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1. Reporting adverse events and reactions

Basic rules for reporting serious adverse events/
reactions (SAR/E) have been published in VPP
1.3.

2. Serious adverse event

A serious adverse event is any event which

(i) is:
e undesired and (simultaneously)
e unexpected,

(i) if being in association with:

e organ donation,

e organ examination,

e organ characterization,

e Organ procurement,

e Organ conservation,

e transport of an organ intended for transplantation,
e or with the real organ transplantation,

(iii) and if possibly being able to lead to:

e transmission of a communicable disease,

o (death,

o life threatening,

o disabling,

e incapacitating,

e causing or prolonging hospitalization or
morbidity of a patient.

1. HI&Seni neZzadoucich u¢inku a reakei

Zakladni pravidla pro hl&Seni zavaZnych
nezidoucich  uginki/reakei (ZNU/R)  jsou
uvedena ve VPP 1.3.

2. Zavazny nezéadouci udinek
Zavazny nezadouci ucinek je jakakoliv pfihoda,

(i) ktera je:
e nezédouci a (soucasng)
e neocCekavana,

(i) jestliZe tato prihoda souvisi s:

e darovéanim orgénu,

e vySetfovanim organu,

e charakterizaci organu,

e odbérem organu,

e konzervaci organu,

e pievozem organu uré¢eného k transplantaci
e nebo s vlastni transplantaci organu,

(i) a tato ptihoda by mohla vést k:

e pfenosu pienosného onemocnéni,
e Umrti,

e ohrozeni Zivota,

e poskozeni zdravi,

e omezeni schopnosti,

e zapfi¢inéni i

prodlouzeni hospitalizace

nebo onemocnéni pacienta.
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Both the characteristics in paragraph (i) must be
met simultaneously and, at the same time, this
event must also meet at least one of the
conditions listed in paragraph (ii) and can cause
at least one condition listed in paragraph (iii).

3. Serious adverse reaction

A serious adverse reaction is an unintended
response, including an incidence of a
communicable disease,

(i) which apears in:

e aliving donor
e orarecipient of an organ,

(i) if such a response could be associated with:

e organ donation,

e organ examination,

e organ characterization,

e Organ procurement,

e organ conservation,

o transport of an organ intended for transplantation,
e or with the real organ transplantation,

(iii) and if such a response causes:

e transmission of a communicable disease,

e (death,

o life threatening,

o disabling,

e incapacitating,

e causing or prolonging hospitalization or
morbidity of a patient.

A serious adverse reaction is a response noticed
during or after the transplantation, no matter if
in a living donor or a recipient, which can be
associated with at least one of the activities
listed in paragraph (ii) and which, at the same
time, must cause one of the facts listed in
paragraph (iii).

Obé charakteristiky v odstavci (i) museji byt
naplnény soucasné a zaroveni musi tato piithoda
napliovat alesponi jednu podminku z odstavce
(i) a maze mit za néasledek alesponi jednu
podminku z odstavce (iii).

3. Zavazna nezadouci reakce

Zavazna nezadouci reakce je neocekavana
odezva, a to vcetné vyskytu prenosné¢ho

onemocneni,
(i) ke které/kterému dojde u:

 TTYe

e Zijiciho dérce
e nebo u piijemce organu,

(i) jestliZe by tato odezva mohla souviset s:

e darovéanim orgénu,

e vySetfovanim organu,

e charakterizaci organu,

e odbérem organu,

e konzervaci organu,

e pievozem organu uréeného k transplantaci
e nebo s vlastni transplantaci organu,

(iii) a tato odezva mé za nésledek:

e pfenos pfenosného onemocnéni,
e Umrti,

e ohrozZeni Zivota,

e poskozeni zdravi,

e omezeni schopnosti

e zapfi¢inéni ¢i

prodlouzeni hospitalizace

nebo onemocnéni pacienta.

Zavazna nezadouci reakce je odezva pozorovana
béhem transplantace nebo po ni, at’ uz u zijiciho
darce nebo piijemce, u niz je mozné, Ze mize
souviset alesponi s jednou z ¢innosti, uvedenych
Vv odstavci (ii) a zaroven musi mit za nasledek

nékterou ze skuteénosti, uvedenych v odstavci

(iii).
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4, What shall/shall not be considered a SAR/E

The subject of the protection in the system of
SAR/E is quality and safety of human organs
intended for transplantation. Specific protected
interests result from the definitions of SAR/E,
the main concern being to protect or to prevent a
possible transmission of a communicable di-
sease, death, life-threatening, disabling, incapa-
citating or causing or prolonging hospitalization
of a patient or of his/her disease.

SAE is always primarily connected with a parti-
cular organ for an undesired and unexpected event
can occur in any phase from donation to trans-
plantation as the definition of procurement
includes also examinations carried out in order to
assess medical suitability of a donor and to pre-
pare him/her for procurement. On the contrary,
SAR always takes a concrete person, a living donor
or a recipient, and a change in his/ her condition.

It always is an undesired phenomenon that
cannot be expected in a specific case in advance.
Therefore it is not necessary that a condition or a
development, which can reasonably be expected
and which can due to physiological causes
appear, such as post-op complications, rejection
of a graft or a death of the recipient, be
considered a SAR/E if occuring due to uncaused
circumstances. Also a failure or a mistake of
medical personnel or equipment, if not in direct
relation to the process from donation to trans-
plantation, cannot be considered SAR/E. All
such adverse events shall be dealth with as non-
conformities in general policy of internal quality
system of a health services provider.

5. The forms for SAR/E reporting

A SAR/E shall be reported in the shortest
possible time. A health services provider is
obliged to report using the form “HIlaSeni
zavazného nezadouciho ué¢inku/reakce” (ZNU/R
cast A).

4. Co je a neni nutné povazovat za ZNU/R

Piedmétem ochrany v systému ZNU/R je jakost
a bezpecnost lidskych organt uréenych k trans-
plantaci. Konkrétni chranéné zajmy vyplyvaji
z definic ZNU/R, u pacienta jde to, aby se
zabranilo ¢i predeSlo moZznému pienosu
prenosného onemocnéni, Umrti, ohroZeni Zivota,
poskozeni zdravi, omezeni schopnosti nebo
zaptic¢inéni ¢i prodlouZeni hospitalizace pacienta
nebo jeho onemocnéni.

ZNU je vzdy primarné& spojovan s konkrétnim
organem, knezadouci a neocekavané piihodé
muze dojit v kterékoliv fazi od darovani po
transplantaci, pficemz zdefinice odbéru
vyplyva, Ze zahrnuje i vySetfeni provedena za
ucelem posouzeni zdravotni zpisobilosti darce a
jeho piipravy na odbér. ZNR se naopak vzdy
vaze ke konkrétni osobé Zijiciho darce nebo
ptijemce a ke zmén¢ jeho stavu.

Jde vZdy o neZadouci jev, ktery neni moZno
v konkrétnim piipadé predem océekavat. Neni
tedy nutné za ZNU/R pokladat stav &i vyvoj,
ktery je mozné rozumné ptedpokladat a k némuz
muze z fyziologickych pfi¢in dojit, jako jsou
napf. pooperacni komplikace, odhojeni S$tépu
nebo umrti ptijemce, doslo-li k nim prokazatelné
v disledku nezavinénych okolnosti. O ZNU/R
se rovnéz nejednd v ptipadée selhani nebo pochy-
beni zdravotnickych pracovnikd nebo zdravot-
nickych prostiedkd, nema-li to piimy vztah
k procesu od darovani po transplantaci. VSechny
tyto nezadouci piithody se FeSi v obecném
rezZimu neshod interniho systému jakosti
poskytovatele zdravotnich sluzeb.

5. Formulaie pro hlaseni ZNU/R

Hlaseni ZNU/R musi byt provedeno v &ase co
nejkratSim. Povinnosti poskytovatele zdravot-
nich sluzeb je podat hlaSeni na formulafi HlaSeni
zdvazného nezadouciho uéinku/reakce (ZNU/R
cast A).
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The health services provider shall evaluate and
analyze a SAR/E, determine its cause and adopt
measures of remedy and prevention. Description
of these remedial and preventive steps shall be
reported by the health services provider on the
form “Piijata opatieni pro feSeni zavazného neza-
douciho t¢inku/reakce® (hlaseni ZNU/R &ast B).

The health services provider shall send both the
reports to Koordinacni Stfedisko Transplantaci
(KST) and to a particular transplant center
which was involved in the procurement or
transplantation of the organ. The transplant
center and KST shall ensure interconnection
with the tissues and cells SAR/E system.

6. Appendices

1. HlaSeni zavazného nezadouciho ucinku/
reakce (ZNU/R &ast A).

2. Pfijatda opatfeni pro feSeni
nezadouciho uéinku/reakce.
(hlaseni ZNU/R &ast B).

zavazného

Poskytovatel zdravotnich sluZzeb je povinen
ZNU/R posoudit, vyhodnotit, uréit jejich p¥i¢inu
a pfijmout opatieni k jejich feSeni. Popis téchto
napravnych a preventivnich opatifeni ohlasi po-
skytovatel zdravotnich sluzeb na formulafi
Prijatd opatfeni pro feSeni zavazného neza-
douciho t&inku/reakce (hlageni ZNU/R &st B).

Ob¢ hlaseni zasle poskytovatel zdravotnich
sluzeb Koordina¢nimu stfedisku transplantaci a
pfislusnému transplantacnimu centru, které se
podilelo na odbéru ¢i transplantaci organu.
Transplantacni centrum a Koordinacni stfedisko
transplantaci  zajisti propojeni se systémem
hlageni ZNU/R pro tkané a buiiky.

6. Piilohy

3. Hlaseni zavazného nezadouciho ucinku/
reakce (ZNU/R &ast A).

4. Ptijatd opatfeni pro TteSeni
nezadouciho uéinku/reakce.
(hlaseni ZNU/R ¢&ast B).

zavazného

Source:

European Directorate for the Quality of
Medicines & Health Care (EDQM),

European Committee of experts on Organ
Transplantation (CD-P-TO)

Guide to the Safety and Quality Assurance for
the Transplantation of Organs, Tissues and Cells
Strasburk, Rada Evropy, 2013

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

Regulation No. 111/2013 Coll.

(setting parameters to create operating proce-
dures for ensuring system of quality and safety
of human organs intended for transplantation)

Zdroj:

Evropsky direktorat pro jakost |éCiv & zdravotni
péce (EDQM),

Evropsky vybor expertll na organové
transplantace (CD-P-TO)

PFirucka pro zajiSténi bezpecnosti a jakosti
transplantaci orgdn(, tkani a bunék,

Strasburk, Rada Evropy, 2013

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

Vyhlaska ¢. 111/2013 Sh.

(o stanoveni pozadavk(ll na vytvoreni pracovnich
postupl pro zajisténi systému jakosti a bezpec-
nosti lidskych organ(i uréenych k transplantaci)

Dne:

Schvalil:

MUDr. Pavel Brezovsky, MBA
Reditel KST
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3 KOORDINACNI STREDISKO TRANSPLANTACL e - KDORDINACNI STREDISKD TRANSPLANTACI
ﬁ Transp\amtat'\or)s Coordinating Centre ﬁ Transplantations Coordinating Centre
Ruskéa 85, Praha 10, 100 00 Rusk2 85, Praha 10, 100 00

Tramplantal aptantnel
plansatis= Czech Republic Trarsplantaul_ Czech Republic

Hliseni zavazného nezidouciho uéinku/reakce
(Hlaseni ZNU/R c¢ast A)

POUCENT:

*  Koordinaini stfediske trancplantaci (KST) mmsi byt bezodkladni informovine o vyzkym
jakébokoliv zivainsho nezidoucibo iéinkn, kiery miZe mit vhiv na jakest a bezpeinost orginit a
ktery mride byt zpisobeny vyietiovinim, charakterizaci, odbérem, konzervaci nebo pievozem
orgint.

Eislo darovini (K5T)
* FKoordinaéni stiedisko transplantaci (KST) musi bjt bezodkladné informovino o vyskymu
jakeékoliv zévainé nefidouci reakce, bo po ni, kterd miZe mit 5. |Datum ziften zavazmi|
vliv na jakost 2 berpeinost orgimh a kterd miife souviset s vyetfovanim, charakterizaci, neZid. realcefdéinkn
odbérem. konzervaci nebo pfevozem orgint: TrrT-mm-dd
s Piedmétem hidieni neni jakost a bespecnost viasmihe chirurgického sransplantaéniho vikonu 9. |Drub orgdmi. které  |[JL Levimal[JSrkke  [J1am [T Lanzh. ostrinky
Selhani nebo pochybeni zdravomickich pracovniki nebo sdravomich prostiedki je Feieno sowvisei 5 oznAmenim

v reimn nashod imerniho systéntu jakosti a bezpeénosti. [IP. Ledvina [ Plice Ocery [ Pankreas

*  Piedmitem hidseni neni stav nebo vivej. ey miic
predvidat, tedy napf. pooperaéni komplikace. odhaj
nému v ditsledku nezavinémych okolnosti.

po transplantaci nastat a ktery e [ Ostaim orpan i buiiky (specifikovat)
épu. mrii piijemce apod. doilo-ii k

1.1 [Nazev a adresa

poskytovatele
zdravotnich slusb
2 | Telefon (+420) 15| ] vysetrovanim [T charakeerizact [ edbérem
13 [Fax (+420) [ konzervact [ pevozem [ transplantaci
4 |E-mail

3

2. |Identifikaéni ¢islo I _—
oznameni ol

3. [Datum oznament T11 [Teton (420)
(om-mm-dd) T2 Emal

4. |Inicidly postizené osoby

4.1 |Rodné Zislo Zpravu prosim odeilete neprodlené na KST faxem na éizlo:
) (+410) 271 019 356 nebo E-mailem na adresu: koordinacei kstez

Zivaimy nezidouci winek /reskce S1- Formulif KST rev. 1.1 Zenvatmry mtadon tinek realkos S2-

4.2 [Postizeny/é je (vyberte) Dirce

Datum odbérn,
ek postizenym dirce
(rrmm-dd)

KOORDINACNI STREDISKO TRANSPLANTACI
Transplantations Coordinating Centre
Ruska &85, Praha 10, 100 00

Tramsptantacl Czech Republic
ZATNAMY KST

Hliteni dorateno na KSTdme: ... hod ... Podpis:. ... ...

Jedinginé identifileatni Giclo orgimm ... Informewime TC ...

0d darce odebrima tkafi .._.._......_........._. Informovine tkifove zafizeni . ...

Exportovimods ... Impariovino 2

Kontrola adaji provedens dme: hod ... Podpis:
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o » KDORDINACNI STREDISKO TRANSPLANTACE Ly KDORDINACNI STREDISKO TRANSPLANTACE
ﬁ Transplantations Coordinating Centre ﬁ Transplantations Coordinating Centre

Ruska 85, Praha 10, 100 00 Ruska 85, Praha 10, 100 00

Tramsplantasl_ ’ Trorsptantnil_ '
nd Czech Republic nd Czech Republic
Piijata opatieni
pro reseni zavazného nezadouciho ucinku/reakce 11 Rf@“ﬁ_ﬁ‘;‘kh |
= - = w - an I
(hlageni ZNU/R cast B) _
12. |Preventivmi a
POUCENT: —
Tramplantaent cantrum (TC) jo povinno hlasit provedans opatfnt pro felent ravatnych nesdoucich EE=Tn *

ik a reaket (ZNU/R) Koordinatates strediskn transplastact (5 22, odat. 1, pram. j, stkema tilo
285/2002 Sb.)

1 |0mmjidn
|I.I |A.dr!=a

1. |Identifilacm cuslo
oznimeni ZNU/R

Zprivu prosim odeilete neprodlené na KST faxem na éilo:
e 8 it ST (ot A (+420) 171 019 356 nebo E-mailem na adresu: loordinaceilst.cz

|3. |Dat|_l_n potvrzent
INUR ZAZNAMY KST

g
F
&

Hliteni doruceno na KST doe: hod. Podpis:

g
F
&

Kontrola adaji provedena due: hod. Podpis:

5. |nm- vskovin

g
F
&

|
|
|-i. |Datnn uzavieni |

6. |Jedmecne identifi-
leaémi Eislo darovani

INUR KE

|T. Potvrzeni vyskyin |H AND

5. |Zména drobu |
INUER 0w
8.1 | Pokud ANO, pepizte
k jakeé mméné doslo

Dalsi rmeny oproti AND
udajim v hlaseni A KE
Pokud AND, popiste

||k jake zmiéné doilo

o0

o

Bl

10. | Pocet postizenych
Hijemci Prouse + pfipads ZNUVR u ptjence

Fom Opastuze ZNUR. -2-

Cpattze ZNUR. -1-



http://www.kst.cz/

