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Characterization of Donor

Organs, tissues and cells should be recovered and
preserved within appropriate time intervals to
maintain their biological properties. The time
intervals for the donation process should be
compatible with the period it takes to perform all
the relevant investigations to ensure the quality
and safety of the recovered materials. Therefore,
all these activities should be undertaken
according to standard operating procedures
within a quality assurance programme and should
include an appropriate risk assessment.

Once a potential donor has been identified, the
priority is to establish his/her suitability. It is
important to ensure that, as far as possible, any
organ or other graft recovered from a donor is of

acceptable quality and does not pose
unacceptable risks for the recipient. Donor
suitability criteria should be established

according to accepted medical standards. Donor
evaluation should include:

- interviews with the family and/or other relevant
sources;

- a detailed review of the medical notes;

- assessment of the donor’s medical and
behavioural history;

- a full physical examination;

- a post-mortem examination (autopsy), if
performed;

- laboratory tests, including all microbiologic
testing.

Charakterizace darce

Organy, tkan¢ a bunky by mély byt odebirany a
uchovavany v takovych ¢asovych intervalech, aby
se zachovaly jejich biologické vlastnosti. Délka
procesu darovani by m¢la odpovidat ¢asu, ktery je
pottebny k provedeni vSech pfislusnych vysetieni,
aby byla zarucena jakost a bezpecnost odebraného
materialu. proto by mély vSechny tyto ¢innosti byt
realizovany v souladu se standardnimi opera¢nimi
postupy, které jsou vramci programu zajisténi
kvality nastaveny, a meély by obsahovat i
odpovidajici hodnoceni rizik.

Jakmile byl identifikovan mozny darce, prioritou
je potvrzeni jeho vhodnosti. Je dulezité
vV maximalni mozné mite zarucit, aby kterykoliv
organ nebo S$t€p odebrany ztohoto darce mél
piijatelnou kvalitu a nepfedstavoval pro piijemce
nepiijatelna rizika. Kritéria vhodnosti darce by
méla byt stanovena podle pfijatych medicinskych
standardt. Hodnoceni darce by se mé¢lo skladat z:

- pohovoru s rodinou, ptipadné s dalSimi
vhodnymi osobami;

- prodrobné vyhodnoceni zdravotni dokumentace;

- posouzeni vyvoje zdravotniho stavu a
behavioralnich udaju;

- komplexni klinické vySetieni;

- posmrtné vySetieni (pitva), pokud byla
provedena;

- laboratorni vysledky véetné mikroskopickych
testd.
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Risk assessment

The following points can contribute to identifying
risks:

- Physical examination (e.g. scars, tattoos, pier-
cings, old or new or healed or purulent wounds,
exanthema, rash) and interview with attending
physician and nurse.

- Chest x-ray and samples for microbiological
tests.

- Previous diseases or surgeries hint at potential
disease transmission risks (infection, malignan-
cy, etc.) as well as describing the risk of noso-
comial infections.

- Vaccinations with live vaccines are helpful
under certain circumstances, but transmission
of a live vaccine from the donor into an im-
muno-suppressed recipient may be life-
threatening.

- Information about living conditions, travel his-
tory, migration background, refugee status,
work places, or hobbies helps to identify risks
with respect to places/countries with inferior
hygienic standards or a high prevalence of
certain infections.

- Any uncertain encephalitis or neurologic/men-
tal/psychiatric disorder, as well as fever, rash,
discomfort, etc., should alert to the risk of a
transmissible disease, especially if combined
with travel history to other countries.

- Questions are unavoidable about sexual beha-
viour, use of intravenous drugs or cocaine, life-
style or imprisonment. Even if interviewees
trust those they are being interviewed by, they
may neglect or not disclose this information or
may not know the entire truth.

- Asking about contact with fauna, especially
bites from pets, domestic or wild animals, birds,
etc. is essential, but may not help to rule out all
infection risks.

Hodnoceni rizik

Nasledujici body mohou pfispét k identifikaci
rizik:

- Fyzicka prohlidka téla (tj. vyskyt jizev, tetovani,
piercingu, starych ¢i novych ¢i zhojenych &i
purulentnich poranéni, eflorescence, vyrazky) a
rozhovor s osetiujicim Iékafen a sestrou.

- Rentgen hrudniku, vzorky pro mikrobiologické
testy.

- Pfedchazejici choroby nebo operace, které by
mohly odkazovat na nebezpe¢i potencialniho
pfenosu (infekce, malignity atd.) nebo na rizika
nosokomialnich infekci.

- Ockovani Zivou vakcinou je za urcitych okol-
nosti prospésné, ale pienos zivé vakciny z darce
na piijemce s iminosupresivni lé¢bou mize
ohrozit jeho Zivot.

- Informace o Zivotnich podminkéch, cestovatel-
ské minulosti, migra¢nim zazemi, postaveni
uprchlika, pracovisti nebo zalibdch napomtize
identifikovat rizika s ohledem na mista ¢i zemé
s horSimi hygienickymi standardy nebo s vyso-
kou prevalenci urcitych infekei.

- Jakakoliv neurcita encefalitida nebo porucha
neurologického ¢i mentélniho ¢i psychiatrického
puvodu, stejné jako horecka, vyrazka, zdravotni
potiZe aj. by mély varovat pfed moznym rizikem
prenosného onemocnéni, zejména pokud jsou
spojeny s cestovanim do zahrani¢i v minulosti.

- Nelze se vyhnout otazkdm spojenym se sexual-
nim chovanim, intravenéznim uzivanim drog
nebo kokainu, Zivotnim stylem nebo s véznénim.
I kdyZ ti, ktefi na tyto otazky odpovidaji, tazateli
daveétuji, mohou tyto informace podcenit nebo
je zamlcet anebo nemuseji znat plnou pravdu.

- Dotazy na kontakt s faunou, zejména na kousnu-
ti od domacich mazlickt, hospodarskych nebo
divokych zvitat, ptaki ap. jsou dilezité, ale ne-
museji pomoci vylou€it v§echna infek¢ni rizika.
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- Records should be checked for any previously-
diagnosed neoplasms or tumours removed, with
or without registration of the definitive diagnosis.
All information regarding the malignancy must
be obtained: date of first diagnosis, detailed his-
tological report, staging, grading, type and date
of surgery, chemotherapy and irradiation, as well
as questions on the standard follow-up conduc-
ted, most recent follow-up including the results,
results, complete remission and tumour recur-
rence-free survival.

- A history of menstrual irregularities after preg-
nancies and/or miscarriages in women of fertile
age should be checked for evidence of a meta-
stasised choriocarcinoma.

Medical and behavioural history

Standardised questionnaires should be used to
obtain the following information:

age: while there may be no definitive maximum
age for individual donations, with increasing age
the presence of co-morbidities are likely to make
donation less acceptable;

cause of death: in order to identify infectious
and neoplastic diseases. If an autopsy has not
been carried out, the cause of death of the donor,
as ascertained from the medical notes, should be
documented in the donor record;

clinical history and pre-existing diseases: in
particular malignant disease, multi-system
autoimmune disease, infectious disease, neuro-
degenerative or  neuro-psychiatric  disease,
intoxications or diseases of unknown aetiology;

behavioural risk and previous medical treatment
of the donor that could compromise the function-
ing of an organ or represent an increased risk of
infectious disease;

history of chemical and/or radiation exposure,
previous and current medication including
immuno-suppression;

- Mély by byt pfezkoumany zaznamy o jakychko-
liv v minulosti diagnostikovanych neoplasiich
nebo odstranénych nadorech, at’ uz se z&znamem
o0 kone¢né diagnoze nebo bez néj. Musi se ziskat
vSechny informace o malignitach: datum prvni
diagndzy, podrobna histologie, stadium, druh,
typ a datum operace, chemoterapie a ozafovani,
rovnéZ tak i otazky na standardni provadény
follow-up, posledni kontrolu véetné jejich vy-
sledkd, uplné vyléceni a preziti bez recidivujici
choroby.

- Méla by se prezkoumat historie poruch menstru-
a¢niho cyklu po téhotenstvi, ptipadné po potratu,

u Zen ve fertilnim véku za u¢elem mozného
zjisténi metastazujiciho choriokarcinomu.

Zdravotni a socialni anamnéza

Pro ziskani nasledujicich informaci by se mély
pouzivat standardizované formulaie obsahujici:

vék: i kdyZ pro individualni déarcovstvi nemusi
existovat Zadny stanoveny maximalni veék,
s rostoucim vékem je pravdépodobné, ze vyskyt
chorob mtlize darovani u¢init méné piijatelnym;

pri¢ina smrti: pro identifikaci infekénich a
nadorovych onemocnéni. Jestlize nebyla provede-
na pitva, mé¢la by byt pfi¢ina smrti zanesena do
zdravotni dokumentace darce tak, jak byla
potvrzena podle medicinskych zaznamd;

klinicka anamnéza a pfedchozi nemoci: u kon-
krétnich malignich onemocnéni, multisystémo-
vych poruch imunity, infekénich chorob, neurode-
generativnich nebo neuropsychickych onemoc-
néni, intoxikaci nebo onemocnéni neznamé etiologie;

socélni rizika a predchazejici 1é¢ba darce, ktera
by mohla narudit fungovani organu nebo
znamenat zvySené riziko infekéni choroby;

vystaveni chemickym nebo radiacnim vliviim
v minulosti, predchazejici a soucasna medikace
vcetné imunosupresiv;
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travel history or overseas/out-of-country
residency to evaluate the risk of tropical or
endemic infections, e.g. malaria or
trypanosomiasis, as well as the subsequent risk of
vertical transmission.

recent history of any immunisation with live
vaccines

history of blood transfusions or transplant
procedures, body piercing or tattoos in the 12
months preceding death;

risk of transmitting prion disease. This includes
a definite diagnosis or high suspicion of any
transmissible spongiform encephalopathy in the
donor, a family history of Creutzfeldt-Jakob
disease and whether the donor was the recipient
of human, but not recombinant, pituitary-derived
hormones, dura mater, corneal or scleral
transplants;

information about congenital or inherited disorders;
other relevant family medical history.

Clinical evaluation

Prior to the recovery of any graft from a potential
donor, a detailed medical examination should be
performed and documented. It is the responsibi-
lity of the person performing the procurement to
document any suspicious anatomical findings
observed during the recovery procedure.

Laboratory tests

All laboratory tests should be carried out before
cessation of circulation. It is advisable to report
the time when samples were taken together with
documentation of the medical therapy undertaken
to improve the clinical condition of the donor,
especially when the values of laboratory data
change over time.

Donor documentation

Data concerning the organ donor procedure
should be documented on standardised forms.

Udaje o cestovani v minlosti nebo o pobytu
V zamofti/zahranici, aby se zhodnotilo nebezpeci
tropickych ¢i endemickych infekei, napt. malarie
nebo trypanosomiaza, piipadné rizika vertikalniho
prenosu;

Gdaje o imunizaci Zivymi vakcinami v nedavné
minulosti;

udaje o krevnich transfazich nebo transplanta-
cich, piercingu nebo tetovani za poslednich 12
mesict pred smrti;

riziko pienosu prionového onemocnéni. Toto
zahrnuje potvrzenou diagndzu nebo vaZzné podez-
feni na jakoukoliv pfenosnou spongiformni ence-
falopatii u déarce, vyskyt Creutzfeldt-Jakobovy
choroby v rodinné anamneéze a také to, zda darce
nebyl pfijemcem humannich, nerekombinantnich,
hormonti hypofyzy, dura mater nebo trans-
plantované rohovky ¢i skléry;

informace o vrozenych nebo dédi¢nych poruchach;
jiné relevantni Gdaje z rodinné anamnézy.

Klinické hodnoceni

Pted odbérem jakéhokoliv §tépu od potencialniho
darce by m¢lo byt provedeno a zadokumentovano
podrobné zdravotni vySetfeni. Osoba provadéjici
odbér odpovidd za zaznamenani jakéhokoliv
podezielého anatomického nalezu, ktery zjisti
b&hem odbérové procedury.

Laboratotni testy

Vsechny laboratorni testy by mély byt provedeny
pred zastavou ob&hu. DoporucCuje se hlasit Cas,
kdy byly vzorky odebrany, spolecné s dokumen-
taci o zdravotni pé¢i poskytnuté s cilem zlepsit
Klinicky stav darce, zejména kdyZ se laboratorni
hodnoty méni v Case.

Darcovska dokumentace

Udaje tykajici se procedury darovani organu by
mély byt dokumentovany na standardizovanych
formulafich.
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(a) Donor information form

The donor information form should contain
relevant and sufficient information about the
donor to allow evaluation of eligibility for organ
and tissue donation. The person who refers the
donor to the referring hospital should complete
the form. The form should accompany the organs
and be maintained in the donor file. It should be
archived separately from recipient notes. In
practice, for donors, this information should be
maintained in the donor records of the recovery
establishment.

Having performed the procurement of tissue or an
organ the physician shall record the list of retrie-
ved tissues and organs as well as intended pur-
pose of their use in medical records of the donor.

(b) Organs report form

This form should contain data concerning donor
organs at the time of procurement. It should be
completed by the procuring personnel and
verified by the person responsible for
procurement or his/her assignee. The time of
aortic cross-clamping and the start of cold
perfusion, quality of perfusion, anatomical
findings and time of organ removal should be
detailed. Separate forms should be filled out for
each organ to be transplanted.

Health care professionals taking part in procure-
ment or transplantation of tissues and organs shall
enter handling with retrieved tissues or organs
into the protocol which is attached to retrieved
tissue or organ. This protocol shall bear parti-
cularly the date and place of procurement as well
as final determination of retrieved tissue or organ.
In case that the tissue or organ retrieved is used
for transplantation, the date, the place and the
person whom the transplantation was performed
on shall be entered in the protocol. Should a
decision that the organs removed are unsuitable
be taken, the reason they have been found
unsuitable for as well as the way of further
handling with them shall be entered in the proto-
col. The health services provider shall ensure that
the protocol be sent to KST within 7 days of
taking a decision on final determination of
retrieved tissue or organ.

(a) Informace o darci

Darcovsky formulaf by mél obsahovat relevantni
a dostatecné informace o darci, aby bylo mozné
vyhodnotit vhodnost darce k darovani organu a
tkani. Osoba, ktera pfedava darce odebirajici
nemocnici, by méla tuto dokumentaci zkomple-
tovat. Tento formulatr by m¢l doprovazet organy a
mél by byt pfiloZzen ke zdravotni dokumentaci
darce. Mél by byt archivovan oddélené od
dokumentace ptijemce. V praxi by mély byt tyto
informace uloZeny ve zdravotni dokumentaci
odbérového zatizeni.

Lékar, ktery provedl odbér tkdné nebo organu,
zaznamena vycet odebranych tkani a organd a
predpokladany ucel jejich pouziti do zdravotnické
dokumentace darce.

(b) Informace o organu

Tento formulaf by mél obsahovat tdaje, tykajici
se organi darce v dobé odbéru. Mél by byt
odebirajicimi pracovniky zkompletovan a zkon-
trolovan osobou odpovédnou za odbér nebo jejim
zastupcem. Cas svorky a zahdjeni studené
perfuze, kvalita perfuze, anatomické nalezy a Cas
odbéru organu by mély byt uvedeny podrobn¢. Na
kazdy organ, ktery ma byt transplantovan, by mél
byt vyplnén zvlastni formulaf.

Zdravotnicti pracovnici, ktefi se ucastnili odbéru
nebo transplantace tkdni a orgdnil, zaznamenaji
nakladani s odebranymi tkanémi nebo organy do
protokolu, ktery je ptiloZzen k odebrané tkani nebo
organu. Do tohoto protokolu se zaznamena
zejména datum a misto odbéru a konecné urceni
odebrané tkané¢ nebo organu. Pokud se odebrana
tkan nebo organ pouZziji pro transplantaci, do
protokolu se zaznamena datum, misto a osoba, jiz
byla transplantace provedena. Pokud bylo
rozhodnuto, ze odebrané tkané¢ a organy jsou k
transplantaci  nevhodné, do protokolu se
zaznamena divod, pro¢ byly shledany
nevhodnymi, a zplsob dal$iho nalozeni s nimi.
Poskytovatel zdravotnich sluZzeb zajisti odeslani
protokolu Koordinacnimu stfedisku transplantaci
do 7 dnii ode dne, kdy doslo ke kone¢nému urceni
odebrané tkané nebo organu.
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Apart from obligatory data with regads to the
patient, medical report shall contain also other
data required by specific legislative (The
Transplantation  Act, the Regulation No.
114/2013 Coll.). In case of establishing brain
death the use of a standardized form on death
certification is recommended.

Contra-indication

Health services providers involved in procure-
ment of organs from a deceased donor and/or in
their transplantation shall inform with no delay
each other about a subsequent finding of health
incapability of a deceased donor; in the same
extent and with no delay they shall inform KST.

Each potential donor contra-indicated prior to the
initial start of retrieval shall be reported by the
health services provider to KST not later than 7
days of contra-indication. The provider shall
report the name of the patient, age, blood group
(if known), the name of the provider and the
reason of contra-indication.

Zdravotnickd dokumentace obsahuje kromé
povinnych udaji o pacientovi také dalsi udaje
pozadované podle zvl&Stnich pravnich ptedpist
(zakon ¢. 285/2002 Sb. a vyhlaska ¢. 114/2013
Sb.) V pfipadé prokazovani smrti mozku se
doporucuje vyuzit standardizovany protokol o
zjisténi smrti.

Kontraindikace

Poskytovatelé zdravotnich sluZeb, ktefi se podileji
na odbéru organti nebo tkani od zemtelého darce
a na jejich transplantaci, se vzajemné bezodklad-
n¢ informuji o dodatecném zjisténi zdravotni
nezpusobilosti zemielého darce a téZ bezodkladné
informuji ve stejném rozsahu i KST.

Kazdého moZného darce, ktery byl kontraindiko-
van jest¢ pred zahajenim vlastniho odbéru, je
poskytovatel zdravotnich sluZzeb povinen nahlasit
na KST nejpozdéji do 7 dnti od kontraindikace.
HIasi se jméno pacienta, vek, krevni skupina (je-li
zjisténa), nazev poskytovatele a divod jeho/jeji
kontraindikace.

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

Chapter 2

The Transplantation Act, No. 285/2002 Caoll.

Regulation No. 114/2013 Coll. on health
capability of tissue and organ donors

Regulation No. 98/2012 Coll. on medical records

Zdroj:

Evropsky direktorat pro jakost 1é¢iv & zdravotni
péci (EDQM), Evropsky vybor expertil na
organové transplantace (CD-P-TO)

Ptirucka pro zajisténi bezpecnosti a jakosti
transplantaci organi, tkani a bunék,

Strasburk, Rada Evropy, 2013

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

Kapitola 2

Zakon 285/2002 Sb. (Transplantacni zakon)

Vyhlaska 114/2013 Sb. 0 zdravotni zptsobilosti
darce tkani a orgéni

Vyhlaska ¢. 98/2012 Sb. o zdravotnické
dokumentaci
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