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Reporting adverse events and reactions

According to EU Directive 2010/53/EU, every
EU member state should have a system for
reporting SARE.

Recipient  centres, organ procurement
organisations and organ exchange organisations
as well as tissue establishments should be in
charge of collecting the data and distribution of
all information to increase safety and quality. It
is recommended that SARE are reported to
organ procurement organisations, as they are the
key institutions responsible for traceability of
organs and tissues at a national level.
Management of the particular SARE case should
be performed by the corresponding organ
procurement organisation, in close collaboration
with the recipient centres and organ exchange
organisations, acting as the national regulatory
authority(ies). National regulatory authority(ies)
should immediately initiate all measures
necessary to keep the risks caused by SAREs to
patients and personnel as low as possible. Inter-
connectivity between government institutions
and tissue establishments is mandatory. Suf-
ficient infrastructural and economic resources
must be granted to the National regulatory
authority(ies) by the National health authorities.

The following key tasks should be enacted in
any case of a SARE:

Hlaseni nezadoucich ucinku a reakci

V souladu s pozadavkem smérnice EU
2010/53/EU by mél kazdy clensky stat mit
systém pro hlageni ZNU/R.

Piijimaci centra, odbérové organizace a
organizace zajiStujici vyménu organd by mély,
stejné jako tkanova zafizeni, mit za ukol sbirat
udaje a predavat si vSechny informace, aby se
zvysila bezpec¢nost a kvalita. Doporucuje se, aby
ZNU/R byly hlaeny organizacim zajistujicim
odbér organt, jelikoZz to jsou kli¢ové instituce
odpovédné za sledovatelnost organi a tkani na
narodni urovni. Rizeni ¢innosti v piipadé kazdé
konkrétni  ZNU/R by
odpovidajici  odbérova
vystupuje jako narodni regulacni autorita, v izké

meéla  zajistovat

organizace, ktera
spolupraci S centrem piijemce a s organizaci pro
vyménu organd. Narodni regulacni autorita
(autority) by me¢la okamzit€ iniciovat vSechna
opatfeni, kterd jsou potifebna k tomu, aby pro
pacienty a personal byla rizika zptisobena touto
ZNU/R omezena na minimum. Vyzaduje se
propojeni vladnimi  institucemi a
tkdflovymi  zafizenimi. Nejvys§i  narodni
zdravotnicka autorita musi dat narodni regula¢ni

mezi

autorité k dispozici dostateéné infrastrukturni a
ekonomické zdroje.

V piipadé jakéhokoliv ZNU/R by mély byt
zajistény nasledujici klicové kroky:
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Transplantael

If the SARE is a life-threatening complication
with the risk of severe harm to other recipients,
then the SARE must be reported without delay.
In all other cases, reporting should be done
within an appropriate timeframe and according
to medical requirements to avoid jeopardising or
inhibiting the transplant process and to facilitate
guality management.

In case of an unexpected SARE or a potential
SARE, each institution, transplantation centre or
any person detecting a SARE must immediately
report this to the National regulatory
authorit(ies) and any other organisation that are
linked to all other recipients of grafts from the
same donor.

The National regulatory authority(ies) must
record all unexpected and potential SARE and
inform any other institutions involved, as
medically justified, without delay. If another
recipient/establishment is at risk of developing a
similar SARE, then the centre in charge of this
recipient/establishment must be informed
immediately and the recipient establishment
must then report the actions taken in response
immediately to the National regulatory
authority(ies), including follow-up and results.

An annual SARE report must be produced by
the National regulatory authority(ies) of each
member state, which will be published by the
Council of Europe.All SARE data should be
shared by all National regulatory authority(ies)
in a European SARE registry.

Records should be maintained of all complaints
or reports of other non-serious adverse
events/reactions from any treatment relating to
the transplant process. Copies of written reports
should be forwarded to, and maintained by, the
procurement organisation, tissue establishments
and transplant centres as appropriate and
according to existing regulations.

Jestlize je ZNU/R Zivot ohrozujici komplikaci,
kterd vazné ohrozuje ostatni piijemce, musi byt
ZNU/R ohlasen bezodkladng. Ve vsech ostat-
nich ptipadech by mélo byt hlaSeni provedeno
Vv pfiméteném Case a podle zdravotnich
pozadavkid tak, aby bylo vylouceno ohroZeni
nebo znemoznéni transplantacniho procesu pii
dodrzeni managementu kvality.

V piipadé  vyskytu neocekavaného nebo
potencialniho ZNU/R musi kazda instituce,
transplantacni centrum nebo kazda osoba, ktera
ZNU/R zjistila, toto okamzité ohlasit narodni
regulacni autorité a jakékoliv dal§i organizaci,
ktera je spojena se vSemi dal§imi pfijemci Stépl
od téhoz darce.

Narodni autorita (autority) musi
zaznamenat vSechny neocekavané a potencialni
ZNU/R a informovat bez odkladu vsechny
z medicinského hlediska zainteresované institu-

regulacni

ce. Jestlize se u jakéhokoliv pfijemce/zafizeni
vyskytne riziko vyskytu podobného ZNU/R, pak
musi pfislusné centrum, odpovédné za tohoto
prijemce/zatizeni, ohlasit v této souvislosti pfija-
ta opatieni narodni regulaéni  autorité
(autoritam), a to vCetné nasledného pozorovani a
jeho vysledk.

Nérodni regulacni autorita kazdého statu musi
vypracovat vyroéni zpravu o ZNU/R. Tyto
zpravy budou nasledné zvefejnény Radou
Evropy. Viechny tdaje o ZNU/R budou sdileny
vSemi  narodnimi  regula¢nimi
v Evropském registru ZNU/R.

autoritami

Meély by se vést zaznamy o vSech stiznostech
nebo o dalsich nezavaznych nezadoucich
ucincich/reakcich spojené s jakoukoliv 1é¢bou
vztahujici se k transplantacnimu procesu. Kopie
pisemnych zprav by mély byt podavany
ptislusnym odbérovym organizacim, tkanovym
zafizenim a transplantacnim centrim a jimi
vedeny podle stavajicich pravidel.
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Authorities for pharmaceutical and medical
devices might also be involved in reporting
adverse events (e.g. bacterial contamination of
some batches of organ preservation solution and
their subsequent recall).

Autority odpovédné za farmaceutické a zdravot-
nické prostfedky by mohly rovnéz byt do systé-
mu hlaseni nezddoucich udalosti zahrnuty (napf-.
bakterialni kontaminace nékterych Sarzi konzer-
vacnich roztok a jejich nasledujici stazeni z ob&hu).
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