ISO 27001 KOORDINACNI STREDISKO TRANSPLANTACI ﬁ
certified Ruska 85, Praha 10 B
ISO 9001 www.kst.cz T meptetmel
VSEOBECNE PRACOVNI POSTUPY
GENERAL WORKING PROCEDURES

Code VPP 15 Kéd VPP 1.5

Title External Audits Néazev Externi audity

Issued by KST Vydalo KST

Binding for | Transplant centers Plati pro Transplantacni centra
Effective 2 April, 2014 Ucinnost 2. dubna 2014

LEGISLATIVE FRAMEWORK

The main appointment is derived from Directive
2010/53/EU on quality and safety standards for
human organs intended for transplantation. Art.
17, para 2, charges the Competent Authorities of
Member States with adoption of specific
measures in order to:

e ensure that procurement organizations and
transplant centers are controlled or audited
on a regular basis to ascertain compliance
with the requirement of the Directive,

e grant, suspend or withdraw, as appropriate,
the authorizations of procurement organ-
izations or transplant centers, or prohibit
procurement organizations or transplant cen-
ters from carying out their activities where
control measures demonstrate that such
organizations or centres are not complying
with the requirements of the Directive,

e issue appropriate guidance to healthcare
establishments, professionals and other
parties involved in all stages of the chain
from donation to transplantation or disposal
of the organ, which may include guidance
for the collection of relevant post-
transplantation information to evaluate the
guallity and safety of the organs
transplanted.

PRAVNI RAMEC

Hlavni nominace je obsazena v direktivé
2010/53/EU o jakostnich a bezpecnostnich
normach pro lidské organy urCené Kk trans-
plantaci. Cl. 17, odst. 2, uklada piislusnym
organim ¢lenskych statd pifijmout takova
opatieni, aby:

o zajistily pravidelnou kontrolu nebo audit
organizaci zajiStujicich odbér a transplan-
taCnich center v zajmu zajisténi souladu
S pozadavky této smérnice,

e udélily, pozastavily platnost, pripadné
odejmuly povoleni organizaci zajistujicich
odbér nebo transplanta¢nich center nebo
zakazaly organizacim zajiStujicim odbér
nebo transplantacnim centrim vykonavat
jejich ¢innost, pokud kontrolni opatfeni
prokdZou, Ze tyto organizace nebo centra
nespliiuji pozadavky této smérnice,

o vydavaly ptislu$né pokyny pro zdravotnicka
zafizeni, zdravotnické pracovniky a jiné
subjekty podilejici se na jakékoliv fazi
postupu od darovani po transplantaci nebo
likvidaci organu, pfiCemz jejich soucasti
mohou byt pokyny pro shromazd’ovani
relevantnich potransplantacnich informaci
za ucelem hodnoceni jakosti a bezpecnosti
transplantovanych organd.
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Furthermore, Directive 2010/53/EU stipulates
that transplantations shall take place only in
transplant centers that comply with the rules laid
down in the Directive, or be carried out
particularly by these centers.

These obligations have been transposed into the
Czech legislation. According to the Health
Services Act (372/2011 Coll), the control of
health services providers is carried out by the
Ministry, and that its competencies can be
delegated to another body which is, in this case,
KST. KST has been, according to the
Transplantation Act (285/2002 Coll) established
by the Ministry to carry our specific tasks in the
field of transplantations, such as colaboration
with the Ministry in ensuring quality and safety,
preparing other operation procedures etc.

On the other hand, obligations of a transplant
center in the field of quality and safety are
derived from the law requiring them to prepare
and maintain an internal system of quality and
safety in all phases of the process from donation
to transplantation as well as to keep to operating
procedures in the course of procurement, con-
servation, packaging and labeling of organs.

Together with the Directive the Action Plan has
been also adopted, declaring one of its Priority
Actions (#10): Supporting common accredita-
tion system for donation, procurement and trans-
plantation. This priority has also been imple-
mented in the National Action Plan approved by
the Czech Government in May 2010, with the
committment to pursue the following activities:

e international certification of
coordinators,

e creating conditions to ensure quality of
health care provided by transplant centers
and

e building up systems of best professional
practice in individual centers.

transplant

Dale pak smérnice 2010/53/EU stanovi, Ze se
transplantace museji provadét pouze v trans-
planta¢nich centrech, kterd dodrzuji pravidla
stanovena touto smérnici, nebo byt piimo
provadény témito centry.

Tyto povinnosti byly transponovany do ¢eského
pravniho fadu. Podle zakona ¢. 372/2011 Sb. o
zdravotnich sluzbach provadi kontrolu poskyto-
vatelu v souvislosti s poskytovanim zdravotnich
sluzeb ministerstvo, které muze delegovat svou
pravomoc na jiny subjekt. Tim je KST, které je
podle transplantaéniho zakona 285/2002 Sb.
ziizeno ministerstvem, aby plnilo konkrétni
Ukoly v oblasti transplantaci jako je napt.
spolupréce s ministerstvem na zajisténi jakosti a
bezpeénosti transplantaci organt, zpracovavani
dalSich pracovnich postupu atd.

Z druhé strany jsou naopak povinnosti
transplantacniho centra v oblasti jakosti a
bezpeénosti dany tim, Ze zakon centrim uklada
zpracovat a udrzovat interni systém zajisténi
jakosti a bezpecnosti pro vSechny faze procesu
od darovani po transplantaci a uplatiiovat
pracovni postupy pii odbéru, konzervaci, baleni
a oznacovani organt,

Spole¢né se smérnici byl rovnéz ptijat Akeni
plan, ktery udava jako jednu ze svych prioritnich
akci (#10): Podporovat spolecny akreditacni
systém pro darovani, odbéry a transplantace.
Tato priorita je 1 soucasti Narodniho akéniho
planu transplantaci CR, schvaleného vlddou CR
v kvétnu 2010, ktery se, mimo jiné, zavazuje
k prosazovani nasledujicich ¢innosti:

e mezinarodni certifikaci transplantacnich
koordinatoru,

e vytvdfeni podminek pro =zajisténi kvality
poskytované zdravotni péfe transplan-

tacnimi centry a
e budovani systéml nejlepsi odborné praxe
v jednotlivych centrech.
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EXTERNAL AUDITING

External audits are intended to prove
compliance of practical performance of a trans-
plant center with the requirements of applied
internal system of quality and safety.

External audits are carried out by a group of at
least 3 auditors appointed by Competent Autho-
rity and led by KST. A foreign expert can also
be a member of the audit group.

The duration of an audit certificate is 3 years.
An interim control of meeting the criteria is
performed once a year, and may be, upon
decision of the Competent Authority and KST,
substituted by a transplant center’s report on
self-assessment of meeting the criteria of the
internal system of quality and safety.

RECOMMENDED SCOPE OF INTERNAL

EXTERNI AUDITY
Externi audity slouZi kovéfeni souladu
praktického fungovani transplanta¢niho centra
s poZzadavky nastaveného interniho systému
jakosti a bezpe¢nosti.

Externi audity provadi skupina nejméné 3
auditorti ur¢enych prisluSnym organem a vede-
nych Koordinacnim stfediskem transplantaci.
Clenem skupiny miize byt i zahraniéni odbornik.

Rozsah platnosti auditniho osvédceni je 3 roky.
Pribézna kontrola plnéni podminek osvédceni
probiha jednou za rok a muize byt na ziklade
rozhodnuti pfislusného organu a KST nahrazena
zpravou transplantaéniho centra o provedeném

sebe-hodnoceni plnéni podminek interniho
systému jakosti a bezpe¢nosti.
DOPORUCENY ROZSAH INTERNIHO

SYSTEM OF QUALITY AND SAFETY

[N

._ldentification of the Organization
name, address of the health care provider

e superior organization, founder

e position in a higher structure

o history, development

e organizational chart

e quality management system

N

._Personnel
number of employees

o sufficient personnel to handle the job
e suitable training of personnel
o relevant qualification of personnel
e improving, extending the qualification
e documented training
o divided tasks, roles in the team
e job destriptions for individual positions
e individual responsibility defined
e given obligations acknowledged
e personal documentation
e regular evaluation of personnel

SYSTEMU JAKOSTI A BEZPECNOSTI

[N

._ldentifikace organizace
e nazev, adresa zdravotnického zafizeni

e nadfizena organizace, zakladatel
e zafazeni do vyssiho celku

e historie, vyvoj

e organizacni diagram

e systém managementu kvality

N

. Personal
pocet zaméstnancl

o dostatek personélu na dané ukoly
e vhodny vycvik personalu
e odpovidajici kvalifikace personalu
e zvySovani a prohlubovani kvalifikace
e dokumentace Skoleni
e rozdéleni tkold, roli v tymu
e popis prace na jednotlivych pozicich
e definovani odpovednosti jednotlivce
e porozuméni danym povinnostem
e personalni dokumentace
e pravidelné hodnoceni personalu
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3. Quality and Clinical Responsibility Management

w

. Management Kkvality a klinické odpovédnosti

e internal quality system

o quality committment of the management
e quality representative of the management
e regular quality evaluation

e evaluation of clinical competencies

e |long-term quality policy, mission

e short-term quality goals

4. Parameters of service provided

e super-specialized health care, licensing

o official approval

e main legislative sources for work

e activity in individual ~months, incl.
recessions

e activity in the last year

e records of working processes

e marking and specifications of materials

ol

. Transplant Center, equipment, materials

o

vlastni systém kvality

zavazek vedeni podporovat kvalitu
predstavitel vedeni pro kvalitu
pravidelné hodnoceni kvality
hodnoceni klinické odbornosti
dlouhodobé politika kvality, poslani
kratkodobé cile

. Parametry poskytované sluzby

ol

super specializovana péce, licence
povéteni k ¢innosti

hlavni legislativni prameny ¢innosti
¢innost za jednotlivé mésice vcetné
prestavek

¢innost za uplynuly rok

zéznamy pracovnich postupt
oznaceni a specifikace materialu

. Transplancentrum, vybaveni, material

graphic plan of the center

e corridors, narrow bottlenecks

e technical and material equipment of the
operation theater

e materials used

(op]

. Agreements with third parties
contractual terms and conditions
checking quality of suppliers
suppliers evaluation

~

. Documentation, records keeping
quality manual

o the look of the documents

e creating documents

e (dating, approving documents

o directed distribution of documents

e unigueness

e process of changes and reedition

e access to documents

e record templates

e keeping records and documents

(op]

graficky plan TC

koridory, uzka hrdla

technické a materialni vybaveni opera¢niho
séalu

pouZivané materialy

. Smlouvy se tietimi stranami

~

podminky smluvni spoluprace
ovéteni kvality dodavatele
hodnoceni dodavatelt

. Dokumentace, vedeni zaznamu

prirucka jakosti

vzhled dokumentti

tvorba dokumentd

datovéni, schvalovani

fizena distribuce dokumentd
jedine¢nost

proces zmén a reedice

ptistup k dokumentim

vzory zaznamu

uchovavani zaznamt a dokumenti
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8. Clinical working procedures

e conditions for organ procurement

e recipient examination

e donor examination

e confirming procurement approval

e death confirmation

e WL patient’s personal data administration
e preparing a patient for transplantation
e donor characterization

e organ characterization

e organs procurement

e selection of recipients

¢ allocation algorhythms

e organ conservation

e organ packaging and labeling

e organ transport

e care provided to living donors

e post-transplantation care

o follow-up

9. Traceability
e donor, recipient identification

e organ identification

o donation identification

o following the organ from donation to
transplantation/liquidation

10. Risk evaluation and management

e diagrams of the most important working
processes created

o defining potential risks

o defining measures adopted

o risks management plan

e plan control

11. Non-conformities management
e establishing adverse irregularities
e detecting irregularity, incident

o recording non-conformities

e reporting non-conformities

e evaluating non-conformities

oo

. Klinické pracovni postupy

©

podminky pro odbér organu

vySetfeni prijemce

vySetieni darce

oveétovani souhlasu s odbérem
potvrzeni smrti

sprava osobnich tdaju pacientti na WL
ptiprava pacienta k transplantaci
charakterizace darce

charakterizace organu

odbér organt

vybér piijemci

alokacni algoritmy

konzervace organu

baleni a ozna¢ovani organu

pievoz organu

péce o Zijiciho darce

péce o pacienta po transplantaci
sledovani stavu pacienta po propusténi

. Sledovatelnost

identifikace darce, piijemce
identifikace organu

identifikace darovani

sledovani organu od darovani po
transplantaci/likvidaci

10. Hodnoceni rizik, management rizik

vvvvvv

pracovnich procest
definovani potencialnich rizik
definovani piijatych opatieni
plan zvladani rizik

kontrola planu

11. Management neshod

stanoveni odchylky od Zadouciho stavu
detekce odchylky, incidentu
zaznamenani neshod

hlaseni neshod

hodnoceni neshod
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12. Management of serious adverse
events/reactions

e establishing SAE/R

e recording SAE/R

e reporting SAE/R

o remedial action, preventive action
e reporting managed SAE/R

13. Complaint management

e accepting, confirming a complaint

e determination of justification, responsibility
o handling complaints

o remedial action, preventive action

14. Control of quality setting, quality testing

12. Rizeni zdvaZnych neZidoucich
piihod/reakci

e 7zjisténi ZNU/R

e zaznamenani ZNU/R

e hlageni ZNU/R

e napravné opatfeni, preventivni opatfeni

e hlaseni vyiizeného ZNU/R

13. ReSeni stiznosti

e piijem a potvrzeni stiznosti

e  7jisténi opravnénosti, odpoveédnost
e vyfizeni stiznosti

e napravné, preventivni opatieni

14. Kontrola nastaveni kvality, testovani

¢ validation of parameters

e maintaining procedures determined
o control samples and procedures

e supplies quality testing

15. Audits

o self-evaluation of individual steps/procedures
¢ internal audit planning

¢ internal audit performance

e external audits

e evaluating results

16. Clinical practice and results of organ
transplantation

o kidney (Annex A)

o liver (Annex B)

o heart (Annex C)

e lungs (Annex D)

e pancreas (Annex E)

e other (Annex F)

*k*k

kvality
e validace parametri

e dodrzovani stanovenych postupt
e kontrolni vzorky a postupy
e hodnoceni kvality dodavek

15. Audity
sebehodnoceni jednotlivych krokt/ ¢innosti

planovani interniho auditu
e provadéni interniho auditu
externi audit

hodnoceni vysledki

16. Klinicka praxe a vysledky transplantace

organi
ledviny (ptiloha A)

jatra (ptiloha B)
srdce (priloha C)
plice (ptiloha D)
pankreas (Pfiloha E)
ostatni (ptiloha F)

%k %k %
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Source: Zdroj:

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

Chapters: 9.1,9.2,9.2.1.1,9.2.1.2,9.2.1.3

The Transplantation Act, No. 285/2002 Coll.

The Regulation No. 111/2013 Coll. on setting
parameters to create operating procedures for
ensuring system of quality and safety of human
organs intended for transplantation

National Action Plan for Donation and Trans-
plantation of Organs for the Years 2010 — 2016,
approved by the Government of the Czech
Republic sub ref. 425/10 on 10 May, 2010

Evropsky direktorat pro jakost 1éCiv & zdravotni
péci (EDQM),

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

Prirucka pro zajisténi bezpecnosti a jakosti
transplantaci organt, tkani a bunck,

Strasburk, Rada Evropy, 2013

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

Kapitoly: 9.1,9.2,9.2.1.1,9.2.1.2,9,2,1,3

Zakon 285/2002 Sb. (Transplanta¢ni zakon)

Vyhlaska 111/2013 Sb. o stanoveni pozadavkt
na vytvofeni pracovnich postupl pro zajisténi
systému jakosti a bezpe¢nosti lidskych organt
urcenych k transplantaci

Narodni ak¢ni plan pro darovani a transplantaci
organt pro 1éta 2010 - 2016, schvéleny VIadou
Ceské republiky pod &. 425/10 dne 10. 5. 2010

Dne: 2.4.2014

Schvalil:
MUDr. Pavel Brezovsky, MBA
Reditel KST
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