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CSN EN 1ISO 15189

Table A.1 (completion)

IS0C 9001:2000

1SO 15189:2007

7.5 Production and service provision

7.6.1 Control of product and service provision

425,52 Accommodation and environmental conditions;
5.3 Laboraiory equipment; 5.4 Pre-examination
procedures; 5.5 Examination procedures;

and 5.7 Post-examination procedures

7.5.2 Validation of processes for praoduction
and service.provision....

5.3 Laboratory equipment, 5.5.1 and 5.5.2

7.5.3 Identification and traceability

5.4.5;5.6 Assuring the quality of examination
procedures

7.5.4 Customer property

7.5.5 Preservation of product

5.5 Examination procedures

7.6 Control of monitoring and measuring devices

4.2.5;5.3 Laboratory equipment; and 5.6 Assuring
the quality of examination procedures

8 Measurement, analysis and

8.1 General

4.9 Identification and control of nonconfarmities

8.2 Monitoring and measurement

5.6 Assuring the quality of examination procedures

8.2.1 Customer satisfaction

4.8 Resolution of complaints

8.2.2 Intemal audit

414 |Internal audits

8.2.3 Monitoring and measurement of processes

4.2.5

8.2.4 Monitoring and measurement of praduct

5.5 Examination procedures; 5.6 Assuring the quality
of examination procedures; and 5.7 Post-examination
procedures

8.3 Control of nonconforming product

491, 4.9.2 and 4.10 Corrective action

8.4 Analysis of data

8.5 improvement

4.9.1,4.12.1 and 4.12.2

8.5.1 Continual improvement

412 Continual improvement

8.5.2 Corrective action

4.12.2,4.12.3 and 4.10 Corrective action

8.5.3 Preventive action

4,11 Preventive action
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CSN EN ISO 15189

Table A.2 — Correlation between ISO/IEC 17025:2005 and this Internaticnal Standard

ISO/NEC 17025:2005

IS0 15189:2007

Scope

Scope

1
2 Normative references
3

Terms and definitions

1
2 Normative references
3

Terms and definitions

4 Management requirements

4 Management requirements

4.1 CQrganisation

4.1 Organisaticn and management

4.2 Management system

4.2 Quality management system

4.3 Document control

4.3 Document control

4.4 Review of requests, tenders and contracts

4.4 Review of contracts

4.5 Sub-contracting of tests and calibrations

4.5 Examination by referral laboratories

4,6 Purchasing services and supplies

4.6 External services and supplies

4.7 Service to the customer

4.7 Advisory services

4.8 Complaints

4.8 Resolution of complaints

49 Control of nonconforming testing and/or calibration work

4.9 |dentification and control of nonconformities

4.10 Improvement

4.12 Continual improvement

411 Corrective action

4.10 Corrective action

4.12 Preventive action

411 Preventive action

4.13 Control of records

4.13 Quality and technical records

4.14 Internal audits

4,13 Internal audits

4.1% Management reviews

4.15 Management review

§ Technical requirements

§ Technical requirements

5.1 General

5.2 Personnel

5.1 Personnel

5.3 Accommodation and environmental conditions

5.2 Accommodation and environmental conditions

54 Test and calibration methods and method validation

5.5 Examination procedures

5.5 Equipment

5.3 Laboratory equipment

5.6 Measurement traceability

5.6 Assuring the quality of examination procedures

57 Sampling

5.4 Pre-examination procedures

5.8 Handling of test and calibration items

5.9 Assuring the quality of test and calibration results

5.6 Assuring the quality of examination procedures

6.10 Reporting the results

5.8 Reporting of results
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Tabuika A.1 — Srovnani 1SO 900%:2000 s touto mezinarodni normou

1SO 9001:2000

SO 15189:2007

1 Pfedmét normy

1 Piedmét normy

1.1 Vieobecné

1.2 Aplikace

2 Normativni odkazy

2 Normativni odkazy

3 Terminy a definice

3 Terminy a definice

4 Systémimanagementu kvality

41 Vseobecné pozadavky

4.1.5: 4.2 Systém managementu kvality

42 Pozadavky na dokumentaci

4.3 Rizeni dokument(; 5.1.2a 5.4 Postupy
predchazejici vySetfeni

4.2.1 VEeobecné&

42.3

4.2.2 Prirucka kvality

4.2.4

423 Rizeni dokumentt:

4.3 Rizeni dokumentl; 4.13 Zaznamy o kvalité
a technické zaznamy; 5.3 Laboratomi zafizeni

4.2.4 Rizeni zaznamti

413 Zaznamy o kvalit® a technické zaznamy,
5.8 Predkladani zprév o vysledcich

5 QOdpovédnost managementu

4.1.2,4.1.5, polo3ky a)a h),42.1a423

5.1 Osobni angaZovanost a aktivita managementu

5.2 Zaméfeni na zakaznika

4.1.2,523ab642

5.3 Politika kvality 41.5a423
5.4 Planovani

5.4.1 Cile kvality 423

542 Planovani systému managementu jakosti 415

5.5 Odpové&dnost, pravomoc a komunikace

5.5.1 Odpovédnost a pravomoc

14.1.561),51.3a5.14

§.5.2 Predstavitel managementu

4.1.51)

5.5.3 Interni komunikace

421,424a528

5.6 Pfezkoumani systému managementu

5.6.1 Vseohecné

4.15  Prezkoumani vedenim

56.2 Vstup pro pfezkoumani

5.6.3 Vystup z pfezkoumani

8 Management zdrojll

6.1 Poskytovani zdrojd

6.2 Lidské zdroje

6.2.1 Vieobecné

6.2.2 QOdboma zplisabilost, védomi odpovédnosti a vycvik

6.3 Infrastruktura

4.6 Externi slufby a dodavky; 5.2 Umisténi
a podminky prostiedi; 5.3 Laboratomi zafizeni

6.4 Pracovni prostfedi

5.2 Umisténi a podminky prostfedi; 5.3 Laboratomni
zarizeni

7 Realizace produkiu

7.1 Planovani realizace produkiu

410.1;52 Umisténi a podminky prostfedi;
5.3 Laboratorni zaffzeni; 5.8 Uvadéni vysledki

{pokradovani)
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Tabulka A.1 {dokoncéeni)

ISO 8001:2000

ISO 15189:2007

7.2 Procesy tykajici se zakaznika

7.2.1 Stanoveni poZadavk( tykajicich se produktu

4.4 Prezkoumani smiuv

7.2.2 Prezkoumani pozadavkl tykajicich se produktu

4.4 Prezkoumani smiuv

7.2.3 Komunikace se zakaznikem

4.7 Poradenske sluzby; 4.8 Vyfizovani stiznosti;
5.56;5.57a5.8 Uvadéni vysledk(

7.3 Nawvrh a vyvoj

7.3.1 Planovani navrhu a vyvoje

5.2 Umisténi a podminky prostfedi; 5.3 Laboratomni
zafizeni

7.3.2 Vstupy pro navrh a vyvoj

7.3.3 Vystupy z navrhu a vyvoje

7.3.4 Prezkoumani navrhu a vyvoje

7.3.5 Ovéfovani navrhu a vyvoje

7.3.6 Validace navrhu a vyvoje

7.3.7 Rizeni zmén navrhu a vyvoje

7.4 Nakupovani

7.4.1 Proces nakupovani

4.5.1, 4.6 BExterni sluzby a dodavky

7.4.2 Informace pro nakupovani

7.4.3 Ovéfovani nakupovaného produktu

482a5563

7.5 Vyroba a poskytovani sluzeb

7.5.1 Rizeni vyroby a poskytovani sluzeb

4.2.5;5.2 Umisténi a podminky prostiedi;

5.3 Laboratorni zafizeni; 5.4 Postupy pfedchazejici
vySetfeni; 5.5 Postupy vySetieni; 5.7 Postupy
nasledujici po vySetfeni

7.5.2 Validace proces( vyroby a poskytovani sluzeb

5.3 Laboratorni zafizeni; 5.5.1a 5.5.2

7.5.3 lIdentifikace a sledovatelnost

5.4.5;5.6 Zajisténi kvality postupu vySetfeni

7.5.4 Majetek zakaznika

7.5.5 Ochrana produktu

5.5 Postupy vysetreni

7.6 Rizeni monitorovacich a méficich zafizeni

4.2.5,5.3 Laboratorni zafizeni; 5.6 Zaji§téni kvality
postupl vySetieni

8 Meéfeni, analyza a ziepSovani

8.1 VSecbecné

4.9 Zjisténi a fizeni neshod

8.2 Monitorovani a méfeni

5.6 Zajisténi kvality postupli vySetieni

8.2.1 Spokojenost zakaznika

4.8 Vyiizovani stiZnosti

8.2.2 |nterni audit

4,14 Internt audity

8.2.3 Monitorovani a méfeni procest

425

8.2.4 Monitorovani a méfeni produktu

5.5 Postupy vySetfeni; 56 Zajisténi kvality postuptl
vy$etieni; 5.7 Postupy nasledujici po vySetfeni

8.3 Rizeni neshodného produktu

4.9.1,4.9.2; 410 Opatieni k napravé

8.4 Anazlyza udajl

491;412.1a4122

8.5 ZiepSovani

8.5.1 Neustalé ziepSovani

412 Neustalé zlepSovani

8.6.2 Opatreni k napravé

4.12.2;412.3 a2 4.10 Opatieni k napravé

8.5.3 Preventivni apatieni

4.11 Preventivni opatfeni
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Tabulka A.2 — Srovnani ISO/IEC 17025:2005 s touto mezinarodni normou

ISOJIEC 17025:2005

ISO 15189:2007

Pfedmét normy

Predmét normy

1
2 Normativni odkazy
3

Terminy a definice

1
2 Normativni odkazy
3

Terminy a definice

4 Pozadavky na management

4 PoZadavky na management

4,1 Organizace 4.1 Organizace a fizeni

4.2 4.2 Systém managementu kvality

4.3 4.3 Rizeni dokumenti

4.4 Prezkoumani poptavek, nabidek a smiuv 4.4 Prezkoumani smiuv

4.5 Subdodavky zkouSek a kalibraci 4.5 Vydetfovani ve smiuvnich laboratofich
4.6 Nakupovani sluzeb a dodavek 4.6 Externi sluzby a dodavky

4.7 Sluzba zakazniko : 4.7 Poradenské siuzby

4.8 Stiznosti | 4.8 Vyfizovani stiznosti

49 Rizeni neshodné prace pii zkouSeni ainebo kalibraci | 4.8 Zjisténi a fizeni neshod

4.10 Zlepdovani 4,12 Neustaié zlepSovani

4,11 Opatient k napravé 410 Opatfeni k napravé

412 Preventivni opatfeni 411 Preventivni opatfeni

4.13 Rizeni zaznamQ 413 Zaznamy o kvalité a technické zaznamy
4.14 Interni audity 4.14 Interni audity

4,15 Prezkoumani vedenim 4.15 Pfezkoumani vedenim

5 Technické pozadavky

5 Technické pozadavky

5.1 VSeobecné

5.2 Pracovnici Pracovnici

5.3 Prostory a podminky prostfedi 52 Umisténi a podminky prostiedi
5.4 Zkusebni a kalibratni metody a validace metod 5.5 Postupy vySetieni

5.5 Zafizeni 5.3 Laboratomni zafizeni

5.8 Navaznost méreni - ZajiStént: kvality postupl vysetieni
5.7 Vzorkovani " Postupy predchazeiici vysetfeni
5.8 Zachazeni se zkuSebnimi a kalibraénimi poloZkami

59 Zajistovani kvality vysledkl zkouSek a kalibraci 56 Zajisténi kvality postupl vysetfeni

5.10 Uvadéni vysledkd

Uvadéni vysledkd
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Priloha B (informativni)

Doporuceni pro ochranu laboratornich
informacénich systemu (LIS)

B.1 VSeobecné

B.A.1  Produkty zdravotnické laboratofe jsou vysledky
ainformace. Vzhledem k tomu, Ze pocitatové systémy
mohou byt riznymi zplisoby poskozeny nebo zni-
geny, je dlleZité zavést obecné predpisy, které ochrani
pacienty pred Skodami zplisobenymi ztratou nebo
zménou Udajd.

Doporugeni obsazena v této pfiloze by méla veést
k dosazeni vysokeé integrity Udaill/informaci v labo-
ratornich informacnich systémech (LIS).

POZNAMKA Tato doporuéeni nelze pouzit pro:

stalni kalkulatory;

- malé programovatelné technické pocitate;

- nakupované sluzby a zajistovani dinnosti dodavatelskym
zplsobem;

— poditade pouZivané vyhradné jako textové nebo tabul-
kové procesary a podobné jednoli8elové funkce;

— specializované mikroprocesocry, které jsou nedilnou
soutasti vygetfovacich pfistrojl.

B.2 Prostiedi

B.2.1 Zafizeni vypocetni techniky maji byt Cista,
dobfe udrZzovand a umist&na v prostfedi, které vyho-
vuje specifikacim prodejce.

B.2.2 Souéasti pocitach a jejich stanovidté maji
byt snadno pfistupné pro prislugéna hasici zafizeni.

B.23 Vedeni nebo kabely potitadll, které jsou umistény
na frekventovanych mistech, maji byt chranény.

B.24 Kdispozici ma byt neprerusitelny zdroj elektrické
energie (UPS).

B.2.6 Prostory pro zpracovani informaci maji byt
Zabezpefeny pred pfistupem nepovolanych osob.

B.3 Pracovni pfirucka

B.3.1 V3em opravnénym uZivatellim pocitade ma
byt snadno dostupna kompletni pracovni pfiruéka
k pocitaci, kiera mize byt i v elektronické formé.

B.3.2 Pracovni pfiruéka k laboratornimu pogitadi
ma byt vuréenych intervalech pfezkoumavana
a schvalovana vedoucim laboratofe nebo osobou
k tomu uréenou.

B.3.3 Pro dinnosti nutné k ochrané Gdajli nebo
poditacoveho vybaveni, nebo obou, pred poZarem
nebo pfed selhanim hardwarwsoftwaru, maji existovat
pisemné postupy.
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Annex B (informative)

Recommendations for protection
of laboratory information systems (LIS}

B.1 General

B.1.1  Results and information are the products of
the medical laboratory. Because computer systems
can be damaged or subverted in a variety of ways,
it is important to establish policies that protect patients
from harm caused by loss or change of data.

The recommendations given in this annex ought to
result in a high level of datalinformation integrity
for laboratory information systems (LIS).

NOTE They are not applicable to:

- desktop calculators;

- small programmable technical computers;
— purchased services and outsourcing;

— computers used sclely for word processing, spreadsheets
or similar, single-user functions;

— dedicated microprocessors that are an integral part
of an examination instrument.

B.2 Environment

B.2.1 The computer facilities and equipment should
be clean, well maintained and in a location and
envircnment that complies with vendor specifications.

B.2.2 Computer components and storage areas
should be readily accessible to appropriate fire-
fighting equipment.

B.2.3 Wires or computer cables should be protected
if located in traffic areas.

B.2.4 There should be provision for an uninterruptible
power supply (UPS).

B.2.5 The information facilities should be protected
from unauthorized access.

B.3 Procedure manual

B.3.1 A complete computer procedure manual, which
may be electronic, should be readily availabie fo
all authorized computer users.

B.3.2 The laboratory computer procedure manual
should be reviewed and approved at defined intervals
by the laboratory director or a person designated
for this task.

B.3.3 There should be written procedures for
actions necessary to protect the data or computer
equipment or both in case of fire or hardware/
software failure.
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B.4 Bezpecnost systému

B.4.1 Poditatové programy maji byt pfiméfené
chranény, aby se piedeslo jejich poskozeni nebo zni-
geni prileZitostnymi nebo neopravnénymi uZivateli.

B4.2 Pro opra\mem pouZivat pocitacovy systém
majl byt vypracovany presne obecné predpisy. Ty
maji urCovat osoby s opravnenlm pristupu k tdajtim
o pacientovi a osoby s opravnénim vkiadat pacientovy
vysledky, énit vydctovani nebo upravo-
vat potitagové programy.

B.4.3 Jestlize je pomoci laboratomiho informacniho
systému (LIS) mozny pfistup k ddajim v jiném podi-
tadovém systému (napf. k lékarenskym nebo zdra-
votnickym zaznamlm), maji byt pfijata odpovidajici
bezpeénostni opatieni, aby se zabranilo v pfistupu
k témto Gdajim prostfedn:ctvnm LIS nepovolanym
osobam. Nemslo by ‘se’phipustit;-aby LIS ohroZoval
bezpetnost (dajd v jinych systémech.

B.5 Vstup Gdaj a zpravy

B.5.1 Aby se zajistila integrita pfenosu Udajd o paci-
entovi ve zpravach ana monitorech a odhallly se
chyby v jejich prenosu, ukladani [
se tyto Udaje porovnavat v uréenych :ntervalech
s plivodnimi vstupy.

B.5.2 Vidy, kdyZ je v systému uloZeno vice kopii
téze tabulky (napf. tabulka biologického referencniho
rozmezi v LIS i v nemocniénim informadénim systému),
maji byt periodicky porovnavany, aby byla .zaru-
gena shoda viech pouZivanych kopii. K tomu maji
byt k dispozici vhodné repiikacni nebo srovnavaci

postupy.

B.5.3 M4 existovat dokumentace potvrzujici, Ze
vypodty provadéné pocitacem s pacientovymi Gdaji
jsou periodicky pfezkoumavany.

B.5.4 Vystupy LIS do lékafského zaznamu pfed-
stavuji pfimé (daje péce o pacienta. Vedouci labo-
ratofe ma proto odsouhlasit a pfezkoumat obsah
i formu laboratornich zprav a zajistit tak, aby labo-
ratorni vysledky byly efektivné pfedavany a vyhovovaly
potfebam zdravotnickych pracovnikd.

B.5.5 Udaje vkladané do potitatového systému
bud ruZné nebo automatickymi postupy se maji
prezkoumat, aby se ovéfila spravnost vstupnich
Gdajd pred jejich koneénym pfevzetim a odeslanim
pocitatem.

B.5.6 Vsechny vkiadané vysledky maji byt pfed
koneénym prevzetim a odeslanim pocitatem piekon-
trolovany srovnanim s pfedem uréenym rozmezim
hodnot pro pfisluné vySetieni, aby se Zistily nesmysiné
nebo nemozZné hodnoty.

B.4 System security

B.4.1 Compuier programs should be adequately
protected to prevent alteration or destruction by
casual or unauthorized users.

B.4.2 Strict policies should be established for autho-
rizing use the computer system. Policies should
define those authorized o access patient data and
those authorized to enter patient resuits, change
resulis, change billing or alter computer programmes.

B.4.3 If data in other computer systems can be
accessed through the LIS {e.g. pharmacy or medical
records), there should be appropriate computer
security measures to prevent unauthorized access
to these data through the LIS. The LIS should not
be allowed to jeopardise the daia security of other
systems.

B.5 Data entry and reports

B.5.1 Patient data on reports and video displays
should be compared with original input in order to
ensure the integrity of data transfer at defined
intervals by detecting errors in data transmission,
storage or processing.

B.5.2 Whenever multiple copies of tables are main-
tained within a system (e.g. biological reference
interval tables in both the laboratory information

.system and the hospital information system), they

hould be periodically compared in order to ensure
consistency among all copies in use. Appropriate repli-
cation or comparison procedures should be in place.

B.5.3 Documentation should exist stating that calcu-
tations performed on patient data by the computer
are periodically reviewed.

‘Bi5.4° The LIS output to the medical record constitutes
direct patient-care data. Accordingly, the laboratory
director should approve and review the content and
format of the laboratory reports in order to ensure
that they effectively communicate laboratory results
and meet the needs of the medical staff.

B.5.5 Data into the computer system
either manually or by automated methods should
be reviewed in order to verify the correciness of the
input data before final acceptance and reporting by
the comptter.

B.5.6 Al resuit eniries should be checked against
a predef ined range of values:for-a particular exami-
nation in order to detect.abstird or:impossible results
before final acceptance and reporting by the computer.
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B.5.7 Systém podavani zprav by mél poskytovat
komentafe o jakosti vzorku, kiera by mohia ohrozit
presnost vysledk( vySetifeni (napf. lipemické nebo
hemolytické vzorky) a komentafe k interpretaci vysledk(
vysetfeni.

B.58 Laboratof ma mit zaveden mechanismus auditu
umoziiujici zZjistit véechny osoby, které vstoupily do
udajl o pacientovi, kontrolnich souborii nebo pogi-
taovych programi, nebo je modifikovaly.

B.6 Vyhledavani a ukladani tdaju

B.6.1 UloZene Gdaje o vysledcich pacienta a archivni
informace maji byt snadno a rychle piistupné v &aso-
vém ramci odpovidajicim potiebam péée o pacienta.

B.6.2 Pocitad ma byt schopen piné reprodukovat
uloZené vysledky vysetieni, véetné plivodniho bio-
logického referenéniho rozmezi daného vy$etfeni,
a viech oznadeni, poznamek pod &arou nebo inter-
pretatnich komentaiti pfipojenych k vysledku, stejné
jako nejistoty méreni v dobé jeho provedeni.

B.6.3 Udaje o pacientovi a laboratorni Udaje maji
byt pfistupné ,on-line* po uréenou dobu zavisejici
na poZadavcich jednotlivych organizaci.

B.6.4 Meédia pro ukladani ddajt, jako jsou pasky
a diskety, maji byt spravné oznagena Stitky, skla-
dovana a chranéna pred poSkozenim a neopravné-
nym pouZitim.

B.6.5 Aby se v pfipadé poruchy hardware nebo
software pfedesio ziraté udajl o vysledcich pacienta,
ma byt pouZivan déinny zaloZni systém,

B6.6 Politatové vystrainé systémy (obvykle konzola
hlavniho poéitate, ktera manitoruje funkce hardware
a software) maiji byt pravidelné sledovany a zkou-
Seny, aby byla zaji&téna jejich spravna funkce.

B.7 Hardware a software

B.7.1 O veskere preventivni tidrzbé& vieho hardwaru
ma existovat snadno dostupny pisemny postup a tpiny
zdznam.

B.7.2 Systém ma byt kantrolovan po kazdém zalo-
hovani nebo po obnoveni datovych soubordl, aby
bylo zarueno, Ze nedodlo k Zadnym netimysinym
zménam.

B.7.3 Chyby Zjisténé pfi zdlohovani systému maji
byt dokumentovany soucasné s piijatymi opatfenimi
k napravé a hlaSeny osobé odpovédné za laboratof.

B.7.4 V3echny zmény systémového hardwaru nebo
softwaru maji byt ovéfeny, validovany a lplné doku-
mentovany, aby se potvrdilo, Ze zmény jsou pfija-
telné a vhodné.
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B.5.7 The reporting system should provide for
comments oh sample quality that might compromise
the accuracy of examination results (e.g. lipaemic,
haemolyzed samples) and for comments on inter-
pretation of results.

B.5.8 There should be an audit mechanism allowing
the |laboratory to identify all individuals who have
entered or modified patient data, control files or
computer programs.

B.6 Data retrieval and storage

B.6.1 Stored patient result data and archival infor-
mation should be easily and readily retrievable within
a time frame consistent with patient-care needs.

B.6.2 The computer should be able to completely
reproduce archived examination results, including
the biological reference interval criginally given for
an examination and any flags, footnotes or inter-
pretative comments attached to the result, as well
as the uncertainty of measurement at the time the
measurement was made.

B.6.3 Patient and laboratory data should be retrievable,
“or-line”, for a designated period of time, depending
on the needs of the individual organization.

B.6.4 Data-storage media, such as tapes and disks,
should be properly lahelled, stored and protected
from damage or unauthorized use.

B.6.5 Efficient back-up should be in place to prevent

loss of patient result data in case of hardware or
software failure.

B.6.6 Computer alarm systems (usually the main
computer console that monitors hardware and software
performance) should be monitored and tested regu-
tarly to ensure their proper functioning.

B.7 Hardware and software

B.7.1 A written procedure and a complete record
of all preventive maintenance for all computer hardware
should be readily available.

B.7.2 The system should be checked after each
back-up or restoration of data files in order to ensure
that no inadvertent alterations have occurred.

B.7.3 Mistakes detected during system backup should
be documented, along with corective action taken, and
reported to the responsible person in the laboratory.

B.7.4 Any alterations to the system hardware or
software should be verified, validated and completely
documented in order to confirm that changes are
acceptable and appropriate.
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B.7.5 Vedouci laboratofe, nebo osoba povéfena
timto Ckolem, odpovida za piesné a efektivni dodani
vysledkl vySetfeni Zadajicimu Iékafi, ama proto
odsouhlasit viechny zmény v pocitatovém systému,
kieré mohou ovlivnit péci o pacienta.

B.7.6 Pfi prvni instalaci a po kaZzdé provedené
zméné nebo Gpravé se ma kontrolovat spravna funkce
poditagovych programil.

-

B.7.7 Maby uveden el programu, zplisob
jeho fungovani a jeho. interakce s ostatnimi programy.
Rozsah podrobnosti ma byt pfiméfeny pro podporu
hledani viech zavad, modifikaci systému nebo pro-
gramovani, provadénych operatory potitace.

B.7.8 Osoby pracujici s pocitatovym systémem maji
byt seznameny se zplsobem pouZivani nového nebo
modifikaci starého systemu.”

B.7.9 Laboratof mé jmenovat odpovédnou osobu,
které se maji ihned hlasit vSechny vyznamné poci-
tatové poruchy.

B.8 Udrzba systému

B.8.1 Doba odstaveni z provozu z divodu ildn"“:?y
ma byt planovana tak, aby pferuSeni siuzby péce
o pacienta bylo co nejkrat3i.

B.8.2 K zajisténi integrity udajli, nepferuSovaneho
poskytovani laboratornich sluZeb a spravného fun-
govani systému po znovuuvedeni do provozu,.m
existovat dokumentované postupy pro vypinani:
a restartovani celého systému nebo jeho Zasti.

B.8.3 K zajisténi integrity idaji o pacientovi maji
existovat pisemné postupy pro obsluhu pfi vypadku
ginnosti jinych systémd, napf. nemocnicniho infor-
ma&niho systému. Maji byt k dispozici postupy pro
ovéfeni obnovy &innosti jiného systému a pro nahra-
zeni nebo aktualizaci datovych soubord.

B.8.4 Kazdy neplanovany vypadek ¢innosti pocitace,
doba zhorSeni jeho funkce (doba odezvy) ajiné
problémy tykajici se pogitate maji byt dokumentovany,
véetné& prigin poruchy a piijatych opatfeni k napravé.

B.8.5 Maiji byt vypracovany pisemné plany postupu
pro zvladani sluZeb v piipad& poruchy poéitatového
systému tak, aby zpravy o pacientovych vysledcich
byly pfedavany rychle a vhodnym zpiisobem.

B.8.6 Zaznamy dokumentujici pravideinou adribg
a umoZfiujici obsluze Zjistit véechny prace vykonane
na pocitadovém systému maiji byt archivovany.

B.7.5 The laboratory director or person designated
for the task is responsible for the accurate and
effective delivery of examination resuits to the requesting
clinician and should approve all changes in the
computer system that may affect patient care.

B.7.6 Programs should be checked for proper
performance when first installed and after changes
or modifications have been made.

B.7.7 The purpose of a program, the manner of its
functioning and its interaction with other programs
should be clearly stated. The degree of detail should
be adequate to support any troubleshooting, system
moadification or programming — as applicable — done
by the computer operators.

B.7.8 Those interacting with the computer system
should be taught how to use a new system or modi-
fications of the cld system.

B.7.9 The laboratory should have designated a res-
ponsible person to whom all significant computer
malifunctions are to be promptly reported.

B.8 System maintenance

B.8.1 ‘“Downtime” for maintenance should be
scheduled to minimize interruption of patient-care
service.

B.8.2 There should be documented procedures
for handling the shutdown and restarting of all or

-part of the system in order to ensure integrity of the

ata, uninterrupted delivery of laboratory services and
proper functioning of the system after restarting.

B.8.3 There should be written procedures for handling
downtime on other systems such as the hospital
information system, to ensure the integrity of patient
data. Procedures for verifying recovery of the other
system: and-the replacement or updating of data
files should be available.

B.8.4 All unscheduled computer downtime, periods
of system degradation (response time) and other
computer problems should be documented, including
the reasons for failure and the comective action taken.
n contingency plans should be deve-
loped to handle services in the event of a computer
systém failure such that patient results are reported
in a prompt and useful fashion.

B.8.6 Records should be maintained that document
regular maintenance and allow operators to trace
any work done on the computer. system.
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Priloha C (informativni)

Etika v laboratorni mediciné

C.t Vseobecné

Odborni pracovnici zdravotnické laboratofe jsou
vazani etickym kodexemn své profese. Rilzné zemé
mohou uplatfiovat na nékteré nebo na viechny odbomeé
pracovniky zviaStni pravidia nebo poZadavky, kiera
je tfeba dodrZovat. Priklad viz [19].

Pracovnici odpovédni za fizeni zdravotnickych labo-
ratofi, podobné jako ostatni zdravotniéti pracovnici,
maji akceptovat, Ze jejich odpovédnost miiZze pfe-
sahovat zakonem poZadované minimum.

Prijatelna praxe se hude v jednotlivych zemich
poné&kud lisit. Laboratof si bude muset uréit, co je
vhodné v jeji viastni situaci, a podrobnosti zaclenit
do své piirucky kvality.

Laboratofe se nesmi podilet na éinnostech, kieré
jsou zdkonem zakazany a maji udrZovat dobré jméno
své profese.

C.2 VsSeobecné zasady

C.2.1  Obecnym principem etiky zdravotni péce je
v prvé fadé prospéch pacienta. Vztah mezi labo-
ratofi a pacientem je vSak komplikovan skuteénosti,
Ze zde miZe existovat také smiuvni pomér mezi
Zadatelem a laboratoff. Ackoliv tento vziah (ktery
je casto komeréni) mizZe byt &asto povaZovan za
dileZitéjsi, mélo by byt povinnosti laboratofe zajistit,
aby prospéch a zajem pacienta byly vZdy zvaZo-
vany na prvnim misté a mély prednost.

C.2.2 Laboratoi’ ma oSetiovat vSechny pacienty
spravedlivé a bez diskriminace.

C.3 Shér informaci

C.3.1 Laboratofe maji shromazdovat odpovidajici
informace ke spravné identifikaci pacienta, které
umeZni provedeni pozadovanych vySetfeni a ostatnich
laboratornich postupll, avak nemaji shromaZdo-
vat osobni informace, které nejsou nutné.

Pacient ma v&dét o shromazdovanych informacich
a o Uéelu, ke kterému jsou shromazdovany.

C.3.2 JesthZe existuje mozZnost pfenosnych one-
mocnéni, je opravnénym zajmem pracovnikll | pacientil
jejich bezpeénost, a informace mohou byt shirany
i z t&chto dlvodd. Opravnénymi diivody vedeni labo-
ratofe, pro které mohou byt shromazdovany informace,
jsou rovnéz fakturace, finanéni audit, management
zdroj& a piezkoumani jejich vyuZiti.
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Ethics in laboratory medicine

C.1 General

The professional personnet of a medical laboratory
are bound by the ethical codes of their respective
profession. Different countries can have particular
rutes or requirements for some or all professional
personnel which have fo be observed. For an
example, see [19] in the Bibliography.

Personnel responsible for the management of medical
laboratories should accept that, as with other health
professionals, they could have responsibilities over
and above the minimum required by iaw.

Acceptable practice will vary somewhat from country
to country. A laboratory will need to determine what
is appropriate for their own situation and incorporate
the details in their quality manual.

Laboratories shall not engage in practices restricted
by law and should uphold the reputation of their
profession.

C.2 General principles

C.21 The general principle of healthcare ethics
is that the patient's welfare is paramount. However,
the relationship between the laboratory and the
patient is complicated by the fact that there could
also be a contractual relationship between the requester
and the laboratory. Although this relationship (which
is often commercial) can frequently be seen as the
more important, the laboratory’s obligation shouid he
fo ensure that the patient’'s welfare and interest are
always the first consideration and take precedence.

C.22 The laboratory should treat all patients fairly
and without discrimination.

C.3 Collection of information

C.3.1 Laboratories should collect adequate information
for the proper identification of the patient, which
enables the requested examinations and other
laboratory procedures to be carried out, but should
not collect unnecessary personal information.

The patient should be aware of the information
collected and the purpose for which it is collected.

C.3.2 Safety of staff and other patients are legiti-
mate concerns when communicable diseases are
possible and information may be collected for these
purposes. Billing purposes, financial audit, resource
management and utilization reviews are also legi-
timate management concerns for which information
may be coliected.
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C.4 Odbér primarnich vzorku

C.41 Vsechny vykony provadéné na pacientovi
vyZaduiji jeho informovany souhlas. U vétsiny rutinnich
laboratornich postupll 1ze za souhlas povaZovat,
jestlize pacient piijde do laboratofe se Zadankou
a dobrovolné se podrobi obvyklému postupu odbéru,
napf. odbéru krve. Pacientim na nemocniénim l(Zku
mé byt bézné dana prileZitost odbér odmitnout.

Specialni vykony;:vgetné invazivnéjSich postuptl,
vyzaduji ‘podrobng;jsi- vysvétleni a v nékterych pri-
padech i pisemny souhlas. To je Zadouci, jestlize
existuje pravdépodobnost komplikaci po vykonu.

V naléhavych situacich miiZze byt ziskani souhlasu
nemozné a za takovych okoinosti je pfijateing, aby
byly nutné vykony p je-li fo v nejlepSim
zajmu pacienta.  °

C.4.2 Neéktera vyseffeni (napf. urcita geneticka nebo
sérologicka vySetieni) mohou vyZadovat zviastni
pouteni. To by mélo byt b&Zné poskytnuto klinic-
kymi pracovniky nebo lékafem pozadujicim vy3etfeni,
ale laboratof by méla dbat na to, aby vysledky spo-
jené s vaznymi diisledky nebyly. pacientovi'sdéleny
pfimo a bez prileZitosti k odpovidajicimu vysvétleni.

C.4.3 Béhem pfijmu pacienta a odbéru vzorku ma
byt zajisténo piiméfené soukromi, kieré odpovida
typu odebiraného primarniho vzorku a poZadova-
nym informacim.

C.4.4 Prijde-li primarni vzorek do laboratc
stavu nevyhovuiicim pro poZadované vySetfe
byt obvykiym zpiisobem vyfazen a zadajici |ékar
uvédomen.

C.5 Provadéni vySetfeni

Vaechna laboratomi vySetfeni se maji provadét podle
pfislusnych norem as takovou mirou odbornych
znalosti a zplisobilosti, jakd se od dané profese
otekava.

Jakékoliv falSovani vysledkil je zcela nepfipustne.

V situacich, kdy laboratorni pracovnik nebo labo-
ratof mohou uréit mnoZstvi prace spojené s poZado-
vanym vysetfenim (napf. pocet preparat(, které
mohou byt pfipraveny z histologického vzorku), ma
byt volba pfiméfena danym okolnostem.

C.6 Uvadéni vysledku

C.6.1 Vysledky laboratomich vySetfeni, které mohou
byt pifazeny uréitému pacientovi, jsou divéme, pokud
neni schvaleno jejich odtajnéni. Vysiedky budou
obvyklym zplisobem pfedavany Zadajicimu |€kari,
a tieti stran& mohou byt poskytnuty se souhlasem
pacienta nebo vyZaduje-ii to zakon. Vysledky labo-
ratornich vySetfeni mohou byt pouZity poteé, co byly

C.4 Collection of primary samples

C.41 All procedures carried out on a patient require
the informed consent of the patient. For most routine
taboratory procedures, consent can be inferred when
the patient presents him- or her-self at a laboratory
with a request form and willingly submits to the
usuai collecting procedure, for example, venipuncture.
Patients in a hospital bed should normally be given
the opportunity to refuse.

Special procedures, including the more invasive
procedures, will require a more detailed explanation
and, in some cases, written consent. This is desirable
when there is a likelihood of complications following
the procedure.

In emergency situations, consent might not be possible
and under these circumstances it is acceptable to
carry out necessary procedures, provided they are
in the patient's best interest.

C.4.2 Some examinations (e.g. certain genetic or
serologic examinations) may require special counselling.
This would normally be carried out by the clinicai staff
or requesting physician, but the laboratory should
endeavour to see that results with serious implications
are not communicated directly to the pafient without
the opportunity for adequate counselling.

C.4.3 Adequate privacy during reception and sampling
should be available and appropriate to the type of
primary sample being collected and information
being requested.

C.4.4 If aprimary sample arrives at the labora-
ory in a condition that is unstitable for the requested
examination, it should normally be discarded and
the referring physician nofified.

C.5 Performance of examination

All laboratory examinations should be carried out
‘according.to. appropriate standards and with the level
‘of skill and competence expected of the profession.

Any fabrication of results is completely unacceptable.

In situations where the pathologist or the laboratary
can determine the amount of work involved with
arequested examination (e.g. the number of blocks
that may be-cut:from:a histology specimen), the
selection should’ be’reasonable for the particular
sifuation.

C.6 Reporting of results

C.6.1 Resuits of laboratory examinations that can
be attributed to a specific patient are confidential unless
disclosure is authorized::Resuits:will normally be
reported to the requesting’ physician and may be
reported to other parties with the patient’s consent
or as required by law. Results of laboratory exa-
minations that have been separated from all patient

52

Zbaveny jakékoliv moznosti identifikace pacienta,
pro takove (&ely, jako jsou epidemiologické, demo-
grafické nebo jiné statistické analyzy.

C.6.2 Rozhodnuti tykajici se mi¢ky predpoklada-
ného souhlasu k pfedavani zprav o vysledcich treti
s’Erané (napf. praktickému |ékafi, jemuz byl pacient
prfedan) maiji byt pfijimana opatrné, s chiedem na
mistni zvyklosti. Laboratofe maji mit podrobné pisemné
postupy jak reagovat na rfizné poZadavky a tyto
informace maji byt na vyZadani pacientlim k dispozici,

C6.3 Krome pfesného uvadéni laboratomich vysledki
mé laboratol’ dalSi odpovédnost za zajisténi, pokud
je to mozne, spravné interpretace vySetfeni a jeho
nejlepdi vyuZiti v zajmu pacienta. Rady odbornika
ohledné vybéru a intepretace vySetieni jsou souéasti
sluZeb laboratore.

C.7 Ukladani a uchovavani zdravotnickych
zaznamuy ‘

C.71 La_t?oratof ma zajistit takové uloZeni informaci,
al?y byly pfiméfené chranény piied ztratou, neopravné-
nym pfistupem nebo zasahem a jinym zneuZitim.

C.7.2 Uchovavani zdravotnickych zaznam( miiZe
byt v rliznych zemich stanoveno riznymi spravnimi
a legislativnimi poZadavky, aty je ffeba brat v Gvahu
souéa§né se vEemi smémicemi piislusnych odbomych
organizaci.

Sougasné je nuiné vzit v Gvahu také mistni zvyklost,
zvlasté zda se klinicti iékafi spoléhaji spiSe na
laboratorni zaznamy nez na své vlastni zaznamy.

C73 Otazky tykuajici se pravni odpovédnasti za
uréiteé typyvpostupu {napf. histologickych vy&etfeni)
mohou vyZadovat uchovavani nékterych zaznam

nebo materialls po mnohem delsi dobu nez u ostatnich
zaznamil a vzorkQ.

C.7.4 Laboratofe by mély vyvinout své vilastni pro-
tokoly pro uchovavani zaznami s uréenim doby, po
kterou se maji vysledky rliznych vySetieni uchovavat.
Tento systém by mél umozhiovat v pfipadé potieby
opravnénym oscbam pohotovy pfistup.

C.8 Pfistup k zaznamutim zdravotnickeé laboratofe

C.8.1 f’fistup k zaznamUm zdravotnické laboratofe

se ponékud liSi podle riznych zvyklosti v rliznych

Gastech svéta. Pacientovi jsou zaznamy bé&zné pfi-

stuppe prostfednictvim Zadaijiciho lékafe. V mnoha

zemich jsou zaznamy bézné pfistupné:

a) oscbé Zadajict vySetren;

b} pr?covnikﬁm laboratofe, pokud to vyZaduje plinéni
jejich povinnosti;

¢) ostatnim opravnénym csobam.
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idgntiﬁgation may be used for such purposes as
epidemiology, demography or other statistical analyses.

C.6.2 Decisions concerning implied consent for
the reporting of results fo other parties (e.g. consultant
practitioners to whom the patient has been referred)
should be made cautiously, taking local customs into
account. Laboratories should have written procedures
detailing how various requests are handled and this
information should be made available to patients
on request.

C.6.3 In addition to the accurate reporting of
faboratory results, the laboratory has an additional
responsibility to ensure that, as far as possible, the
_examinations are correctly interpreted and applied
in the patient’s best interest. Specialist advice with
regard to the selection and interpretation of exami-
nations is part of the laboratory service.

C.7 Storage and retention of medical records

C.7.1 The laboratory should ensure that the infor-
mation is stored such that there are reasonable
safeguards against loss, unauthorized access or
tampering and other misuse.

C.7.2 The retention of medical records can be defined
by various statutory and legislative requirements in
different countries and these requirements wili need to
be considered together with any guideline issues
by relevant professional bodies.

Local customs, particularly the reliance of clinicians
on laboratory records as opposed to their own records,
also need to be taken into account,

C.7.3 Concemns regarding legal liability for certain
types of procedures (e.g. histology examinations)
may require the retention of certain records or materials
for much longer periods than for other records or
samples.

C.7.4 lLaboratories should develop their own pro-
tocols for the retention of records, indicating the time
various examination resuits are o be retained. The
system should provide ready access, when required,
by authorized individuais.

C.8 Access to medical laboratory records

C.8.1 Access to medical laboratory records varies
somewhat according to different customs in different
parts of the world. Patient access will normally be
through the requesting physician. In many countries
access will normally be available to:

a) the person requesting the examination;

b) laboratory staff, if required for the performance
of their duties;

¢) other authorized individuals.
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Prava déti a mentaln& postizenych osob se v jedno-
tlivjch zemich rovn&Z 8. Poskytnuti zdravotnic-
kych informaci miZe byt nékdy odepfeno osobam,
u kterych by se norméiné ofekavalo, Ze jsou opranéneé
je dostat. To by mohic byt potfebné z dlivodll dodr-
$eni zakona nebo osobni bezpe&nosti, nebo v pripa-
dech, kdy by tento pfistup mohl vést k neopravnénému
vyzrazeni zaleZitosti jine osoby.

C.8.2 Laboratof by méla vypracovat protokoly
popisujici zplisob:zachazeni s riznymi pozadavky
v souladu.s i.zakony a zvyklostmi.

C.9 Pouzivani vzorkl pro jina
nez pozadovana vySetreni

Pouziti vzork( pro jiné Ggely nez pro které byly
poZzadovény je mozné bez pfedchoziho souhlasu
pouze tehdy, jestiZe zbytkové:vzorky jsou poskyinuty
anonymné nebo jsou.smichany. Laboratofe nebo
ustavy maji mit dokumentované obecné predpisy
pro nakladani s nevyZzadanymi informacemi (napf.
vyetieni, siedujici vyjasnéni pfedchozich vysledkl)
7 identifikovatelnych vzorkil, a maji pfitom zvaZovat
pravni dasledky. Ma se pfitom brat zfetel na poza-
davky pfisludné narodni, regionalni istni fidici
a etické komise. Viz [18]. " :

C.40 Finanéni vztahy

C.10.1 Zdravotnické laboratofe nemaji vstupovat
do finanénich vztahll s praktickymi lékafi poZadu-
jicimi sluzby ani s financujicimi spole€nostmi tam,
kde by takové dohody podporovaly objednavani-vyse-
tfeni nebo pacientil na srovnavaci vy$etfeni, nebo.
kde by interferovaly s nezavisiym rozhodovanim
lékafe o tom, co je pro pacienta nejlepsi.

C.10.2 Mistnosti pouZivané pro odbér primarnich
vzork(l maji byt, pokud je to moZné, zcela neza-
vislé a odd&lené od ordinaci praktickych [ékafll poZa-
dujicich sluzbu, ale tam, kde to neni moZné, maji
byt uzavieny smiuvni vztahy podle bé&znych zasad
obchodni praxe.

C.10.3 Laboratofe by se mély pokusit vyhnout situ-
acim vedoucim ke stfetu zajmu. JestiZe to neni moZne,
maji byt zajmy deklarovany a pfijata opatfeni k mini-
malizaci jejich viivu.

The rights of children and mentally impaired indi-
viduals aiso varies from couniry to country. Health
information can sometimes be withheld from indi-
viduals who would normally be expected to be
authorized to receive it. This could be for reasons
of maintenance of law or individual safety and when
access would invelve unwarranted disclosure of
the affairs of another individual.

C.8.2 The laboratory should develop protocols
adressing the handiing of different requests in
accordance with local laws and customs.

C.9 Use of samples for examination purposes
other than those requested

The use of samples for purposes other than those
requested without prior consent should occur only
if the residual samples are rendered anonymous or
have been pooled. Laboratories/institutions should
have documented policies for handling unrequested
information (e.g. follow-up examinations to clarify
previous results) from identifiabie samples, taking
into account the legal implications. Relevant national,
regionat and local regulatory and ethical committee
requirements shouid be observed. See [19].

C.10 Financial arrangements

C.10.1 Maedical laboratories should not enter into
financial arrangements with referring practitioners
or funding agencies where those arrangements act
s an inducement for the referral of examinations or
patients or interfere with the physician's independent
assessment of what is best for the patient.

C.10.2 Where possible, rooms used for primary
sample collection should be completely independent
and separate from referring practitioners' rooms, but
where-this is not possible, financial arrangements
“are fo follow norma! commercial practice.

C.10.3 Laboratories should try to avoid situations
that give rise to a conflict of interest. Where this is
not possible, the interests should be declared and
lize the impact.
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