtemal quality assessment (EQA) | maUsiiun aunmiseasd mamessen

a) The laboratory shall monitor its

performance of examination
methods, by comparison with
results of other laboratories. This
includes participation in EQA
programmes appropriate to the
examinations and interpretation
of examination resullts, including

POCT examination methods.

a) WoaUf UA 156 83f A uwa

a 6" =
ANSMIIATLASIEH LaeLUS U

~ YRR a va A
Wisuduiesuuanisdu 9
g 957U AlUThNTUUSELUY
ANNAERIANTAEURNT Y
A DUNUZFUN VI 5 N15A529
TLASIEY waznIshUaNa

ATBUAREY POCT

T lUsunsuUsziununnlay
29A NSANYUDNT WUTAUN U
AFNMINTINIATIEIAENTHUD

We
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b) The laboratory shall establish
a procedure for EQA enrollment,
participation and performance
for examination methods used,
where such programmes are

available.

b) U U N156 89n191UA
S a wa C% 4
sulgulUaienisalingidn
SuUsERuANNlngaIANS
AYUBNLAZANLTUNITATII

MNSEYLIATIN LA

NANFIUNTDLONET

U52NaUNISNIITUN

= = a va & @ %

Nz gulf) TR omsaslasidn
3 2uUsE U N MIAEBIANS
APUBNLATAILT UNITANY

STHLATIMNALA

) EQA samples shall be processed
by personnel who routinely
perform pre-examination,
examination, and post-

examination procedures.

) 1819 EQA Aaeaiiunng

lnggufiRnulsed

AL UNITNTIF 198 19 EQA

TneufuRnuused

d) The EQA programme (s)
selected by the laboratory
shall, to the extent possible:

1) have the effect of checking
pre-examination, examination,
and post-examination processes;

2) provide samples that mimic
patient samples for clinically
relevant challenges;

3) fulfil ISOEC 17043 requirements.

d) EQA program fiden

1) @U190MIIVFOUATLUIUNT
AU T¥NIN UATWa NS
A

2) feg19RBelnalALIRIDEN

e
Y

3) saranaLs ISO/EC 17043

LUsunsy EQA MU URns
Wenldusnised luveuiuni
Wuldlpadmneanisunsy

EQA aonndenu iy usvasd

e) When selecting EQA programme
(s), the laboratory should
consider the type of target
value offered. Tareet values are:

1) independently set by a
reference method, or

2) set by overall consensus data,
and/or

3) set by method peer group
consensus data, or

4) set by a panel of experts.

e) n1sden EQA program #aq
U uRmsaessmildswiinves

AN wNeNUsWASL Town
1) A1lRanITonada
2) Algan overall consensus data

3) AN peer group
consensus data

4) Algian panel expert
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NOTE 1 When method-

independent target values are
not available, consensus values
can be used to determine
whether deviations are
laboratory - or method-spedific.

NOTE 2 Where lack of
commutability of EQA materials
@n hamper comparison between
some methods, it can still be
useful for comparisons to be
made between methods for
which it is commutable, rather
than relying only on within-

method comparisons.

wnewe 1 Welidawdwned

liguiuisnsanunsalta iy
LONT UYL B 15U 1A
WU 89 uuy U Ad wanizluy

MoslfuRnmsvseangians

vanein 2 luvasdi

Commutability ¥4 EQA @11158)
YAYINHANSUS BULT BUUNSID
we' A g apad UselawdTunng
W su usEnIned s wnud 9z

= ] ad a Y]
EU DL LRNWIZITLALINULDN

f)  When an EQA programme is
either not available, or not
considered suitable, the
laboratory shall use alternative
methodologies to monitor
examination method
performance. The laboratory
shall justify the rationale for
the chosen altermative and
provide evidence of its
effectiveness.

NOTE Acceptable alternatives

include:

- participation in sample
exchanges with other

laboratories;

f) n5ed lu'dl EQA program
v a wva td aadqa
NI UANITADINITNIT
AARUNANIFTIIATRILNE
fwmnalumsiienismaden

A a Y 1 a a Aa
NNNTU LA TIUUTZANT NN

an & P o
e I5Maieniigeusy
PRk
o NSWANLUA BUMADE19MTD

e wiasURns
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o nsalludl EQA program W9

UAURNIH 0935 N13R AN
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- interlaboratory comparisons

of the results of the examination
of identical IQC materials, which
evaluates individual laboratory
IQC results against pooled
results from participants using
the same IQC material;

- analysis of a different lot
number of the manufacturer's
end-user calibrator or the
manufacturer's trueness
control material;

- analysis of microbiological
organisms using split/ blind
testing of the same sample by
at least two persons, or on at
least two analyzers, or by at
least two methods;

- analysis of reference materials
considered to be commutable
with patient samples;

- analysis of patient samples
from dinical correlation studies;

- analysis of materials from cell

and tissue repositories.

= =
e N15LUT YU IUNANITATID

#9819 1QC 91 95l 9UN LT
Ul UNATINNAUNT N 19

feEnufennu

e AN Calibrator lot 714¢)
NUTHNHREVTE trueness

control materialanus ‘@W:J A4l

o NUYATYINE AT split/
blind testing 31n# 219814
Weniu lngyaanseg ey
2 A Vi3 oee9tiow 2 1A B9

1500819108 2 35

o AT reference materials
IneAiie0s commutable AU
feeaUe

o TiATIwA70E 19 Uaeann
MR mNAME LS INPRLN

o AA31zH material Inasi

Wuld

g) EQA data shall be reviewed
at regular intervals with
specified acceptability criteria,
in a time frame which allows
for a meaningful indication
of current performance.

patient samples.

g) AeImMUNIUToL A EQA My
e gaus ulueseusy g

° =~ | A

Al LEALDLN OUAAINAU TN
ANUNNNEVBINANTU U

aneen
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h) Where EQA results fall outside |h) nseina EQA agueninausinis | nselua EQA og/uaninaainis

specified acceptability criteria, | #oUSUAA DI MIAMTUNTN | BOUTUALA DI N1TANTUNITT

appropriate action shall be taken | 1ANNZAY (@jﬁa 8.7) TadIMT | unga (@J"EJJE] 8.7) T 9n1T

(see 87),induding an assessment | Useidiuanuddggmeedtn | Yssdliupnudagmeediin

of whether the non-conformance

is dinically significant as it relaties to

i) Where it is determined that
the impact is dinically significant,
a review of patient results
that could have been affected
and the need for amendment
shall be considered and users

advised as appropriate.

) ASNUNANSENUNPATINDE N9
T vdAgsnd ud el
F189T1UNAYBIE UIYI 09

U URmIfaushETuuTns

DML

7.3.74

Comparability of examination
results

a) When either different methods

or equipment, or both, are used

for an examination, and/or the

examination is performed at

different sites, a procedure for

establishing the comparability of

results for patient samples

throughout the dinically significant

intervals shall be specified.
NOTE The use of patient samples
when comparing different
examination methods can avoid
the difficulties linked to the limited
commutability of IQC materials.
When patient samples are either
not available or impractical, see all

options desaioed for IQC and EQA
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WU g UNanTIeIEn
(Comparability of examination

result)
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7.4.1
7.4.1.1

Requirements

b) The laboratory shall record
the results of comparability

performed and its acceptability.

b) iesUURNsiesiuiinnans

) = :.Jl ¥
WS UWIBUTINYRURETU

¢) The laboratory shall periodically
review the comparablity of results.

¢) viesUfURn1sARImMUNIULE

msilSeuisuduszes

d) Where differences are
identified, the impact of
those differences on biological
reference intervals and
clinical decision limits shall be

evaluated and acted upon.

d) WonumNULANARasUsTEI U
NANTENULS 89A 1919899174
Fannunaza 16 ad ulania

AALUN

e) The aboratory shall infomn users
of any clinically significant
differences in comparability

of resullts.
Post-examination processes

Reporting of results

General

a) Examination results shall be
reported accurately, clearly,
unambiguously and in accordance
with any specific instructions
in the examination procedure.
The report shall include all
available information necessary

for the interpretation of the results.

v

e) ¥ oIUUAN196 09634

o

HSUUSMvsU

ATURMIVA MEATIIATIEN
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Ml
a) HaNINTIVIATIEVABIYNABT
% P aa
Tarunutouly 3nMInsa
t4 a v o0 &
Menurediveyandnduly

AsuUana

b) The laboratory shall have a
procedure to notify users when
examination results are delayed,
based on the impact of the
delay on the patient.
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c) AUl information associated
with issued reports shall be
retained in accordance with
management system
requirements (see 8.4).

NOTE For the purposes of this

document, reports can be

issued as hard copies or by
electronic means, provided
that the requirements of this

document are met.
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7.4.1.2

Result review and release

Results shall be reviewed and
authorized prior to release. The
laboratory shall ensure that
authorized personnel review
the results of examinations and
evaluate them against IQC and,
as appropriate, available clinical
infomnation and previous examination
results. Responsibilities and
procedures for how examination
results are released for reporting,
including by whom and to

whom, shall be specified.
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7.4.1.3

Critical result reports

When examination results fall within

established aitical dedision limits:

a) the user or other authorized
person is notified as soon
as relevant, based on dinical

information available;
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b) actions taken are documented,
including date, time, responsible
person, person notified,
results conveyed, verification of
accuracy of communication,
and any difficulties

encountered in notification;
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) the laboratory shall have an
escalation procedure for
laboratory personnel when
a responsible person

cannot be contacted.
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7.4.1.4

Special considerations for

results

a) When agreed with the user,
the results may be reported
in a simplified way. Any
information listed in 7.4.1.6
and 7.4.1.7 that is not
reported to the user shall

be readily available.
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b) When results are transmitted
as a preliminary report, the
final report shall always be

forwarded to the user.
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) Records shall be kept of all
results which are provided
orally, including details of
verification of accuracy of
communication, as in 7.4.1.3
b). Such results shall always

be followed by a report.
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d) Special counselling may be
needed for examination results
with serious implications for
the patient (e.g. for genetic
or certain infectious diseases).
Laboratory management
should ensure that these results
are not communicated to the
patient without the opportunity
for adequiate counselling.
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e) Results of laboratory examinations
that have been anonymized
may be used for such purposes
as epidemiology, demography,
or other statistical analyses,
provided that all risks to patient
privacy and confidentiality are
mitigated and in accordance
with any either legal or

regulatory requirements, or both.
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7.4.1.5

Automated selection, review,
release and reporting of results
When the laboratory implements a
system for automated seledtion, review,
release and reporting of results, it shall
establish a procedure to ensure that:
a) the criteria for automated
selection, review and release
are spedified, approved, readily
available and understood by
personnel responsible for

authorizing the release of resullts;
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b) the criteria are validated and
approved before use, regularly
reviewed and verified after
changes to the reporting
system that can affect their
proper functioning and place

patient care at risk;
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o) results selected by an
automated reporting system
for manual review are identifieble;
and as appropriate, date and
time of selection and review,
as well as identity of the

reviewer are retrievable;
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d) when necessary, rapid
suspension of automated
selection, review, release

and reporting is applied.
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7.4.1.6

Requirements for reports
Each report shall include the
following information, unless the
laboratory has documented

reasons for omitting any items:
a) unique patient identification,
the date of primary sample
collection and the date of the
issue of the report, on each

page of the report;
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b) identification of the
laboratory issuing the

report;
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c) name or other unique

identifier of the user;

= A U v P v
o) Yevisesnanualdu vould

Usms

d) type of primary sample and any
spedific information necessary

to describe the sample (e.g.

source, site of specimen,

macroscopic description);

d) ¥ilavesdieg 1eUgun duay
Toyandduneiuiiogis

(AL BNNNEUBN)

e) clear, unambiguous
identification of the

examinations performed;

e) 189UNaNTAERY LN

f) identification of the examination
method used, where relevant,
including, where possible and
necessary, hamnonized (glectronic)
identification of themessuand
and measurement principle;

NOTE Logical Observation
Identifiers Names and Codes
and Nomenclature for
Properties and Units (NPU, NGC)
and SNOMED CT are examples

of electronic identification.

f) ssyBanaereinlidmndu
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g) examination results with,

where appropriate, the units
of measurement, reported in
Sl units, units traceable to Sl

units, or other applicable units;
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h) biological reference intervals,

dinical dedision limits, likelihood
ratios or diagrams /nomograms
supporting clinical decision

limits as necessary;,
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NOTE Lists or tables of biological
reference intervals can be

distributed to users of the laboratory.

i) identification of examinations
undertaken as part of a research
or development programme
and for which no specific
claims on measurement

performance are available;

) szyn1snsiai il uduves
UV BLUTWATUN AU

FAVIVOUADU
Y

j) identification of the person(s)
reviewing the results and
authorizing the release of the
report (if not contained in
the report, readily available

when needed);

j) spus numunalavy oyl
Uaoena (mnliusnguulu

IeNUAeENEengla)

k) identification of any results
that need to be considered

as preliminary;
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1) indications of any critical

results; total number of pages).

4
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WuAingm

m) unique identification that all
its components are
recognized as a portion of a

complete report and a clear
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a) When necessary for patient
care, the time of primary
sample collection shall be

included.

identification of the end (e.g. | VLR
page number to
7.4.1.7 | Additional information for reports %’agmﬁmﬁuém%’ummm
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b) Time of report release, if not

Requirements

contained in the report, shall be
readily available when needed.
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0 ldentification of all examinations

or parts of examinations
performed by a referral
laboratory, including

information provided by
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consultants, without Uﬁﬁamiﬁm?ﬁmiwﬁ
alteration, as well as the
name of the laboratory

performing the examinations.

d) When applicable, a report |d) s1891ufessiuienisula | finsuvanauwaztenniiiu

shall include interpretation of NalazUaRnLY
results and comments on:
1) sample quality and suitability |1) Qmmwﬁaasmﬁmﬁlﬁwaﬁia
that can compromise the NANITIATIATIS 189
clinical value of examination
results;
2) discrepancies when |2) 2UAULANANNTHHANTID
examinations are performed 711910357 wane 9 wu
by different procedures (e.g. POCT v eluanuiifiunnsng
POCT) or in different locations;
3) possible risk of misinterpretation | 3) ALABafivzuUanaiingain
when different units of | e TIBNUAWANGN
measurement are in use
regionally or nationally;

saa

4) result trends or significant |4) NANNIRTIVILATIEAN L U7

changes over time. TR ruUaINTINWLN
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7.4.1.8

Requirements

Amendments to reported results
Procedures for the issue of
amended or revised results shall
ensure that :
a) The reason for the change is
recorded and included in the

revised report, when relevant.
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b) Revised results shall be
delivered only in the form of
an additional document or
data transfer, and clearly
identified as having been
revised, and the date and
patient's identity in the original
report shall be indicated.
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©) The user is made aware of the

revision.
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d) When it is necessary to issue
a completely new repart, this shall
be uniquely identified and shall
contain a reference and
traceability to the original
report that it replaces.
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e) When the reporting system
cannot capture revisions, a

record of such shall be kept.
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7.4.2

7.5

Requirements

Post-examination handling
of samples

The laboratory shall spedify the
length of time samples are to be
retained following examination
and the conditions under which
samples are to be stored. The
laboratory shall ensure that

after the examination, the

N199 ANTSH 208 19%8 9N15
DIl e

WU uani1sdosn1vium
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a) patient and source identification

of the sample are maintained,
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b) suitability of the sample for

additional examinationis known,

b) AULRUILANVDIN IDY
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AINULRUICANVD IR 208 19
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o) sample is stored in a manner
that optimally preserves suitablity

for additional examination,

o) fhegraivluaniniangay

PaglMANT18N1591529

TuanieNnuunzaulunisiiu
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d) sample can be located and

retrieved, and

d) szysundaufuiediuas

Preanulale

szuUALBaAudlIoga
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e) sample is discarded appropriately.
Nonconforming work
The laboratory shall have a process
forwhen any aspect of its laboratory
activities or e@mination results do
not conform to its own procedures,
quality specifications, or the user
requirements (e.g. equipment or
environmental conditions are out
of specified limits, results of
monitoring fail to meet spedified
criteria). The process shall

ensure that
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a) the responsibilities and

authorities for the management

of nonconformingwork are spedied
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AnsueuviesSuRAvey

b) immediate and long-term
actions are specified and based
upon the risk analysis process

established by the laboratory,
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C) examinations are halted,
and reports withheld when
thereis arrisk of hamn to patients;
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d) an evaluation is made of
the clinical significance of the
nonconforming work, including
an impact analysis on examination
results which were or could have
been released prior to identification

of the nonconformance;
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e) adecision is made on the
acceptability of the

nonconforming work;
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f) when necessary, eamination resuts
arerevised, and the useris notified;

[

N Wedndudaud lunalaziga

o

YUINIg

ey

InMsseumneySulave LAl

gnnadalrizug TRl

g) the responsibility for authorizing
the resumyption of work is spedfied
The laboratory shall implement
corrective action commensurate
with the risk of recumrence of the
nonconforming work (see 8.7).
The laboratory shall retain records
of nonconforming work and

actions as spedfiedin 7.5a) to 9.
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1.6

7.6.1

Requirements

Control of data and information
management

General

The laboratory shall have access
to the data and information
needed to perform laboratory
activities.

NOTE 1 In this document,
"laboratory information systems"
includes the management of
data and information contained
in both computer and non-
computerized systems. Some of
the requirements can be more
applicable to computer systems
than to non-computerized systems.
NOTE 2 Risks associated with
computerized laboratory
information systems are
discussed in ISO 22367: 2020, A13.
NOTE 3 The information
security controls, strategies and
best practices to ensure the
preservation of confidentiality,
integrity and availability of
information, are listed in
ISO/IEC 27001:2022, Annex A
Information security controls

reference.
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7.6.2

Requirements

Authorities and responsibilities

for information management

The laboratory shall ensure that
the authorities and responsibilities
for the management of the
infornation systems are specified,
including the maintenance and
modification to the information
systems that can affect patient
care. The laboratory is ultimately
responsible for the laboratory

information systems.
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7.6.3

Information systems management

The systern (s) used for the collection,

processing, recording, reporting,
storage or retrieval of examination
data and information shall be:

a) validated by the supplier and
verified for functionality by
the laboratory before
introduction. Any changes to
the system, including
laboratory software
configuration or modifications
to commercial off-the-shelf
software, shall be authorized,
documented and validated

before implementation;
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laboratory software configuration

or modifications to commerdal

off-the-shelf software # 84
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NOTE 1 Validation and verification
include, where applicable, the
proper functioning of interfaces
between the laboratory infomnation
system and other systems such
as laboratory equipment, hospital
patient administration systems
and systems in primary care.

NOTE 2 Commercial offthe-shelf
software used within its desiened
application range can be considered
sufficiently validated (e.g. word
processing and spreadsheet software,
and quality management software

programs)
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b) documented, and the
documentation readily
available to authorized users,
including that for day to day
functioning of the systemn;

b) & 19 91ud el lonasuazil
YU N LEAIDINITYINUTD

syuulunsaziu

AUUNNNBENINITNI9IUVDY

syuvluwpaziu

¢) implemented taking cybersecurity
into account, to protect the
system from unauthorized
access and safeguard data

against tampering or loss;

o) fimssnwanulasaien
lyiuas i o¥eeiussuugn

Y e 1A o D
Wil slaer ldl grunaming
warunUasdeyannnsuliey

viegavng

a

An1smurueansaldaussuuy

Y

ADLNILADS

d) operatedin an envionment that
complies with supplier
specifications or, in the case
of non-computerized systems,
provides conditions which
safeguard the accuracy of nnanual

recording and transcription;

d) e unisanela@aning
WandennA AR WA
Ingus ¥ vevs onsalldld
SLUUABLN 1LMBS 11 7 893
an1zii asns s o udin
uazteyaiiinisAnasndie

A

a v

AUUNNNITATIAEOUAIIY

gnApsvetaya
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e) maintained in a manner that
ensures the integrity of the
data and information and
includes the recording of
system failures and the
appropriate immediate and
corrective actions. Calculations
and data transfers shall be
checked in an appropriate

and systematic manner.

e) SNwIAUYNADITBIT YA
T3 s U AN NT09
FEUUNITHA bUTTUA hay
UfuRnsuAly

o MSAIUKAZNIIAELEY
To3ad03lAsUN15ATIT

' [ n:l'
2N UUITUUNAUZEN

NANFIUNTDLONET

U52NaUNISNIITUN

e JUUNNNNTAUVBITTUUNIS

wAlwviuil wagufuRmsunly

b

v =

o JUUNNNITAUIULALANT

a1eloud oy ad ald TUNNT

G]i’)%ﬁ@UEJEJ’NL‘fJHiBUU

When the laboratory
information system(s) are
managed and maintained off-
site or through an external
provider, the laboratory shall
ensure that the provider or
operator of the system
complies with all applicable
requirements of this

document.

el uRn1sdedinsdnnig
Weadnsld LIS 9anatsuen
a A v v v a
a0u7 1389198 b UT N3
Aegusnii el ulad 31979

1%

UjuRsuarinvun

7.6.4 Downtime plans UNUSURsTUUAY
The laboratory shall have | WasUUfn 156 ol bnun1s | dunusessunsaignidunsal
planned processes to maintain | UtRmAunsdifissuu ensaume | ssuuaeufiaines ausiuds
operations in the event of | ANFAMITAONUATIIBNUNG | NITTIHNUNALUUSHLULIR
failure or during downtime in | wuuUsAlWIRAY
information systems that affects
the laboratory's activities. This
includes automated selection
and reporting of results.

7.6.5 Off site management nsIAnIsUaNaaUT

YA o U

flenansiisvugiléunaey

liinszuunauinesuavy
YOBUNIALY 1 TETUUNS
haulaedlinseuuneaujua

ANUTDANUAT
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1.7

7.7.1

Requirements

Complaints

Process

The laboratory shall have a
process for handling complaints
that shall include at least the
following:

a) a description of the process
for receiving, substantiating
and investigating the
complaint, and deciding
what actions shall be taken
in response;

NOTE The resolution of
complaints can lead to
implementation of corrective
actions (see 8.7) or be used as
input into the improvement

process (see 8.6).

Ja3aal38u
ASTUAUNTS
e URmsnelnszuIung
IANI5Y 05 0I5 YUBY 191 D8

U5¥Naune

a) NITUIUNIIUADU (e 1d)
AUAUT DS D5 sULATNS

AnduliiufURNsReUaUes

RN

b) tracking and recording the
complaint, including the

actions undertaken to resolve t;

b) AARIUTDST DS sULATUUNN
U U157 b A unag

unUeymiiu <)

C) ensuring appropriate action
is taken.

e A description of the process
for handling complaints

shall be publicly available.

i
a wa =

o deulalsindufi@nisd
WANZE

o TYAUBEANITUIUNIIIANTS
Taiassunuinioudamne

MDA TOY
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Aao a va L%

15U UAMIIAMITes 0as e
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Y
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7.7.2,7.7.3
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7.7.2 Receipt of complaint A55udadaalsyu

a) Upon receipt of a complaint, [a) i ald Sudadonisuun | usumnuiedesrivianssu
the laboratory shall confim | Wesufifnmsiesduduliin | feglummiuinvey
whether the complaint relates AeatestuRanssusng o na
to laboratory activities that | Wesf@n157 ogluniny
the laboratory is responsible for FuiaveU eIl URn1sHes
and, if so, shall resolve the 1deseaseuluinns
complaint. (see 8.7.1).

b) The laboratory receiving the |b) 13 o'ld'sut a3 a5 oy ianamyaa;Jaﬁ'a"%ﬂ ulay
complaint shall be responsble | B3Il JUAN1IADITIVTIN | ATIFADUAINUG NA DIVBIVD
for gathering all necessary %’aa&aﬁ i wagnsivdey | SeasSeu
information to determine whether | AYNMNABIYRITRSDAT Y
the complaint is substantiated.

o Whenever possible the |o) winilululdvesufjifinis | asivaeuniiugndosvesde
laboratory shall acknowledge | Apeudslins1uaanIslasy | Sea5ou wazldenuA1ING
receipt of the complaint, and | 793995 JULALIIUINUY | UOINITINNTVOTDUTBU
provide the complainant with HAANS VToANUAUNTA
the outcome and, if applicable,
progress reports.

7.7.3 Resolution of complaint msunlededoaseu

Investigation and resolution of |e MIAUAUKAZIANISUEYMTD @ T UUINIINITTAGIA UAY

complaints shall not resultin | $8a3eu sodbidmwalilioms | A2I0LT $AUAILTEA VAL

any discriminatory actions. GonuUn JULTVBIT BT BT HULAY

The resolution of complaints | n158an1stedensoudes |  duneumsudladiom

shall be made by, or reviewed |  AWluMI/MUIU 30 audiA o AN1IMBUALDIU DT DT BU

and approved by, persons not | taes laidld i eatestu | ednalussuulinisieenunis

involved in the subject of the | AanssumevieadfUAnasi | damstetesden

complaint in question. Where | iutsudiufosdoutug v |o damznssy N33 08 b SU

resources do not permit this, | #dedinduauyeains Al | weulidanistedeassur

any alternative approach shall 1%’3%‘ﬂw3§u1®ﬁ1ﬁﬁﬂﬁgzgﬁa mMInTeEeUdeians

not compromise impartiality. ernadunanany e Rsssy e AT UNTI 193 BuazuA L

ALK

AllaN13M 32U TTTULNDTUTDIANANTANRIUJUANIAUNINTFIU ISO 15189: 2022 @




ISO
15189:2022

7.8

Requirements

Continuity and emergency
preparedness planning
The laboratory shall ensure that
risks associated with emergency
situations or other conditions when
laboratory activities are limited, or
unavailable, have been identified,
and a coordinated strategy exists
that involves plans, procedures,
and technical measures to enable
continued operations after a
disruption. Plans shall be periodically
tested and the planned response
capability exercised, where
practicable. The laboratory shall
a) establish a planned response
to emergency situations,
taking into account the needs
and capabilities of all relevant

laboratory personnel;

MITNUHNUANMUABLLBILAZNNS

= b4 [ | a
KATPUNIBUIUNBLURRNLIU

a9 ula3 MY

¥ a wva b

NOIUHUANITH

a

WA eeiA e umn A @ us1e 9

= & a o %
13 2a0 1UN15d D UlA VA
el Uuanmsiiateiniaves
Aanssuns ol anulunsaudag

ANTfmuanag nstaeing

v

AVILNUT UABUANT UNITHAY

[

19 TamunAtl ANEINTe

Be

v elulwliReraenunsal
ISIGRIIGY
¥ a [~4
o A0 NSYAAB UL USEEY
a =2 a wa
WaEH MINAU UAAIINEINTD
Tunsmavauos kNl
saaneam B UANoe
a) FATUNUABUAUDIMNRNAY
o0 = ¢ o <3
AU 9D 9ANUINT ULLAZAIY
d71190U93U, ARINT LU

Ve uRmaniAetes

b) provide infomation and training
as appropriate to relevant

laboratory personnel;

b) 1T oy auasn1sousuL
yAa1nsluesuumnise

LAEIVDIRNLLVAUNZEL

c) respond to actual emergency

situations;

C) MBUAUDLUARNAUAS 9|

d) take action to prevent or mitigate
the consequences of emergency
situations, appropriate to the
magnitude of the emergency
and the potential impact.

NOTE CLSI GP36-A [35] provides

more details.

d) fUfURnstesiu vsewiey
ALNS puS UAn N7
A ARIUNING 991010 ALY
anidu Imangaumuuug
YOUMARNIAULAZHANTENUT

ANPTU

NANFIUNTDLONET

U52NaUNISNIITUN

Junusossuaaunisal
aNAY

fimsausuyaans
finnstounnuduszoziiie
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8.1

8.1.1

Requirements

Management system

requirements

General requirements

General

The laboratory shall establish,

document, implement and

maintain a management
system to support and
demonstrate the consistent
fulfilment of the requirements

of this document. As a

minimum, the management

system of the laboratory shall
include the following:

- responsibilities (8.1)

- objectives and policies (8.2)

- documented information
(8.2,8.3 and 8.4)

- actions to address risks and
opportunities for improvement
85)

- continual improvement (8.6)

- comrective actions (8.7)

- evaluations and internal
audits 8.8)

- management reviews (8.9)

YONMAUATZUUUIAS

tafvuaiialy

My

WU uRn1A09dnTisEUY
vimsiluenaisinlulduay
s1sefnwliifeaduayunas

Y @8 = a va
wanali mummiﬂgummm

TOMYUAYDININTFIUATUT

98 9ANANDITUVUTNITVOY
eslfuRn1sfesliog1atioy

A9

- wihitsuiaweu (e 8.1)

- o uszaruaslaue @o 82)

- A15IMIILeNENS (UB 8.2, 8.3
way 8.4)

- sanseud sewazlena

deUsuUss (o 8.5)

- meUSulsseswiaiiles (e 86)

- mMsUunisuily (U8 8.7)

-NTUSELTULAEANITATIY
Ansnunelu (Yo 8.8)

- MSNUYNUSZUULIINS (WD 8.9)

NANFIUNTDLNET

U52NaUNITNIITUN

WU URMIA0sdavinenans

st tlogUsynaunie

o Fdausiay

o syingUaaduavuloue

* F¥UAINUT UL AYBUYDY
VosUUmns

o sudeulfUenansnann
waznsAIUANULN

o nsUszdumuAsaLas
NS

o MIARRINAUTEENSNANT
uilvdsliaonados

o Hduiinmanyaaamunely

o InsAanunsUTuUTEe
daﬁmuaxﬁmaﬁﬁi’mmmw

o NATUIMUMUTTUUUIMS

A g va o oA
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8.1.2

Requirements

Fulfilment of management

system requirements

The laboratory may meet 8.1.1
by establishing, implementing,
and maintaining a quality
management system e.g. in
accordance with the
requirements of ISO 9001)
(see Table B.1). This quality
management system shall
support and demonstrate the
consistent fulfilment of the
requirements of Clauses 4 to 7
and the requirements specified

in 8.2 to 89.

n15UR U A aud aninuavag

FEUUUIMNS

e URn1seauURnude
8.1.1 lnansvavinilulduas
TAYITEUUUT N30, AN
(mMurdarvuavas ISO 9001)
(gaARLIN B.1) sEUUUI sl
AovaduayuLazLAndLALE
n15Uf UAnudenmualude

4-Tuaztd 8.2-8.9 a8 gdLawLD

NANFIUNTDLONET

U52NaUNITNIITUN

sDorURURs 9 Aiferdos
uiinging o AReNMIUR U
i MV, calibration, QC chart,
EQA result, Risk assessment,
NC record, complaint
resolution, MR record, etc.

175 nsuA lvduiina g 9
AMRUALIAINTITLA US AW

UBUBNERAISINWA Y

8.1.3

Management systern awareness
The laboratory shall ensure
that persons doing work under
the laboratory’s control are
aware of]:

a) relevant objectives and

policies;

STUUUIUISUAINATZAUN

W oeU U'An136 093 uladn

ypansisiliunanssueg meld

MIAIUA NVDIN B9U4) UA N5dl
AUATEVTIN Fiall
a) Tnnuszasdnazulouned

LT

b) their contribution to the
effectiveness of the
management system,
including the benefits of

improved performance;

b) Msdauswlmnausedns
NAUBDITEUUUS UI55IUNS
Uselovi nn1susudse

Useavsnn

c) the consequences of not
conforming with the
management system

requirements.

Q) WasiNg 9 NeuNINTUANTY
m3lldenna o ulonnun

FEUUUIINS

finsdeansnansedums
PINNSVIUTIUTEUUUIINS I
yAaINITYuNIIU 4 I
aosaluIms uagqais
TomanmuIusNg

1 N195189URNANITATIA
Usslil ulnena nsneuen
Woapounsendunisuas
Tomamaiun
AMsfamuUsEans nmnis
A Lot 91w Lk uu s u
Usgans nw/Jsedndnavas

WA
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Management system ANFIANILDNAITIZUUUINNG
52 documentation

8.2.1 General Wialy
Laboratory management shall | Husymsviesuufinmsaesdain e fuloulun A TnLAL
establish, document, and | wlaviguazingUszasa iy | Ingusvasd snude 5.5
maintain objectives and | lonansuazs1sssnulilnduly e ST nasuszniauleune
policies for the fulfilment of the | M UTR UseatAvaINInsgIY | A WliUAaINTNAY
purposes of this document and aﬁuﬁuazéfaaﬁu%dmﬂa’mﬁqﬂ Sunsu
shall ensure that the objectives | S¥AUYBIDIANTSUNTIULAEIN
and policies are acknowledged | TmgUszasAuazuleovelUUUR
and implemented at all levels
of the laboratory organization.
NOTE The management | #lN8Lie LONASIUITUUUS IS
system documents can, butare | @111130 53308 TuA & oA AN
not reuired to, be containedina | wlsllailudevadu
quality manual.

8.2.2 Competence and quality AIUFAINTOLASAUNIN
The objectives and policies | 799 Uszasd wazulouiedad | ulourgn N Inkasdng
shall address the competence, | wanalad 1M 83U U'an15 | Ussasdadesddaninuseyln
quality and consistent | AIUEIUITOA UAINLAE | LAUTIIZAUANAINADNAR DT
operation of the laboratory. | AL un"57 denad aanung | sumsliimmesienliiims

Trusnsvesiesu)uanis
8.2.3 Evidence of commitment %é’ngﬁuuammflmjaﬁu

Laboratory management
shall provide evidence of
commitment to the development
and implementation of the
management system and to
continually improving its

effectiveness.

HuIMsiesUfuAnsdead
MANgIULAR ST anL9sTust
NFHAUITEUUUINITHAENNT
Ululgsrufeafinasusud s
UsednSNaveIszuuay g

U d‘
ABLUBDN

o dnsUssmeuleuienmunm
waring Uszasd v neay
Funsuwaruf URa

e {ANFUTTYUNUMIUIZUY
USvnstimsdeanslstypans
FunsdaUsedninaves
AW AUITEUUA UATN

p819MLDY
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8.2.4 Documentation NET
All documentation, processes, ONENST S AV W e A £ | tenans? A a7 aslunsyuan
systems, and records, related to | AUNIZUIUIUY Tuiintanuai | usaiunuazi 6198 e dlu
the fulfilment of the requiements | 1A g2t st umsufd@nmde | ssuunmnm deadalidnig
of this document shall be fﬁ’mumﬁu@mﬂmiﬁyﬁammag AIUAUonaIskassey bty
included in, referenced fiom, or | ¥ie81984 vifedesleatuszuy | seiloudfuRionarsamnm
linked to the management system. | U113 LLazmimuQmﬁ’uﬁ il

8.2.5 Personnel access ﬂ’liL‘fl'ﬁﬁﬂ‘UEl\‘i‘quﬂa’lﬂs
All personnel involved in Qﬂﬁ’]ﬂiﬁyﬂﬁmﬂﬁlLﬁlﬁl’J“{TaﬂﬁU UAINTVINALABIENNTOLE
laboratory activities shall have | Aanssusgg MaiesUfUans | onansaunmiiA eadeaiu
access to the parts of the | fasaunsa1dsenaisway | MhfsuAsweUveIILS
management system “Z’Jjayja(fi’m ﬂimwuu‘%mil,ﬂia
documentation and related ﬁﬂiﬂ%ﬂgjﬁﬁmmwﬁﬂﬁ%ﬁmw
information that are applicable
to their responsibilities.
Control of management n'lsmuqmana'ﬁszuuu%mi

&3 system documents
8.3.1 General il

The laboratory shall control
the documents (internal and
external) that relate to the
fulfilment of this document.

NOTE In this context, "document”
can be policy statements,
procedures and related job aids,
flow charts, instructions for use,
specifications, manufacturer's
instructions, calibration tables,
biological reference intervals
and their origins, charts,

posters, notices, memoranda,

Mo URn1sdasuALenans
@naeluazniguen) nui

Avualulinsguaduil

weLne tonansanansadu
dy aaqa a va

T uwasuleute 35U UA
U Awugidmsunisly

o o o

NUTBYATUNIE AuuEITes
WA AR1519N15AB UL 81U
23R8 198 T AN NLEE TN
wHunil Wawwes Useme Yuiin
LONATYONG LI AIWLNUIY

JannNas Lazlenals 7 u191n

szidyuU] U enansn anm
Wagn15AIUAUU U NE B3
ATOUAR LD ALBNENTNNYT AN
naringluiazionalsain
o Y a =
Meuenimsondddusyuy

WNENSADATI

@ Ailan15n 32U TTULNDTUTDIANANNTANRIUJUANIAUNINTFIU ISO 15189: 2022




ISO
15189:2022

Requirements

software documentation,

drawings, plans, agreements,
and documents of external
origin such as laws, regulations,
standards and textbooks from
which examination methods
are taken, documents describing
personnel qualifications (such
as job descriptions), etc. These can
be in any form or type of medium,
such as hard copy or digital.

AEUDN WU NYUNY UoU AU
AU UALFI LBNENTBERUNY
AMENTRAYAIINT (WU FNYY

) s TneagegugUuuy

=

= @V v 1
edeusuamlanle Wy wnans

A a LY

IDAING

NANFIUNTDLINET

U52NaunN1SNaITaUN

8.3.2

Control of documents
The laboratory shall ensure that:
a) documents are uniquely

identified;

MIATUALLINENT
MosUfuRn1sseiulain

a) WNANSUMTUSY (59a) NTARU

nENeNanwl Jsiaenans

b) documents are approved for
adequacy before issue by
authorized personnel who have
the expertise and competence

to determine adequacy;

b) tona13% a4l SUNITEU I
InerlilSmnanianuienyey
WAZALANNTODE W BIND

Aauteanlyu

adlA Wlaed e unaniiammg

ANLEINsanaultau

¢) documents are periodically
reviewed and updated as

necessary,

o) tenasla Sun1snuNIURY
uuaan wasusudsadu

o &
FEHYANUAIUAWUU

= <
UNTNUMIULBNANTUUT T

waztlutlagiu

d) relevant versions of applicable
documents are available at
points of use and, where
necessary, their distribution

is controlled;

d)tonansat’uv wa tordu
JagUuiindouthunldanuly
anun U uanisuasmiy

(3 < =
Audndulasinisaiuay

ANSLANTNULDNENT

lena1sAunImat Uty v
W osanunIni1d e u aanudl
U UAnu wazdn1saluvay
YU NN1HANT 18L8NA1T

AR

e) changes and the current
revision status of documents

are identified,

e) sryMIUAguLUas wazUad
nsunleas e Jagduueg

NAGE]

1N1958UanULVDBNATS

ARAN

AllaN13M 32U TTTULNDTUTDIANANTANRIUJUANIAUNINTFIU ISO 15189: 2022 @




ISO
15189:2022

Requirements

f) documents are protected

from unauthorized changes

and any deletion or removal;

N enanstnsunstasiuainms

wi v av snva nlaglyle Su

UM

NANFIUNTDLINET

U52NaunN1SNaITaUN

152U0UU09AUNISLUA 8U

wlaadayalulonasnmunIn

Inernlddiansunluenans

g) documents are protected

from unauthorized access;

¢) Lonasla sUN1SU8eA UNS

Whildlaglailasuaygyn

Tszuuteaiumsndwenans

AN laeg LidiEns

h) the unintended use of dbsolete
documents is prevented,
and suitable identification is
applied to them if they are

retained for any purpose;

h) 10158 89 UNS1YLeNaNs
gndniaglaiadle Trinsusd
7 UL AUA NS ULDNASN

a ¥ @ [ v oA
gALENLA WA US NI LT LD

TogUsvanAla o

Tszuuteaunisidieonansn

SRIGIVERERGAL

i) atleast one paper or electronic

copy of each obsolete

. 3 - a Yy
) uenansmuauendnty

ag 19Ny nn1uTEYL

= < W a
UILUUNINUINWILBANEITN

gNLANNI 0aaN 80819108

The laboratory shall ensure

that amendments to records

wesluanmsdeuiuladinig

wA sl uRnansanIu

controlled document is | afid1vun 1 4 MaszeyIaiiiivun
retained for a specified time
period or in accordance with
applicable spedfied requirements.
8.4 Control of records n13AUANTLIN
8.4.1 Creation of records n1s3aintudin
The laboratory shall establish | fesUfjiAnisAessavinduiing | ftfufind 4 nnmsufiRe
and retain legible records to | 81ud1e fimstudinlunaniivh | ffanudusius fuisugua
demonstrate fulfilment of the | ANFsufiTnansEMUBIRMUAM | YBIUA AEA ANTIUVDIN B4
requirements of this | 9831505297189 wazAy | URURMS
document. Records shall be | $nuvuf na1useezIand
created at the time each | Mwug
activity that affects the quality
of an examination is performed.
NOTE Records can be in any | i18L%f) ﬂ’uﬁmmmmaq’iu
form or type of medium. EULLUUSLﬂmﬁ
8.4.2 Amendment of records nsun lududin
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can be traced to previous | ndulufisdeyaneuntmieann | Juiindwe snwmmealidieiiy
. .. . U 1:’41 % 1% % a Y a o I~
versions or to orignal obsenvations. | MsdanaLlosRulA uannilver emanauazandu

Both the original and amended |o #oslinsiiusnuiisoya | fowdlazdenjun dal

data and files shall be kept, fuauu Sﬁaagaﬁ' WAl iy | Imssvyismseg 1eamulu
including the date and where |  suifisfufiasnen @At | sdevlftRmsuniuiin
relevant, the time, of alteration, | Aimsssyammuasiiudly |o Tdufinmautly uassudly
an indication of the altered ANUANS 7 b S ueuning
aspects and the personnel Mé’ﬂgmmmmmuaauﬁag’
making the alterations. uAlosiseazidsanisualy

seumpNanuily waeJum
o InsAutunnlusIeuNa
AOULATIAINITLA K WS DU

TeazdeaMILA Y

8.4.3 Retention of records mauSneduiin

va

a) The laboratory shallimplement |a) W 81U U'A n156 83715 o AITUJURNMSAUAuTUAN

o

the procedures needed for |  muptllideldviifien | Aivuaszezatdaiy

[
v ¢

the identification, storage, |  funeuisuludwiunsszy | Yufin fesdanszasuas
protection from unauthorized | msdaiu mstlesiu nsdnte | Tuiinlussuudidnnseting
access and changes, backup, | Iaglilasuauan msudly o Tuilnurswiae1amiviug
archive, retrieval, retention MydTe MIAU Mstheennky AR unLeLEe
time, and disposal of its records. SrEgnaINSA U Larn1si

Juinluyinane

b) The retention times for records [b) fuAsEeLnIaTd AL Us nw
shall be spedified. Uuiin

NOTE 1 In addition to requirements, | 8w 1 NSiuunseezian

retention times can be chosen | SALEUTUTING U uMIITY MY

based on identified risks Lng

c) Reported examination [c) $189MUNANITATIVILATIEH
results shall be retrievable #osa1u15auneenu D Le Ly
for as long as necessary or srgznammuANT Ut e

as required. MNTNALA

1y
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8.5

8.5.1

Requirements

d) All records shall be accessible

throughout the entire
retention period, legible in
whichever medium the
laboratory keeps records, and
available for laboratory
managenment review (see 89).
NOTE 2 Legal liability concerns
regarding certain types of
procedures (e.g. histology
examinations, genetic
examinations, pediatric
examinations) can require the
refention of certain records for mucdh
longer times than for other recorcks.

Actions to address risks and
opportunities for improvement
Identification of risks and
opportunities for improvement
The laboratory shall identify
risks and opportunities for
improvement associated with
the laboratory activities to:
a) prevent or reduce undesired
impacts and potential failures

in the laboratory activities;

d) Tuinieunfsstfdlanaon

Ao & ¥
SeEga M IAN UL LY IR e

M 1w o= A '
auy sl W0 uind ey lu
sUwuulauagnTaudmsuns
NUNIUTEUUUT 115089

Ve uRns

‘Wll"l&lWW! 2 ﬂ{]ﬂﬂﬂﬂﬁﬁﬁnsﬁ@\i
fumsadunsluued unou
(' histology examinations,
genetic examinations, pediatric
examinations) 81aMyUALAY
Snwdurnluszezae Uy

sNMITTUNTRAD U

n1sUssiiuadnad seuaz

TonaTunisuiuuse

nsszyaudanazlenia

Tunsusuuse

e UR M3n ol 915001A714

A saualomausuus il iA ey

Aanssud 9 -« YesiasluAng

il

a) Jestur eammansznuiilaifis
Uszase LA ANNALIVaDT 870

Aerulufanssmia URns

b) achieve improvement, by

acting on opportunities;

b) ussanalun1suTuUsslag

AuMsMUlaNa

) assure that the management
system achieves its intended

results;

o tuladszuuuimslaussans

mummggwmsﬁ MR

NANFIUNTDLINET

U52NaunN1SNaITaUN

P v o v o N
UNTAANMIUYY AU UL

UsziluaanuLd 897893 e9

UuRnsluuszdmnd

o flonansseyamid 0adl
A 827 03 UA 5TV
e Usng uaglomalu
MIUTUUSe [5.6 a), 8.5a)]

o fmsdndidummidsaay
AT UNITAUNAE NS N3
Famsanand e [y ns
& 1A B9AAA B9 (Risk

Avoidance)
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d) mitigate risks to patient care; |d) amanudedusguaitie | nsingleundnubes

e) help achieve the purpose |e) ‘(f’JEJSLﬁUiiq wan e | (Risk Transfer)
and objectives of the LLam”quszaaﬁﬂanﬁ’aq mimuaum']mﬁm
laboratory. UJURng (Risk Control)

MsveNSUAILLAL
(Risk Acceptance)] [8.5b)]

e IMIUsEliumMsdan1sAm
A vauazUulgaimssans
A 89Nl nausuLliy
wurgelu dUsedvdua
Wena [5.6 b), 8.50)]

o Wonvdsliaonndesos
wumumﬁwmwmﬁm/
Yadmnudsazlonia
Tunsusulse (8.7.16)

8.5.2 Acting on risks and opportunities | U UAnuAMULE Bauazlans
for improvement Tumsusuuss

9

The laboratory shall prioritize and |e W asU ] URN15A 8T na 10U [o TnMsiavhUnyianundes

[ [

act on identified risks. Actions AMUEIAQYUaTATUNTINY e TN15Y’ ANITAIINE B3R
taken to address risks shall be | enuidssiissyuazainlena | wanszvuiiilenmaifasena
proportional to the potential Woarnnaudadui wnvay N3RS0 ATIZR ST 01
impact on laboratory examination | Auuwdlifafiasifesanszvu | anuvasadevesiiisuas
results, as well as patient and ﬁ@ﬂaﬂugﬂﬁaﬂmaﬁmaﬂﬂimi’aﬁ] YAANT

personnel safety. The laboratory | 31AT12% sTtamnaUaende e 51U Ny JUAnNIsLa

| Y

shall record decisions made and | fgsUleuazypang UszdnSnaveansianig
actions taken on risks and |e WesfoAnsdesdivuiinns | audssaglomdluszuy
opportunities. The laboratory Andulauazuf URn1sdory sasEUATIAES

shall integrate and implemnent |  Heuaslona

actions on identified risksand |® WaeUfUAN1A B9 N1TTIY
improvement opportunities into Aad sauaglenauy’ JOURR
its management system and Wrlulusguuus msdanns

evaluate their effectiveness. N MUsEEIUUTE AV NG
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8.6

8.6.1

Requirements

NOTE 1 Options to address risks

can include identifying and
avoiding threats, eliminating a
risk source, reducing the
likelihood or consequences of
a risk, transfening a risk, taking a risk
in order to pursue an opportunity
for improvement, or accepting
risk by informed decision.

NOTE 2 Although this document
requires that the laboratory
identifies and addresses risks,
there is no requirement for any
particular risk management
method. Laboratories can use ISO
22367 and 1SO 35001 for guidance.
NOTE 3 Opportunities for
improvement can lead to expanding
the scope of the laboratory
activities, applying new technology,
or creating other possibilities to

fulfil patient and user needs.
Improvement

Continual improvement

a) The laboratory shall continually
improve the effectiveness
of the management system,
including the pre-examination,
examination and post-
examinationprocesses as stated

in the objectives and policies.

NBWR 1 Nsiaenaniuns
3 0amnund seanansovhlaan
A155¥YUATANTNA LA Bade
ANAL M3TauUVE I anes
mudes Msanlemaliavie
AANAYDIAIMLE £977 2RI
PIYSNSEANEP A BnSER UPnal
Aoaiteadrdlonalumsuiuge
viesiavlaseSurmsIdes
RUNBLNG 2 1055 1LY
AvuAlid N1358U wardTANIS
A paust A 118 Svuel il
Emaidnglunsdamsenu
Ao msanansath 1ISO
22367 waw 150 35001 114y
WU UR
e 3 lomauulysannsn
Wlldmsvengveutiensaiiu
Aanssumaissdf dins nsly
waluladlvsivs easlonaln
D9 mA BIN5YRME Uelay
Alleage
QURTRTTES
USuussatnsdatilas
a) e URMmmedimsusuuse
ot ol asr usEUUUT NS
FamsTants nsswaunsneu
ATAIATII NFEUIUMIATA
TRV UAZNTEUIUNTNRS
prenzviaamlsnanlilu

TogUszaduasuleune

NANFIUNTDLINET

U52NaunN1SNaITaUN

10159 A1 CQI LW BN U
o [ o
nIzvIUNIVIN Ul UlIzamn
U vdNgIUT LanINaIINNIg
PALINDLIDI LU
o LENENIAUNMNINMIUTUUTS
T donrd awnuAuduas

YSuw et e uotanain
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b) The laboratory shall identify

and select opportunities for
improvement and develop,
document, and implement
any necessary actions.
Improvement activities shall
be directed at areas of highest
priorty based on risk assessments
and the opportunities
identified (see 8.5).
NOTE Opportunities for
improvement can be identified
through risk assessment, use of
the policies, review of the
operational procedures,
overall objectives, external
evaluation reports, intemal audit
findings, complaints, corrective
actions, management reviews,
suggestions from personnel,
suggestions or feedback from
patients and users, analysis of

data and EQA results.

b) Mol uRn1sAeITEULAY

Fonindslafiflenanilug
MsUSulsauagimun 39
Wuenarsiluldeaniiiy
msauAundu Aanssy
maqmiﬂ%’uﬂqaﬁauﬂuﬁm

PUsEluANULE sakazlana

[V

< o
agaduainunu

nurewe Tonalunsuiuss
aunsasey b 9nnsuseiiiy
auides mslduleuenunn
msumudureunssidine
o Useadlagsin 9180UNN3
Uswiuannneuen Namsnsam
aantuniely 9e3 95 gu
UfURnsuly manumuszuy
U393 Touuzthanyeannsvise
AIUA AL UK U IBuas
AlTUsMs Myl enideya wae
HANTUTEEI LA IAINNITATID

AN

c) The laboratory shall evaluate
the effectiveness of the actions

taken.

o) v 0] U'A n15e U seiilu

UV AU SINLIUMS

d) Laboratory management shall
ensure that the laboratory
participates in continual
improvement activities that
encompass relevant areas

and outcomes of patient care

d) HusmsiealuAnisdes
fuladnAanssunisusulse
agasialil o danasianis

auasnuUiey

NANFIUNTDLINET

U52NaunN1SNaITaUN

1M IN5UBIAUAMNLEYS
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fiszuuliru3nsdi meuTang
AINA DINTVR W UTNIS
ASIUSUR NN T
duinnssunistiusnng
ﬁﬂwlﬁmﬁu
fvd'ng1unisd eanslu
qﬂmﬂimwmﬁ'mﬁ’mmu
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e) Laboratory management

shall communicate to
personnel its improvement

plans and related goals.

a v

e) § uMsenluinisnes
y

d oansiuymaingii eafiu
wiuNsUSUUsasd maneg

Aa v
MNYIVDN

NANFIUNTDLINET

U52NaunN1SNaITaUN

8.6.2

8.7

8.7.1

Laboratory patients, user,
and personnel feedback
The laboratory shall seek feedbadk
from its patients, users, and
personnel. The feedback shall be
analyzed and used to improve
the management system,
laboratory activities and
services to users. Records of
feedback shall be maintained
including the actions taken.
Communication shall be provided
to personnel on actions taken
arising from their feedback.
Nonconformities and
corrective actions
Actions when nonconformity
occurs
When a nonconformity occurs,
the laboratory shall:
a) Respond to the nonconformity
and, as applicable:
1) take immediate action to control
and comect the nonconfomity;
2) address the consequences, with
a particular focus on patient
safety indudingescalation to the

appropriate person.

a =3 v e v
AuA AL uYe s Uaes 1y
UIN1TUATYAAINS
o uiRmsdesinmsaauny

=3 Y Y a
Aaiung e /ldusnig
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ANUTIULAZ ST UNS
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il aiinnulyl dennd o e
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AVLNZEL FaE
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wazuhlvdsliaenndes

2) szyai muanlagiulud
AuUaensivve Uieuaz

SAERNAGHRLY

finsaeunIuANA ALY

N U K IUTNT A
d‘ o U

YAaINT wouunUsulys

FEUUUIS
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TunnTeyamaniiinisiny
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fn1sdeansiie Mdeya

SUNISIU
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vy IS U uaaunis
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LaLUD5 05U

a

Asiennanuliaenndag
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b) Determine the cause (s) of

the nonconformity.

b) manwmvesrslidenAdes

©) Evaluate the need for comective
action to eliminate the cause(s)
of the nonconformity, in order
to reduce the likelihood of
recurrence or occurrence
elsewhere, by:

1) reviewing and analyzing the
nonconformity;

2) determining whether similar
nonconformities exist, or
could potentially occur;

3) assessing the potential risk
(s) and effect(s) if the

nonconformity recurs.

o) Usesil ud 9918 wiil anndm
awin vesrulldonnd o9
waziialulmAng 19 v A

duley

o a

1) A UNSNUMIULAEIATIZA
e liiannmand
2) Jas1zvanuliaenndod

Tlanaingn

3) Usedl WU T UAILLE 89

LERSHANITNU

d) Implement any action

needed.

d) Andunisvseuuaniseiy

ANy

e) Review and evaluate the
effectiveness of any

corrective action taken.

e) NUMIULazUSEIUUSEaNSNa

a wva dl o a
“UE’NUQUGm'ﬁLLﬁl‘UVlﬂ’lLUUﬂ’ﬁ

f) Update risks and opportunities

for improvement, as needed.

f) NUUANEsUaElaNELaY

USuugsmuaudndu

g Make changes to the

¢) USULURBUSZUUUSUITAM

NANFIUNTDLINET

U52NaunN1SNaITaUN

Corrective actions shall be
appropriate to the effects of
the nonconformities
encountered and shall mitigate

the identified cause (s).

management system, if AT
necessary.
8.7.2 Corrective action effectiveness | USZavio HavasmsaIumswA 1

U Uuanisuabus a9l Az
AU UNANTENUTBIAIY
Liaonadanliintukasiod

N vaniny

finmsagudslidenndauaznis
dl a a a
wiluiefanuUsEdvananms
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8.7.3

8.8

8.8.1

Requirements

Records of nonconformities

and corrective actions

The laboratory shall retain

records as evidence of the

a) nature of the nonconformities,
cause (s) and any subsequent

actions taken, and

Jufinanulidenndasuas

asadiunsuiley

Woul U n1se eadl Yuiin

wdng feil

a) & NurBInIU Ll d0nAa B9
g saiumsle 9 i

FINAN

NANFIUNTDLINET

U52NaunN1SNaITaUN

JUuiindalyaenndoanas

A5ALTUNTTLA b

b) evaluation of the effectiveness

of any comective action.
Evaluations

General

The laboratory shall conduct
evaluations at planned intervals
to demonstrate that the
management, support, and pre-
examination, examination, and
post-examination processes meet
the needs and requirements of
patients and laboratory users,
and to ensure conformity to the

reguirements of this document.

b) n1sUszidudszdndnaves
UfuRnsuAly

N5UIEIAUNE
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W oIU UA N156 09a Ll U3
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Dulumuenudeinisves e
wazgf U3 ms sausfafuladn
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In15Useslulseansuanns

whlvdsldlaonrdas

[

e UHNANISIIYIUAVUT I
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e {1519971UNTATIVA ARIY

mely

8.8.2

Quality indicators

The process of monitoring quality
indicators [see 5.5 d)] shall be
planned, which includes
establishing the objectives,
methodology, interpretation,
imnits, action plan and duration of
monitoring. The indicators shall
be periodically reviewed, to ensure

continued appropriateness
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8.8.3.1

Requirements

Internal audits
The laboratory shall conduct
intemal audits at planned intervals
to provide information on whether
the management system
a) conforms to the laboratory’s
own requirements for its
management system, indluding

the laboratory activities,

A15ASARAAUNE U

ol UAmsnsaifiumnsin

Aomunelumauudi sunile

AT READUITEUUIINS

a) @0AAA DINNUY BNNUAYDI
SEUUUS W57 096 nrvum
LATAANTTUA Y 9 VD

WosUURMs

b) conforms to the requirements

of this document, and

b) @9AAABIAILUDANNUAVDI

WMIFINEINAL

) is effectively implemented

and maintained.

o) #n151nlUTdwazsrsashwn

a a

Aagafiuszansnn

NANFIUNTDLINET

U52NaunN1SNaITaUN

19189971UNITATIAAANNY
Mely AUBNURAAILSEUY

USNNT ANUTBAUUA a) — C)

8.8.3.2

The laboratory shall plan, establish,

implement and maintain an

internal audit programme that

includes:

a) priority given to risk to
patients from laboratory

activities;

o UR n196 83l N33 A

TUsunsumsnsaf anuniely

U URuasssesnwlusunsy

Fausznaude

a) Tianudrdyasunsnlu
AanssureiesufuAnisd

ldanudssogiae

b) a schedule which takes
into consideration identified
risks; the outcomes of both
external evaluations and
previous internal audits; the
occurrence of nonconformities,
incidents, and complaints;

and changes affecting the

laboratory activities;

b) TA1MUALIAININTUTLY
AIULE BINAG NS 91NN
szl ulngvilgnunieguen
LaTHAN1INTIAR AR N8l
a¥anou mnuliaonnd o
guRn1sal YeseaSeunaynis
WA suulasfi dnansenuse

Aanssuvewinslinng

TUWNUA INTIUA UAINANUA
Y IIBNNINTIUNTATINA AL
Melusg 1 nzay ATBUARY

MUTDMUUA a) — h)
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c) specified audit objectives,
criteria and scope for each

audit;

° o & ¢
Q) MUUATROUIEAIAN AT
T hazvaut1ev9IN15A5I9

Anmulunmiazass

d) selection of auditors who
are trained, qualified and
authorized to assess the
performance of the
laboratory's management
system, and, whenever
resources permit, are

independent of the activity
to be audited;

d AndendnseRanunely
Wudaszanaud Wasia
fnaaudAnIuNseUTHLaY
IaSuneusnanmiilinge
UseluUseavs NMNU9EUY

UImsvewiealf uins

e) ensuring objectivity and
impartiality of the audit

process;

e) AUlAINSEUIUMINTIARAMNL

fnnudaaunazidunans

f) ensuring that the results of
the audits are reported to

relevant personnel;

f) dular1n1ssieunanis
nyafnnulad LUl

LT

g) implementation of
appropriate correction and
corrective actions without

undue delay;,

¢) nsuilvednuninanuay

Ufuinsunlalagliseti

h) retention of records as
evidence of the implementation
of the audit programme and
audit results.

NOTE ISO 19011 provides

guidance for auditing

management systems.

h) dnsiiusnudufinndngiu
Alaadunisauluswnsy

ATIVAANULALNANITATIY

wueag 19 150 19011 1Ju
WUININIATIIUTTIUTEUY

USNIS
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15189:2022 U3zNauUNIsNITUN
8.9 Management reviews ANSNUNIUIZUUUINS
8.9.1 General aly
Laboratory management shall | f usn1seslfuanisaes | Iduinn1suseyununiy
review its management system VlUV]’JUi%UUU%WimﬂJLLNuﬁ JEUUUINMS
at planned intervals to ensure | N191UA i esTuladnfiAanu
its continuing suitability, | W izauegewaionfisane
adequacy and effectiveness, | dUsz@nsna saudsulaune
including the stated policies | kagdnaUseadA ussa NIy
and objectives related to the | Foruunvesnasguatuil
fulfitment of this document.
8.9.2 Review input tayaund

The inputs to management review
shall be recorded and shallinclude
evaluations of at least the following:
a) status of actions from previous
management reviews, intemal
and external changes to the
management system,
changes in the volume and
type of laboratory activities

and adequacy of resources;

Yoy add g MIUsEYUNUNIU

STUUUI MR 0sl UL nuaziinms

UszillueesleeUsenounie

a) NANINUTIUTZUUUS 571
HAuLnAY 9n puMSLUA B
wlasnelulasnieuanues
SEUUUSM5N5LUA suUas
UInaeyUsuinvuasnanssy
Y9I 09U URNIT wazAIw

LN ENNDAUNTNENT

b) fulfilment of objectives and
suitability of policies and

procedures;

b) NM5U55q TN Useasd Ay

WigEUYaIUlgu8LaENIg

a wa

U Us

) outcomes of recent evaluations,
process monitoring using
quality indicators, internal
audits, analysis of non-
conformities, corrective actions,
assessments by external

bodies;

O wan15UszLd uil W 1w
ATEUIUMSAARUNTIVEOUT
9 Tananmm namsa
A an1un18lun1sI Iesei
Anuliaennd 0sU U3
wAlawarnisuszidulae

PUILITUAYUBN

aaa a wva
ATUHUANITNUNMIUTEUL
U115 Mruadad 81190

LW ANANTUIATUO AU A4

YoANUA a) - j)

1y

A
U
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d) patient, user and personnel

feedback and complaints;

d) Teyannuiiuartaiousey

NnURE T U MsLaEy AENNS

e) quality assurance of result

validity;

e) Han13UsEAuAIUgNA 04

YOINIIATIVIATIEN

f) effectiveness of any
implemented improvements
and actions taken to address
risks and opportunities for

improvement;

f) Usedndnavesn1susuuss
LaZA1IIANITAIULE B9

waglanalunisusuls

g) performance of external

providers;

¢) Usgdniamvesd Iiuinig

NMYULN

h) results of participation in
interlaboratory comparison

programmes,

h) HaNs3ulUsHNSIUS sueU

Hasy iU URMS

i) evaluation of POCT activities;

) MsUsziunanNgsuAILe POCT

j) other relevant factors, such

as monitoring activities and

) Uaduniientesdu 9 Loy

AYNITUNITAANIUNTIABU

NANFIUNTDLINET

U52NaunN1SNaITaUN

review shall be a record of

decisions and actions related

to at least:

a) the effectiveness of the
management system and

its processes;

U313 fesdinmstuiing uwaneds
mssnaulanaznssnudunsi
Rentasetaoslsznousie

a) UTraNSNaunITeuuuINIg

LASNISUIUNT

b) improvement of the
laboratory activities related
to the fulfilment of the
requirements of this

document;

b) N15UTUUI N INTIUVBY

v a wua A ad v
NI UAMTVIAEIUDS

training. wazn1sHNaUTY
8.9.3 Review output NAAWSINNTNUNIU
The output from the management | KA WS 3INNITNUNIUTEUY JUunnseuMsUTey

NUNIUT WERS AT UNEE NS
WU URns aute a) - e)
Inang1un1sd oansin

YAAININIU
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c) provision of required

resources,

@) AUABINITNSNYINT

d) improvement of services to

patients and users;

d) n15UTUUTIRuUInISee

AUheuAzglIUINg

e) any needfor change. Laboratory
management shall ensure
that actions arising from
management review are
completed within a specified
time frame. Conclusions and
actions arising from
management reviews shall
be communicated to

laboratory personnel.
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Annex A

(normative) Additional requirements for Point-of-Care Testing (POCT)

Al

General

This annex describes the
additional requirements for the
laboratory for POCT that are
distinct from, or in addition to,
those outlined in the main text.
These requirements specify the
laboratory’s responsibilities
towards organizations, departments
and their personnel regarding
the selection of devices, training
of personnel, quality assurance,
and the management review of
the complete POCT process.
Patient self-testing is excluded,
but elements of this document

may be applicable.
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NOTE 1 ISO/TS 22583 provides

guidance for non-laboratory
supported services.

NOTE 2 I1SO 15190 and ISO
22367 provide guidance on
safety and risk aspects of POCT.
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A2

Governance

The governing body of the
organization shall be ultimately
responsible for ensuring that
appropriate processes are in
place to monitor the accuracy
and quality of POCT conducted
within the organization. Service
agreements between the
laboratory and all locations
using laboratory supported
POCT shall ensure that
respective responsibilities and
authorities are specified and
communicated within the
organization. These agreements
shall have clinical approval,
and where applicable, financial
approval. These service
agreements shall be with
POCT areas and may be
managed via a health
professional grouping (e.g.

medical advisory committee).
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Quiality assurance programme
The laboratory shall appoint a
person with appropriate
training and experience to be
responsible for POCT quality,
which includes review of and
conformity with the
requirements of this document

as related to POCT.
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A4

Training programme

A person with appropriate
training and experience shall
be appointed to manage
training and competency
assessment of personnel
performing POCT. The trainer
shall develop, implement, and
maintain an appropriate
theoretical and practical
training programme for all

POCT personnel.
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| Clause 4 General requirements
4.1 Impartiality
- @IA 4.2 Confidentiality
4.3 Requirements regarding patients

) Clause 5 Structural and governance requirements

5.1 Legal entity

5.2 Laboratory director

5.3 Laboratory activities
5.4 Structure and authority
5.5 Objectives and policies
5.6 Risk management

) | Clause 6 Resource requirements

;”"‘ ’\\ -
j | 6.1 General
6.2 Personnel

6.3 Facilities and environmental conditions

6.4 Equipment

6.5 Equipment calibration and metrological traceability
R X

6.6 Reagents and consumables
( 6.7 Service agreements
6.8 Externally provided products and services

ISO 15189:2022

| Clause 7 Process requirements

7.1 General

7.2 Pre-examination processes

7.3 Examination processes

7.4 Post-examination processes

7.5 Nonconforming work

7.6 Control of data and information management
7.7 Complaints

7.8 Continuity and emergency preparedness planning

AL ) Clause 8 Management system requirements

8.1 General requirements

8.2 Management system documentation

8.3 Control of management system documents

8.4 Control of records

8.5 Actions to address risks and opportunities for improvement
8.6 Improvement

8.7 Nonconformities and corrective actions

8.8 Evaluations
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