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VIGILANCE SYSTEM

A competent transplant authority has a duty to
provide mechanisms for the protection of
donors and recipients. This should ensure rapid
investigation of any untoward incident
occurring in relation to transplantation services
so that corrective and preventative actions can
be taken immediately. Any kind of serious,
adverse event in an organ recipient that is
suspected to be of donor origin needs to be
reported to all other institutions receiving
organs or tissues from the same donor.
Centralised collection of data on these cases
should be considered to inform subsequent

process improvements.

The competent authority must ensure that a
vigilance system is in place and managed by the
national institutions, i.e. organ procurement
and allocation organisations. The scope of such
a system should cover all the steps of the pro-
cess, from donation to transplantation, as well
as the follow-up period, including a procedure
for data collection according to legal require-
ments for the protection of personal data and
confidentiality.

SYSTEM VIGILANCE

PFislusny orgdn pro transplantace ma povinnost
zajistit mechanismy pro ochranu darci a pfi-
jemcl. To by mélo zahrnovat rychlé vysSetreni
jakychkoli nezadoucich incidentll, k nimz dojde
v souvislosti s transplanta¢nim systémem tak,
aby mohla byt okamZité pfijimana napravna a
preventivni opatfeni. Jakykoliv druh zavainé
nezddouci udalosti u pfijemce organu, u niz je
podezieni na puvod u darce, je potfeba hlasit
véem ostatnim institucim, které obdrzely orga-
ny nebo tkdané od téhoz darce. Mélo by se
uvazovat o centralizovaném sbéru udajl o téch-
to pripadech, aby byla zajisténa informovanost
o naslednych procesnich zlepsenich.

Prislusné organy museji zajistit, aby existoval
systém vigilance a aby ho narodni instituce
odpovédné za odbér a alokaci organ(i pouzivaly.
Rozsah tohoto systému by mél pokryvat
vSechny kroky procesu pocinaje darovanim a
konCe transplantaci, ale stejné tak i po-
transplantacni sledovdni stavu a postupy pro
sbér Gdajd v souladu s pravnimi poZzadavky na

ochranu osobnich 4dajl a davérnost informaci.
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FOLLOW-UP AND RESULTS

Member states should also establish a follow-
up system for recipients as well as living donors.
Evaluation of the results is part of the quality
management to provide transparency on the
outcomes of transplantation processes, which
confidence. National

promotes public

government institutions may also request
feedback on public investment. Evaluation of
the

improvements and for providing a means to

results is a prerequisite for quality

stimulate and motivate the professionals
involved. Whatever the evaluation system (i.e.
local, regional, national), basic follow-up should
include primary non-function, delayed graft
function, retransplantation, death-related or

adjusted survival rates (graft and patient).

These should the
establishment of the proposed system and

institutions ensure

educate all personnel on safety and quality of
organs, tissues and cells.

QUALITY CONTROL AND PROFICIENCY TESTING

POTRANSPLANTACNI SLEDOVANI STAVU A VYSLEDKU

Clenské staty by mély rovné? ustavit systém po-
transplantacniho sledovani stavu pfijemcl a

eer

stejné tak i Zijicich darcl. Vyhodnocovani
vysledk( je souddsti managementu kvality pro
zajiSténi transparentnosti vysledk( transplan-
tacnich procesu, aby se posilovala davéra verej-
nosti. Narodni vladni instituce mohou rovnéz
pozadovat zpétnou vazbu ohledné verejnych in-
vestic. Vyhodnocovani vysledk(l je predpokla-
dem pro zlepSovani kvality a poskytuje také
moznosti, jak stimulovat a motivovat zaintere-
sované odborné pracovniky. At uz je systém vy-
hodnocovani postaven na mistnim, regionalnim
¢i narodnim principu, zakladni sledovani stavu
by mélo zahrnovat primarni nefunkci Stépu, je-
ho zpozdénou funkci, retransplantace i udaje o
prezivani a umrti Stépa i pacientd.

Tyto instituce by mély zajistit, aby navrhovany
systém vznikl, a vzdéldvat veskery personal
v otazkach bezpecnosti a jakosti organ(, tkani i
bunék.

KONTROLA KVALITY A TESTOVANI ODBORNOSTI

Quality control and proficiency testing should
be in place. Generally speaking, quality control
refers to activities such as verification steps and
testing, which are used to ensure that
materials, processes and the final product meet

the required specifications.

Internal quality control in a laboratory includes
adherence to laboratory procedures by using
control samples and all procedures to correct
and prohibit deviations.

External quality assessment (sometimes also
proficiency testing) involves analysis of un-
known samples and evaluation of the results by
a third party.

Méla by byt zavedena kontrola kvality a
hodnoceni odbornosti. Obecné fec¢eno, kontrola
kvality souvisi s ¢innostmi, jako jsou postupy
ovérovani a testovani, které se pouZzivaji, aby
bylo zajisténo, Ze materidly, procesy a koneény
vysledek odpovidaly poZzadovanym kritériim.

Interni kontrola kvality vlaboratofi zahrnuje
dodrZovani laboratornich postupl s vyuZitim
kontrolnich vzork(i a vSech procedur, aby se
ovéfila spravnost a vyloucily odchylky.

Externi hodnoceni kvality (nékdy také testovani

odbornosti) zahrnuje analyzu neznamych

vzorkl a hodnoceni vysledki treti stranou.
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Proficiency testing (or validation) of personnel
involves testing personnel in the performance
of their tasks.

TRACEABILITY

There must be a system that enables the path
taken by each donation to be traced from the
donor to recipient or disposal and vice versa.
This system must allow donor material to be
definitively traced to its source and to its
destination. This system must fully respect the
confidentiality of both donor and recipient.

Each donor/component should be assigned a
unique identifier that may also serve as a
lot/batch number to identify the material
during all steps, from collection to distribution
and utilisation. This unique number should be
used to link the donor to all tests, records,
grafts and other material and, for tracking
purposes, to the recipient. Records should
include: identification, clinical and laboratory
evaluation of the donor; verification of the
conditions under which the material was
procured, processed, tested and stored; and
should indicate the final destination of the
donor material. Records should indicate dates
and the identities of personnel involved in each

significant step of the operation.

COMPLAINTS AND RECALLS

All complaints and concerns regarding donor

material should be documented, -carefully
investigated and dealt with as quickly as
possible. Effective written procedures must
exist for recalling defective/suspect products.
These written procedures must encompass any
review procedures that may be necessary. The
procedures should be communicated to the end

users. A mechanism for appropriate review and

Testovani odbornosti (validace) personalu

zahrnuje testovani personalu pfi plnéni jejich

ukold.
SLEDOVATELNOST
Musi byt zaveden systém, ktery umozni

vysledovat cestu kazdého darovani od darce az
k ptijemci nebo k likvidaci organu a naopak.
Tento systém musi umoznit, aby byl darcovsky
materidl sledovdn smérem ke svému zdroji a ke
svému mistu urceni. Tento systém musi plné
respektovat anonymitu darce i pfrijemce.

Kazdému darci/forganu by mél byt pridélen
jedinec¢ny identifikac¢ni znak, ktery mlze rovnéz
slouzit jako cislo k identifikaci materialu v pra-
béhu vsech krokl pocinaje odbérem az po jeho
predani a vyuziti. Toto jedinecné cislo by mélo
byt pouZivano k propojeni darce a vsech testd,
zaznamu, stépl a dalsiho materidlu za ucelem
sledovani az kpfijemci. Zaznamy by mély
obsahovat identifikaci, klinické a laboratorni
hodnoceni darce, potvrzeni podminek, za nichz
byl tento material odebran, zpracovan, testovan
a skladovan, a mély by indikovat kone¢né urceni
darovaného materialu. Zdznamy by také mély
obsahovat informace o datu kazdého vyznam-
ného kroku v procesu transplantace a jména
personalu, ktery jej provadél.

STiZNOSTI A STAHOVANI

Vsechny stiznosti a stahovani, tykajici se dar-
covského materialu, by mély byt zdokumen-
tovany, peclivé prosetfeny a vyfizeny co nej-
rychleji. Pro stazeni zavadnych/podezielych
produktl museji byt vytvoreny Ucinné postupy.
Tyto pisemné postupy museji zahrnovat jakéko-
liv revizni procedury, které mohou byt potreb-
né. Tyto postupy by byly mély byt poskytnuty
koneénym uzivateldm. Mél by byt zaveden
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complaints should be established.

INVESTIGATION AND REPORTING OF NON-

opatfeni pfijatych v souvislosti se stiznostmi.

VYSETROVANI A HLASENiI NESHOD

CONFORMANCE

Non-conformance include deviations, incidents,
accidents, and adverse reactions and events.
Organisations involved in the transplantation
process should document incidents and de-
viations from established procedures and speci-
fications. Procedures should be in place to
identify the problems to be corrected, and to
inform the relevant authorities as appropriate.

Priority should be given to the investigation and
reporting of incidents with a demonstrated or
potential risk to cause serious adverse events.

SELF ASSESSMENT, INTERNAL AUDIT AND

Neshody zahrnuji odchylky, udalosti, nehody a
nezddouci reakce a ucinky. Organizace zapojené
do procesu transplantaci by mély zaznamenat
udalosti a odchylky od zavedenych postupl a
specifikaci. Mély by byt pfijaty postupy pro
identifikaci probléml, které maji byt napraveny,
a pro jejich eventualni hlaseni prislusSnym
organim.

Udalosti, které prokazatelné nebo potencidlné
hrozi zplsobenim zavazného nezadouciho ucin-

ku, by mély byt Setfeny a hlaseny prednostné.

SAMOHODNOCENI, INTERNi A EXTERNi AUDIT

ETTERNAL AUDIT
Auditing is an essential tool and should be

conducted objectively by designated trained
and competent persons. It may be performed in
different
internal and external audits.

ways, including self-assessment,

Self-assessment is a method whereby an
organisation’s own personnel review each step
in a process in which they are involved to

ensure on-going improvements.

the
organisation’s own quality personnel. External

Internal auditing is performed by

auditing is carried out by independent bodies,

often designated as approved/competent

authorities, and is often required for

accreditation and licensing purposes.

All audits should be documented and recorded.
Clear procedures need to be in place to ensure
that the suggested corrective actions are

Auditovani je zakladnim nastrojem a mélo by
byt
k tomu byly uréeny, vycviceny a kvalifikovany.

provadéno objektivné osobami, které
MuUze byt provadéno rlznymi zplsoby vietné
samohodnoceni, internich i externich audit(.

metodou, vlastni

Samohodnoceni je kdy

personal organizace provéruje kazdy krok
procesu, na némz se podili, aby zajistil neustalé
zlepsSovani.

Interni audity provadi vlastni personal
organizace, ktery se zabyva kvalitou. Externi
audity provadéji nezdvislé instituce, které jsou
Casto ustanoveny jako schvélené/kompetentni
autority. Externi audit je Casto vyzadovan pro

udéleni akreditace a licence.

Vsechny audity by mély byt zdokumentovany a
zaznamenany. Je tfeba jasnych postup(, aby by-
lo zaruceno, Ze navrhovana ndpravna opatieni
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undertaken appropriately. These actions and
their completion should be recorded.

Open reporting of errors and incidents should
be encouraged for improvements in practices to
be shared between all institutions involved in
all member states. Changes to standard
operating procedures should be made under

strict change control mechanisms.

jsou vhodné aplikovana. Méla byt zazname-
navana tato opatreni i jejich dokonceni.

Meélo byt podporovano oteviené hlaseni chyb a

udalosti, aby tak vSechny zainteresované
organizace ve vsech ¢lenskych statech vzajemné
sdilely zlepSovani dobrych praxi. Zmény ve
standardnich operacnich postupech by mély byt

provadény za pfisnych kontrolnich opatfeni.
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