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General Introduction to Quality Management

Vseobecny uvod do managementu kvality

Careful attention must be paid to all aspects of
the quality of the whole process from donation to
transplantation in order to maintain public and
professional confidence in their safety and
efficacy.

The quality of organs depends on 2 distinct

aspects:

= the requirements or standards for the organ;

= the quality management systems that enable
the organs to meet these requirements.

A number of quality systems can be applied
throughout the transplant chain, from donor
identification to allocation and transplantation of
organs, including appropriate follow-up.

The International Organization for Standardiza-
tion (1SO) has a broad scope and involves the
management of quality throughout an organi-
sation. The International Standard ISO 9000
family has been approved by CEN (Comite
Europeen de Normalisation) as a European stan-
dard covering quality management systems in
general. These should be used in conjunction
with the principles of Good Manufacturing
Practice (GMP).

The 1SO 9000:2000 family of quality systems
has 4 main components:

= ISO 9000:2000: quality management system
fundamentals and vocabulary.

Je tfeba vénovat dikladnou pozornost vSem
aspektim kvality v celém procesu od darovani po
transplantaci tak, aby si laickd i1 odborna
vetejnost udrzela duveéru v jejich bezpecnost a
ucinnost.

Kvalita organti zavisi na dvou hlavnich prvcich:

* pozadavky nebo normy pro organ;
» systémy managementu kvality, které umozni,
aby organy tyto pozadavky splnovaly.

V prubéhu transplantaéniho procesu, pocinaje
identifikaci darce az po alokaci a transplantaci
organtt a vhodny follow-up lze uplatnit fadu
systémil kvality.

Mezinarodni organizace pro normalizaci (ISO)
ma Siroky zabér a zahrnuje také management
kvality prostfednictvim organizace. Rodina mezi-
narodnich norem ISO 9000 byla schvalena
organizaci CEN (Evropsky vybor pro normaliza-
ci) jako evropsky standard, ktery pokryva
systémy managementu kvality jako celek. Tyto
systtmy by mely byt pouzivany ve spojeni
S principy Dobré vyrobni praxe (GMP).

Soubor norem pro systémy kvality ISO 9000:
2000 ma 4 hlavni komponenty:

= [SO 9000:2000: zakladni prvky a slovnik
systému kvality.
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= |ISO 9001:2000: quality management system
requirements.

= ISO 9004:2000: quality management system
guidelines for performance improvement.

= |SO 9011:2000: guidelines on quality and
environmental auditing.

ISO standards distinguish between quality
management systems and the requirements for
the organ or other donor material (e.g. tissues or
cells) to be transplanted — which should seen in
the context of quality management as “product”.
They have been developed to assist organisations
(for example, healthcare establishments) of all
types and sizes to implement and operate
effective quality management systems.

ISO 9001:2000 on quality management system
requirements is particularly relevant to the
provision of organs (as well as tissues and cells),
and 5 distinct requirements are listed:

= guality management system,

= management responsibility,

= resource management,

= product and service realisation,

= measurement, analysis and improvement.

Applied quality management in donation and

= [SO 9001:2000: pozadavky na systém
managementu kvality.
= ISO 9004:2000: prirucka pro zlepSeni

vykonnosti systému managementu kvality.
= |SO 9011:2000: pravidla pro auditovani kvality
a prostiedi.

Normy ISO rozliSuji mezi systémy pro manage-
ment kvality a pozadavky kladenymi na organy
nebo ostatni darovany material (tj. tkdn€ nebo
bunky) urceny k transplantaci, ktery by mél byt
v kontextu managementu kvality chapan jako
»vyrobek“. Byly vytvofeny proto, aby pomohly
organizacim (napf. zdravotnickym zafizenim)
vSech druhti a velikosti zavést a provozovat
ucinné systémy pro management kvality.

Pozadavky normy ISO 9001:2000 pro systémy
managementu kvality se tykaji zejména obstara-
vani organt (i tkani a bun¢k). Uvadi se v ni piimo
5 oblasti upravy:

» systém managementu kvality,
* odpovédnost vedeni,

* management zdroju,

= realizace vyrobku a sluzby,

* méfeni, analyza a zlepSovani.

Management kvality aplikovany na darovani a

transplantation

Quality is the responsibility of all personnel
involved in the organ transplantation process. A
systematic approach to quality management
should be implemented and maintained
throughout the entire process, including:

= personnel and organisation,

= premises equipment and materials,

= selection, procurement, testing, processing & handling,
= disposal,

= documentation and record keeping,

= assessment and mitigation of risks,

= quality control and proficiency testing,

= contractual arrangements,

= traceability,

= complaints and recall,

= investigation and reporting of non-conformance,
= auditing,

= performance of procedure,

= performance of patient care and follow-up.

transplantace

Kvalita je odpovédnosti veskerého personalu,
ktery se podili na procesu transplantace organd.
Systematicky pfistup k managementu kvality by
mel byt zaveden a udrzovan v prubéhu celého
procesu, véetné:

= personal a organizace,

= prostory, vybaveni a materialy,

» vybér, odbér, testovani, zpracovani a zachazeni,
= |likvidace,

= dokumentace a vedeni zaznamu,

* hodnoceni rizik a vyhybani se riziktm,
= kontrola kvality a testovani schopnosti,
» smluvni vztahy,

= sledovatelnost,

= stiznosti a reklamace,

= Setfeni a hlaseni neshod,

= auditovani,

= vykon pracovnich postupti,

= vykon péce o pacienta a follow-up.
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