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Accurate and timely transfer of information is an
important part of the entire process of donation
and transplantation of organs. Procedures and
obligations of health services providers are
detailed in some basic legal documents.

Directive 2010/53/EU
on standards of quality and safety
of human organs intended for transplantation

Pfesné a v¢asné predavani informaci je dilezitou
soucasti celého procesu darovani a transplantace
Postup a povinnosti poskytovateld
sluzeb jsou podrobné upraveny
v n¢kterych zakladnich pravnich predpisech.

organt.
zdravotnich

Smérnice 2010/53/EU
o jakostnich a bezpe¢nostnich normach
pro lidské organy urcené k transplantaci

Article 10
Traceability

Para 1. Member States shall ensure that all
organs procured, allocated and transplanted on
their territory can be traced from the donor to the
recipient and vice versa in order to safeguard the
health of donors and recipients.

Para 3. Member States shall ensure that the
competent authority or other bodies involved in
the chain from donation to transplantation or
disposal keep the data needed to ensure
traceability at all stages of the chain from
donation to transplantation or disposal and the
information on organ and donor characterisation
as specified in the Annex, in accordance with the
framework for quality and safety;

Clanek 10
Sledovatelnost

Odst. 1. Clenské stity zajisti, aby v zajmu
ochrany zdravi darci a pfijemcti mohly byt
vSechny orgdny odebrané, alokované a
transplantované na jejich Gzemi vysledovany od

darce k ptijemci, a naopak.

Odst. 3. Clenské staty zajisti, aby piisluiné
organy nebo jiné subjekty podilejici se na
postupu od darovani po transplantaci nebo
likvidaci uchovavaly tdaje potiebné k zajisténi
sledovatelnosti ve vSech fazich postupu od
darovani po transplantaci nebo likvidaci a
informace o charakterizaci organu a darce, jak
jsou stanoveny v pfiloze, v souladu s rdimcem pro
jakost a bezpec¢nost;
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Article 18
Records and reports concerning procurement
organisations and transplantation centres

Para 1. Member States shall ensure that the
competent authority keeps a record of the
activities of procurement organisations and trans-
plantation centres, including aggregated numbers
of living and deceased donors, and the types and
quantities of organs procured and transplanted, or
otherwise disposed of in accordance with Union
and national provisions on the protection of
personal data and statistical confidentiality;

The Transplantation Act (No. 285/2002 Coll.)

Clanek 18
Zaznamy a zpravy tykajici se organizaci
zajist'ujicich odbér a transplantac¢nich center

Odst. 1. Clenské staty jsou povinny zajistit, aby
pfislusny orgdn vedl zdznamy o cinnostech
organizaci zajiStujicich odbér a transplantacnich
center, vCetné agregovanych pocti zijicich a
zemielych darcti a druhii a pocti odebranych a
transplantovanych nebo zlikvidovanych organt
vsouladu s piedpisy Unie a vnitrostatnimi
predpisy o ochrané osobnich udaji a statistické
duvérnosti;

Transplantacni zakon (€. 285/2002 Sb.)

Avrticle 21
Health services providers performing procure-
ments of tissues and transplantations of tissues

(1) Apart from obligations stipulated in a special
legislation, a health services provider performing
procurements of tissues and transplantations of
tissues, other than a transplant center shall

f) keep records on performed procurements and
transplantations and enter handling with removed
organs into the protocol on final determination of
retrieved tissues or organs,

Article 22
Transplant center

(1) Transplant center is understood to be a
provider of health services appointed with the
status of a highly specialized medical care center
allowing it to perform procurements and
transplantation of hematopoietic cells, organs and
tissues which were not handed over to a tissue
bank. Transplant center shall discharge tasks as
stipulated by Art. 21, and apart from that it shall

h) keep records on performed procurements and
transplantations as well as record handling with

§ 21
Poskytovatel zdravotnich sluzeb
provadéjici odbéry tkani a transplantace tkani

(1) Poskytovatel zdravotnich sluzeb provadéjici
odbéry tkani a transplantace tkani, ktery neni
transplantaénim centrem, je kromé povinnosti
vyplyvajicich ze zvlastniho pravniho ptedpisu
dale povinen

f) vést dokumentaci o provedenych odbérech a
transplantacich a nakladani s odebranymi tkanémi
nebo organy zaznamenavat do protokolu o konec-
ném ur¢eni odebranych tkani nebo organt,

§22
Transplantaéni centrum

(1) Transplantaénim centrem se rozumi posky-
tovatel zdravotnich sluzeb, kterému byl udélen
statut centra vysoce specializované péce a ktery
na zékladé toho mulze provadét odbéry a
transplantace krvetvornych bunék, organu a tkani,
které  nebyly predany  tkanové  bance.
Transplantacni centrum plni povinnosti podle §
21 a dale je povinno

h) vést dokumentaci o provedenych odbérech a
transplantacich a nakladani s odebranymi organy
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retrieved organs in a protocol on final

determination of retrieved organs.

Article 22a
Protocol on handling with tissues and organs

Health care professionals taking part in a
procurement or a 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
particularly the date and place of procurement as
well as final determination of retrieved tissue or
organ. Should the tissue/organ retrieved be 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
for transplantation be taken, the reason why they
have been found unsuitable as well as the way of
further handling with them shall be entered in the
protocol. The health services provider shall
ensure the protocol be sent to KST within 7 days
of final determination of retrieved tissue/organ.

The Health Services Act (372/2011 Coll.)

Article 54

Para (2) Medical records, including its separate
parts, shall be kept in a conclusive, true and
legible manner, and shall be continuously
complemented. Entries shall be made with no
unnecessary delay.

Guide to the Safety and Quality Assurance for

zaznamenavat do protokolu o konecném urceni
odebranych organt.

§ 22a
Protokol o nakliadani s tkinémi a organy

Zdravotnicti pracovnici, kteti se ti€astnili odbéru
nebo transplantace tkani a organl, zaznamenaji
naklddani s odebranymi tkdnémi nebo organy do
protokolu, ktery je pfilozen k odebrané tkani
nebo orgdnu. Do tohoto protokolu se zaznamena
zejména datum a misto odbéru a konecné urceni
odebrané tkané nebo organu. Pokud se odebrana
tkan nebo organ pouziji pro transplantaci, do
protokolu se zaznamena datum, misto a osoba, jiz
byla transplantace provedena. Pokud bylo roz-
hodnuto, ze odebrané tkan¢ a organy jsou k trans-
plantaci nevhodné, do protokolu se zaznamena
divod, pro¢ byly shledany nevhodnymi, a zptisob
dalsiho nalozeni s nimi. Poskytovatel zdravotnich
sluzeb zajisti odeslani protokolu Koordinacnimu
sttedisku transplantaci do 7 dnd ode dne, kdy
doslo ke konecnému urceni odebrané tkané nebo
organu.

Zakon o zdravotnich sluzbach (372/2011 Sb.)

§ 54

(Odst. 2) Zdravotnickd dokumentace, véetné
jejich samostatnych soucasti, musi byt vedena
prikazng, pravdiveé, Citelné a musi byt pribézné
dopliiovéana. Zapisy se provadeji bez zbytecného
odkladu.

Prirucka pro zajiSténi bezpecnosti a jakosti u

the Transplantations of Organs, Tissues and

transplantaci organu, tkani a bunék, EDOM,

cells, EDOM, Council of Europe, 2011

2.2.4. Donor documentation

Data concerning the organ donor procedure
should be documented on standardised forms.
This form should contain data concerning donor
organs at the time of procurement. It should be
completed by the procuring personnel and veri-

Rada Evropy, 2011

2.2.4 Dokumentace o darci

Udaje 0 postupu pii darovani organu by mély byt
dokumentovany na standardizovanych formula-
fich. Tento formulai by mél obsahovat udaje
tykajici se organti darce v dobé odbéru. Mél by
byt vyplnén odbérovym personalem a potvrzen
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fied by the person responsible for procurement or
his/her assignee. The time of aortic cross-clamp
and the start of cold perfusion, quality of per-
fusion, anatomical findings and time of organ re-
moval should be detailed. Separate forms should
be filled out for each organ to be transplanted.

Obligations of Health Services Performers

On the basis of legal documents mentioned
above the following procedure is imposed on
respective health services providers:

1. Transplant center shall appoint a person
responsible for keeping documentation on
organ/tissue procurement.

2. The responsible person shall create and fill-
in a protocol on treating each tissue/organ
procured (the dispatch list) to be dispatched
upon accepting an offer together with the
organ/tissue.

3. Health services provider shall ensure that the
responsible person, or any other authorized
person, shall send a relevant copy of the
dispatch list to KST within 7 days of the
transplantation. The same applies also to
organs or tissues not used for transplantation.

4. Transplanting center shall fill in the data on
the recipient, or the reason for not-using the
organ/tissue.

5. The dispatch list shall bear the following
necessary data:
e the name and birth number of the donor
e the name and birth number of the recipient
o the time of reinstatement of blood circulation
e the reason for eventual non-use for
transplantation

6. A dispatch list filled in incompletely or
illegibly is invalid. Should any data be found
illegible (wrong carbon copy, data label

osobou, kterd je odpovédna za odbér, nebo touto
osobou ur¢enou. Podrobné by mél byt uveden c¢as
svorky, Cas zahdjeni perfuze vcetné jeji kvality,
anatomicky nélez a ¢as vyjmuti organu. Na kazdy
organ urceny k transplantaci by mél byt vyplnén
zvlastni formuléaf.

Povinnosti poskytovateli zdravotnich sluzeb

Na zaklad¢ vyse uvedenych pravnich predpist se
stanovi pro dotCené poskytovatele zdravotnich
sluzeb tento postup:

1. Transplantacni centrum uréi osobu odpovéd-
nou za vedeni dokumentace o odbéru

organu/tkané.

2. Odpoveédna osoba zalozi a vyplni na kazdy
odebrany organ a tkan protokol o nakladani
S tkanémi a organy (privodni list), ktery bude
po akceptaci nabidky odeslan
s organem nebo tkani.

spolu

3. Poskytovatel zdravotnich sluzeb zajisti, aby
odpovédna osoba nebo jina povéiena osoba
odeslala do sedmi dnid od transplantace
ptislusnou kopii pravodniho listu do KST, to

plati i pro organy nebo tkang, které
k transplantaci nebyly pouzity.
4. Transplantujici centrum vyplni 1udaje o

prijemci nebo divod nepouziti organu/tkane.

5. Na privodnim list¢ musi byt tyto nezbytné
udaje:
e jméno arodné Cislo darce
e jméno arodné Cislo piijemce
e doba obnoveni krevniho obé¢hu
e duvod eventualniho nepouziti K trans-
plantatci

6. Neuplné nebo necitelné¢ vyplnény privodni
list je neplatny. V pfipadé, Ze jsou nékteré
udaje necitelné (Spatny pripis, chybéjici
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missing etc.) the responsible person shall
ensure remedy prior to dispatch to KST.

Should transplant center not receive the
dispatch list together with the organ/tissue,
the responsible person shall ensure the list be
searched out.

Should KST not receive the dispatch list
within the statutory deadline, or should any
data in the dispatch list be found incomplete
or illegible, the responsible person shall
ensure upon request a copy be sent to KST
with no unnecessary delay.

In the event of tissue transplantations the
obligation to send the dispatch list applies
only to tissues intended to direct transfer into
the recipient’s body. In case of all other
tissues, the dispatch list is substituted by
entering a record into Tissis program, as
required by KST.

The Sanctions

The Transplant Act lays down the following
financial sanctions upon health services providers:

CZK 100,000 in case of breach of the
obligation to keep documentation on
procurements and transplantations per-
formed, and/or to enter data on treating
procured tissues/organs into the protocol on
final determination (the dispatch list),

CZK 50,000 in case of breach of the
obligation to ensure the protocol be sent to
Koordina¢ni stiedisko transplantaci within 7

Stitek s daji atd.), zajisti odpovédnd osoba
pied odeslanim do KST jejich doplnéni.

V pripadé, ze transplantaéni centrum
neobdrzi soucasné s organem/tkani pravodni
list, zajisti odpovédna osoba jeho dohledani.

V piipadé, ze KST neobdrzi pravodni list
v zdkonné [hut€¢ nebo vtomto privodnim
list¢ budou neuplné ¢i necitelné udaje, zajisti
odpovédna osoba na vyzadani bez
zbyte¢ného odkladu odeslani kopie do KST.

V ptipadé transplantace tkani se povinnost
zaslat privodni list tyka jen tkani uréenych
k pfimému pienosu do téla piijemce. U vSech
ostatnich tkani je privodni list na zadost KST
nahrazen vloZenim zaznamu do programu
TISSIS.

Sankce

Transplantacni zdkon stanovi poskytovatelim

zdravotnich sluzeb tyto penézni sankce:

100.000 K& za nesplnéni povinnosti vést
dokumentaci o provedenych odbérech a
transplantacich a zaznamenavat nakladani
S odebranymi tkdnémi nebo organy do
protokolu o konecném uréeni odebranych

tkani nebo organi (privodni list),

50.000 K¢ za nesplnéni povinnosti zajistit
odeslani protokolu Koordina¢nimu stiedisku
transplantaci do 7 dnii ode dne, kdy doslo ke

days of final determination of retrieved kone¢nému uréeni odebrané tkané nebo
tissue/organ organu.
Source: Zdroj:

Directive of the European Parliament and
Council 2010/53/EU on standards of quality

Smérnice Evropského Parlamentu a Rady
2010/53/EU o jakostnich a bezpecnostnich

and safety of human organs intended for normach pro lidské organy urcené
transplantation k transplantaci
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e The Transplantation Act (285/2002 Coll.) e Transplanta¢ni zakon (285/2002 Sb.)
e The Health Services Act (372/2011 Coll.) e  Zakon o zdravotnich sluzbach (372/2011 Sb.)
e Guide to the Safety and Quality Assurance e Piirucka pro zajisténi bezpecnosti a jakosti u
for the Transplantations of Organs, Tissues transplantaci organti, tkani a bunék, EDQM,
and cells, EDQM, Council of Europe, 2011 Rada Evropy, 2011
¢ Recommendation Rec(2006)15 of the e Doporuceni Rec(2006) Vyboru ministra
Committee of Ministers to member states ¢lenskym statim ohledné zazemi, fungovani
on the background, functions and a povinnosti narodnich transplantacnich
responsibilities of a National Transplant organizaci (NTO)
Organisation (NTO)
Prepared by/Vypracoval: Approved by/Schvalil:
JUDr. Pfemysl Fryda Prof. MUDr. Milo§ Adamec, CSc.
Pravnik KST Reditel KST
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