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Predmluva

ISO (Mezinarodni organizace pro normalizaci) je
celo-

svetova federace narodnich normalizacnich
organu (¢lent ISO). Mezinarodni normy obvykle
vypracovavaji technické komise I1SO. Kazdy clen
ISO, ktery se zajima o predmeét, pro ktery byla
vytvorena technickd komise, ma pravo byt v této
technické komisi zastoupen. Prace se zicCastnuji
také vladni i nevladni mezinarodni organizace,

s nimiz ISO navazala pracovni styk. ISO Gzce
spolupracuje s Mezinarodni elektrotechnickou
komisi (IEC) ve vSech zalezitostech normalizace

v elek-

trotechnice.

Postupy pouzité pri tvorbé tohoto dokumentu

a postupy urcené pro jeho dalsi udrzovani jsou
popsany

ve smérnicich ISO/IEC, ¢ast 1. Zejména se ma
vénovat pozornost rozdilnym schvalovacim
kritériim potfebnym pro ruzné druhy dokumentt
ISO. Tento dokument byl vypracovan v souladu

s redak¢nimi

pravidly uvedenymi ve smérnicich ISO/IEC, cCast 2
(viz www.iso.org/directives).

43
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Foreword

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member
bodies). The work of preparing International

Standards is normally carried out through ISO

technical committees. Each member body

interested in a subject for which a technical

committee has been established has the right
to be represented on that committee.

International organizations, governmental and
non-governmental, in liaison with ISO, also take
part in the work. ISO collaborates closely with
the International Electrotechnical Commission

(IEC) on all matters of electrotechnical

standardization.

The procedures used to develop this document
and those intended for its further maintenance
are described in the ISO/IEC Directives, Part 1.
In particular, the different approval criteria

needed for the different types of ISO

documents should be noted. This document
was drafted in accordance with the editorial

rules of the ISO/IEC Directives, Part 2
(see www.iso.org/directives).



Upozornuje se na moznost, Ze nékteré prvky
tohoto dokumentu mohou byt predmétem
patentovych prav. ISO nelze Cinit odpovédnou za
identifikaci jakéhokoliv nebo vSech patentovych
prav. Podrobnosti o jakych-

koliv patentovych pravech identifikovanych
béhem pripravy tohoto dokumentu budou
uvedeny v uvodu a/nebo v seznamu patentovych
prohlaseni obdrze-

nych ISO (viz www.iso.org/patents).

Jakykoliv obchodni nazev pouzity v tomto
dokumentu se uvadi jako informace pro
usnadnéni prace uzivateli a neznamena
schvaleni.

Vysvétleni vyznamu specifickych termint a vyrazi
ISO, které se vztahuji k posuzovani shody, jakoZ

i informace o tom, jak ISO dodrzuje principy
Svétové obchodni organizace (WTO) tykajici se
technickych prekazek obchodu (TBT), jsou
uvedeny na tomto odkazu URL:
www.iso.org/iso/foreword.html.

Tento dokument pripravila technicka komise
ISO/TC 276, Biotechnologie.

Jakakoli zpétna vazba nebo otazky tykajici se
tohoto dokumentu maji byt adresovany narodnimu
normalizac-

nimu orgénu uzivatele. Uplny seznam téchto
orgéani lze nalézt na adrese
www.iso.org/members.html.

Uvod

Tento dokument byl vypracovan s cilem podporit
duvéru v provozovani biobank. Obsahuje
pozadavky, které maji umoznit biobankdm
prokazat jejich kompetentni fungovani

a schopnost poskytovat biologicky material

a souvisejici data v odpovidajici kvalité pro
vyzkum a vyvoj.

Toho méa byt dosazeno planovanim

a implementaci politik, procesu a postuptu
pokryvajicich Zivotni cyklus biologickych
materialu a souvisejicich dat. Pouziti tohoto
dokumentu usnadnuje spolupraci, podporuje
vyménu a napomahd pri harmonizaci postupt
mezi biobankami, vyzkumnymi pracovniky

a dalSimi stranami.

V tomto dokumentu se pouZzivaji nasledujici
slovesné tvary:

- anglické ,shall” oznaCuje pozadavek (,musi“);
- anglické ,should” oznacuje doporuceni (,ma“);
- anglické ,may” oznacuje dovoleni (,smi“);

- anglické ,can” oznacuje moznost nebo
zpusobilost (,muze”).

Dalsi podrobnosti 1ze nalézt ve smérnicich
ISO/IEC, Cast 2.

Attention is drawn to the possibility that some
of the elements of this document may be the
subject of patent rights. ISO shall not be held
responsible for identifying any or all such
patent rights. Details of any patent rights
identified during the development of the
document will be in the Introduction and/or on
the ISO list of patent declarations received
(see www.iso.org/patents).

Any trade name used in this document is
information given for the convenience of users
and does not constitute an endorsement.

For an explanation of the voluntary nature of
standards, the meaning of ISO specific terms
and expressions related to conformity
assessment, as well as information about ISO,s
adherence to the World Trade Organization
(WTO) principles in the Technical Barriers to
Trade (TBT) see
www.iso.org/iso/foreword.html.

This document was prepared by Technical
Committee ISO/TC 276, Biotechnology.

Any feedback or questions on this document
should be directed to the user,s national
standards body. A complete listing of these
bodies can be found at
www.iso.org/members.html.

Introduction

This document has been developed with the
objective of promoting confidence in
biobanking. It contains requirements to enable
biobanks to demonstrate competent biobank
operation and the ability to provide biological
material and associated data of appropriate
quality for research and development.

This is intended to be achieved by the planning
and implementation of policies, processes and
procedures covering the life cycle of biological
materials and their associated data. The use of
this document facilitates cooperation, fosters
exchange, and assists in the harmonization of
practices among biobanks, researchers and
other parties.

In this document, the following verbal forms
are used:

- “shall” indicates a requirement;

- “should” indicates a recommendation;

- “may” indicates a permission;

- “can” indicates a possibility or a capability.

Further details can be found in the ISO/IEC
Directives, Part 2.



1 Predmet normy

Tento dokument specifikuje obecné pozadavky na
kom-

petenci, nestrannost a konzistentni provoz
biobank, véetné pozadavku na kontrolu kvality
tak, aby bylo zajiSténo, Ze soubory biologického
materialu a dat budou mit odpovidajici kvalitu.
Tento dokument je pouzitelny pro vSechny
organizace provozujici biobanky, vcetné biobank
biologického mate-

ridlu z mnohobunécnych organismi (napf-. lidi,
zvirat, hub a rostlin) a mikroorganismu pro
vyzkum a vyvoj.

UZzivatelé biobank, regulac¢ni organy, organizace
a pro-

gramy vyuzivajici vzajemné posouzeni,
akreditaCni organy a dalsi, mohou téz pouZzivat
tento dokument k potvrzeni nebo uznani
kompetence biobank.

Tento dokument se nevztahuje na biologicky
material urCeny k vyrobé potravin/krmiv, pro
laboratore prova-

déjici analyzy pro vyrobu potravin/krmiv a/nebo
na terapeutické pouziti.

POZNAMKA 1 Na konkrétni témata zahrnuta

v tomto doku-

mentu se mohou takeé vztahovat mezinarodni,
narodni nebo regiondalni predpisy nebo
pozadavky.

POZNAMKA 2 Subjekty, které nakladaji s lidskym
materia-

lem ziskanym a pouzivanym pro diagnostické

a lécebné ucely, by se mély ridit predevsim ISO
15189 a dals$imi klinickymi standardy.

1 Scope

This document specifies general requirements

for the competence, impartiality and consistent
operation of biobanks including quality control
requirements to ensure biological material and
data collections of appropriate quality.

This document is applicable to all
organizations performing biobanking,
including biobanking of biological material
from multicellular organisms (e.g. human,
animal, fungus and plant) and microorganisms
for research and development.

Biobank users, regulatory authorities,
organizations and schemes using peer-
assessment, accreditation bodies, and others
can also use this document in confirming or
recognizing the competence of biobanks.

This document does not apply to biological
material intended for food/feed production,
laboratories undertaking analysis for food/feed
production, and/or therapeutic use.

NOTE 1 International, national or regional
regulations or requirements can also apply to
specific topics covered in this document.

NOTE 2 For entities handling human materials
procured and used for diagnostic and
treatment purposes ISO 15189 and other
clinical standards are intended to apply first
and foremost.

Konec nahledu - text dale pokracuje v placené verzi CSN.



