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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.<:
electrotechnical standardization.

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

Attention is drawn to the possibility that some of the elements of this document riicv be che subject of
patent rights. ISO shall not be held responsible for identifying any or all such natent .ights. Details of
any patent rights identified during the development of the document will be in ti e 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 th~ cs.veii<nce of users and does not
constitute an endorsement.

For an explanation on the voluntary nature of standards, th: meaning of ISO specific terms and
expressions related to conformity assessment, as well as_infc 'mation about ISO's adherence to the
World Trade Organization (WTO) principles in the Technical Birriers to Trade (TBT) see the following
URL: www.iso.org/iso/foreword.html.

This document was prepared by Technical Commit_.ee ISC/TC 229, Nanotechnologies.
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Nanotechnologies — Use and application of acellular in
vitro tests and methodologies to assess nanomaterial
biodurability

1 Scope

This documentreviews the use and application of acellular in vitro tests and methodologies i.aplemented
in the assessment of the biodurability of nanomaterials and their ligands in simulated violczical and
environmental media.

This document is intended to focus more on acellular in vitro methodologies im_‘emc=ced to assess
biodurability and, therefore, excludes the general review of relevant literature on 1. vitro cellular or
animal biodurability tests.

2 Normative references

There are no normative references in this document.

3 Terms and definitions
For the purposes of this document, the following term: and definitions apply.
ISO and IEC maintain terminological databases for' 1se ‘n standardization at the following addresses:

— IEC Electropedia: available at http://www.electropedia.org/

— ISO Online browsing platform: availabie at http://www.iso.org/obp

31
bioaccumulation
process of accumulation of a subsiance in organisms or parts

[SOURCE: ISO/TR 13329:2012, 2.3]

3.2
biodegradation
degradation due to the Uiological environment

Note 1 to eatry Bioczgradation might be modelled by in vitro tests.
[SOURCE: ISO, TR 13329:2012, 3.4]

3.0

v «oaurab lity

ability of a material to resist dissolution (3.6) and mechanical disintegration from chemical and physical
cirarance mechanisms

[SOURCE: ISO/TR 13329:2012, 3.5, modified]

3.4

biopersistence

ability of a material to persistin a tissue in spite of the tissue’s physiological clearance mechanisms and
environmental conditions

[SOURCE: EN 18748:1999]
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