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Serious Adverse Events
Serious Adverse Reactions

Serious adverse events (SAE) are defined as any
undesired and unexpected occurrence associated
with any stage of the chain from donation to
transplantation that might lead to the
transmission of communicable disease, to death
or life-threatening, disabling or incapacitating
conditions.

Serious adverse reactions (SAR) are defined as
an unintended response, including a com-
municable disease, in the living donor or in the
recipient that might be associated with any stage
of the chain from donation to transplantation
that is fatal, life-threatening, disabling,
incapacitating, or which results in, or prolongs,
hospitalisation or morbidity.

For improved quality and safety of the entire
process of organ donation and transplantation, it
is essential to report and evaluate serious
adverse reactions and events (SARE). Effective
systems must be in place for traceability of
organs and reporting of SARE. Informed
consent of organ recipients is essential.

Serious adverse reactions can occur after trans-
plantation and immuno-suppressive therapy for
various reasons. Their occurrence may even
overlap with the transmission of infections and
the severity of immuno-suppressive therapy.

Zavazné nezadouci ucinky
Zavaziné nezadouci reakce

uginky (ZNU)  jsou
definovany jako nezadouci a neocekavané
ptihody souvisejici s kteroukoliv fazi postupu od
darovani po transplantaci, které by mohly vést
k pfenosu pienosného onemocnéni, umrti nebo
ohrozeni Zivota, poskozeni zdravi nebo omezeni

Zavazné  nezadouci

schopnosti.

Zavazné nezadouci reakce (ZNR) jsou

definovany jako neocekavana odezva, vcetné

.oy

prenosného onemocnéni, u Zijiciho darce nebo u
piijemce, ktera by mohla souviset s kteroukoliv
fazi postupu od darovani po transplantaci, ktera
je fatalni, ohrozi zivot, poskodi zdravi, omezi
schopnosti nebo ktera vede k hospitalizaci ¢i ji
prodlouzi anebo zpisobi smrt.

Pro zvyseni jakosti a bezpecnosti celého procesu
darovani a transplantace organu je podstatné,
aby byly zavazné nezadouci reakce a ucinky
(ZNU/R) hlageny a vyhodnocovany. Musi byt
zaveden uCinny systém pro sledovatelnost
organi a hlaseni ZNU/R. Dulezity je rovnéz
informovany souhlas pifijemcd organt.

K z&vazné nezadouci reakci mize dojit po trans-
plantaci a imunosupresivni 1é¢bé z riznych
divoddi. Jeji vyskyt se miize dokonce prekryvat
s prenosem infekci a s naro¢nosti imunosuprese.
Zavazné nezadouci reakce jsou jakékoliv
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Serious adverse reactions are unintended res-
ponses or effects in a patient to anything that
occurs in  the transplantation  process.
Unintended responses in this context entail any
reaction by any patient during the process that
may not be considered by the professional
medical community as a “calculated risk”.

Serious adverse events are unexpected occurren-
ces within any stage of the transplantation
process, from donation to transplantation sur-
gery, which might lead to complications, death
or life-threatening disabilities that prolong
hospitalisation of a patient. Since SAE and SAR
are identical in their reporting mechanisms, they
are summarised here together as Serious
Adverse Reactions and Events (SARE).

There are 3 categories of SARE:

. Unexpected SARE
. Expected SARE
. Potential SARE

and 5 categories for the severity of SARE:
. Nil

. Non-serious

. Serious

. Life-threatening
. Death

and 6 categories relating to the imputability of
SAR, i.e. relating to the likelihood that a SAR
has been caused by donor material:

. Not assessable

. Excluded

. Unlikely

. Possible

. Likely (probable)
. Definite (certain)

According to the European Committee of
Experts on Organ Transplantation (CD-P-TO), it
should be mandatory to report all unexpected
SARESs to the organ procurement organisation,
the agency dealing with organ allocation and all

nezamyslené odezvy nebo ulinky, které se vy-
skytnou u pacienta v souvislosti s ¢imkoliv,
k ¢emu dojde v prib&hu procesu transplantace.
Nechténé odezvy vtomto kontextu zahrnuji ja-
koukoliv reakci jakéhokoliv pacienta v prubéhu
tohoto procesu, kterou odborna zdravotnicka ve-
fejnost nemuze brat za ,.kalkulované riziko®.

Zavazné nezadouci ucinky jsou neocekdvané
jevy vramci kterékoliv faze transplanta¢niho
procesu, pocinaje darovanim a konce transplan-
tatnim chirurgickym vykonem, které by mohly
vést ke komplikacim, umrti nebo zivot ohrozuji-
cim porucham, které hospitalizaci pacienta. Pro-
toze ZNU a ZNR maji stejné ohlasovaci mecha-
nismy, jsou zde uvadény spole¢né jako Zavazné
nezadouci reakce a Gginky (ZNU/R).

Existuji 3 kategorie ZNU/R:
e Neocekavané

e (Ocekavané

e Potencialni

a 5 kategorii zavaznosti ZNU/R:
e Zanedbatelné

e Nezavazné

e Zavazné

e Ohrozujici zivot
e Sumrtim

Mrwe

konkrétné k moznosti, Ze ZNR byla zplsobena
darcovskym materialem:

e Negzjistitelné

e Vyloucené

e Nepravdépodobné
e Mozné

e Pravdépodobné

o Jisté.

Podle Evropského vyboru odbornikii na
organové transplantace (CD-P-TO) by mélo byt
povinné hlageni viech neodekavanych ZNU/R
organizaci, ktera provadi odbér, organizaci,

ktera se zabyva alokaci organu, a vS§em centriim,
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centres having received or transplanted an organ
or tissue from the same donor if there is a risk of
harm to another recipient. In the case of
expected or potential SARE without possible
harm to another recipient, this information
should still be made available so as to advance
collaborative quality improvements in transplan-
tation medicine.

Categories of SARE

Unexpected SARE

This includes cases where, despite all safety pre-
cautions, a graft-related complication arises.
Examples are donor-derived, de novo Hepatitis
C infection in the recipient (but infection of the
donor was not known at procurement) or meta-
stasis detected in a recipient that is clearly lin-
ked to a donor with a history of malignancy (e.g.
multi-form glioblastoma). All unexpected SARE
must be reported and all other graft recipients
from the donor concerned must be screened.

Expected SARE
This includes cases where recipient-related

complications occur as part of the
transplantation process. Examples are graft
rejections or reactivation of CMV-infection.
These events should not be reported in systems
concerning donor vigilance, but should be
reported to a system of quality management for
transplantation outcomes.

Potential SARE

This includes cases where, with adequate
assessment and awareness, the risk of, for
example, donor-derived disease transmission
were definitively known and subsequently
occurred in the recipient. Examples are
transplantation of a known HCV- or HBV-
infected graft, resulting in de novo infection in
the recipient.

These events should be reported for the
development of future recommendations.

ktera obdrzela nebo transplantovala organ nebo
tkan od téhoz darce, jestlize je nebezpeci
poskozeni jiného piijemce. V piipadé oekavané
nebo potencialni ZNU/R bez mozného posko-
zeni jiného pfijemce by tato informace méla byt
presto dana k dispozici, aby se tak pfispélo ke
zlepseni kvality spoluprace v transplantacni
medicing.

Kategorie ZNU/R

Neodekavana ZNU/R

Toto zahrnuje ptipady, kde ptes vSechna bezpec-
nostni opatieni dojde ke vzniku komplikace spo-
jené se Stépem. Piikladem je od darce pocha-

zejici de novo infekce hepatitidy C (ktera vSak
nebyla u darce objevena pfi odbéru) mebo u pii-
jemce zjisténé metastazy, které jsou jasné spoje-
ny s malignitami v anamnéze darce (napt. multi-
formni glioblastom). VSechny neocekavané
ZNU/R museji byt hlageny a vichni ostatni pii-
jemci §tépt od tohoto darce se museji sledovat.

Ocekévana ZNU/R
Zde jsou zahrnuty ptipady vyskytu komplikaci
spojenych s pfijemcem jako soucast transplan-

tacniho procesu. Ptikladem je rejekce st€pu nebo
reaktivace infekce CMV. Tyto udalosti by
nemély byt hlaSeny v systému darcovské
vigilance, ale meély by byt hlaSeny v ramci
kvality  vysledki

systtmu  managementu

transplantaci.

Potencidlni ZNU/R
Zde jsou zahrnuty ptipady, kdy s odpovidajicim
zhodnocenim stavu a okolnosti bylo riziko napf.

prenosu choroby od dérce jednozna¢né znamo a
choroba se nasledn¢ u pfijemce projevila.
Prikladem je transplantace $tépu s rozpoznanou
infekci HCV nebo HBV, ktera méla za nasledek
de novo infekei u piijemce.

Tyto udalosti by mé¢ly byt hlaseny pro dalsi
tvorbu budoucich doporuceni.
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Severity of SARE Zavainost ZNU/R

According to the work of the consortium
EUSTITE, and based on the recommendations
of the International Society of Blood
Transfusion (ISBT), the following grading
system is suggested:

Nil
No harm, no risk — patient not informed as there
iS no risk of harm

Non-serious

Mild clinical/psychological consequences. No
hospitalisation. No anticipated long-term
consequence/disability

Serious

Hospitalisation or prolongation of hospitalisa-
tion. Persistent or significant disability or inca-
pacity. Intervention to preclude permanent
damage. Evidence of a serious transmitted
infection.

Lifethreatening
Major intervention to prevent death. Evidence of

a life-threatening transmissible infection.

Death
Death

Imputability of SAR

According to the work of the consortium
EUSTITE, and based on the recommendations
of the Blood Directive (2005/61/EC), the
following grading system is suggested:

N/A - not assessable
Insufficient data for imputability assessment.

0 - Excluded
Conclusive evidence beyond reason-able doubt
for attributing to alternative causes.

Sohledem na praci konsorcia EUSTITE na
zéklad¢ doporuceni Mezinarodni spole¢nosti pro
krevni transfuzi (ISBT) je navrhovan tento
nasledujici systém postupného hodnoceni ve
stupnich:

Zanedbatelna
Zadné poskozeni, zadné riziko - pacient neni
informovan, protoze zde neni riziko poskozeni.

Nezavazna

Lehké klinické/psychologické dusledky. Bez
hospitalizace. Zadné predpokladané dlouhodobé
nasledky/neschopnost.

Zavazné

Hospitalizace nebo prodlouzeni hospitalizace.
Pretrvavajici nebo vyrazné poskozeni stavu Ci
neschopnost. Zakrok nutny k odstranéni trvalého
poskozeni. Dikaz o zdvazné prenesené infekci.

Ohrozujici Zivot
Rozsahly zakrok nutny k odvraceni smrti. Dtikaz
o zivot ohrozujici pfenosné infekci.

S umrtim
Smrt.

Pri¢ina ZNR

Podle vysledkd prace konsorcia EUSTITE a na
zakladé  doporuCeni  Smémnice o  krvi
(2005/61/EC) se doporucuje pouzivani nasledu-
jici stupnice:

N/A - nehodnotitelné
Pro zhodnoceni pficiny neni dostatek udaja.

0 - Vylouceno
Dtkazy za hranici pochybnosti o vztahu k

podobnym ptipadim.
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1 - Unlikely 1 — Nepravdépodobné

Evidence clearly in favor of attributing to other causes.

2 — Possible
Evidence is indeterminate.

3 Likely (probable)
Evidence in favor of attributing to the donor material.

4 - Definite (certain)
Conclusive evidence beyond reasonable doubt
for attributing to the donor material.

Dtikazy jasné svédci ve prospech jinych pficin.

2 - Mozné

Mozné. Diikazy jsou neurcité.

3 — Pravdépodobné
Duikazy sveédci pro darcovsky material.

4 — Urcité
Jasné dikazy mimo rozumnou pochybnost
ukazuji na darcovsky material.
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5. vydani, ISBN 978-92-871-7027-9

Chapter 8.1.1; 8.1.2; 8.1.3
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PFirucka pro zajiSténi bezpecnosti a jakosti
transplantaci organ, tkani a bunék,

Strasburk, Rada Evropy, 2013

5. vydani, ISBN 978-92-871-7027-9
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