INTERNATIONAL ISO
STANDARD 19337

Second edition
2023-05

Nanotechnologies — Characteristics of
working suspensions of nano-objects
for in vitro assays to evaluate inherent
nano-object toxicity

Nanotechnologies — Caractéristiques des suspensions de nano-objets
utilisées pour les tests in vitro évaluant la toxicité inhérente aux nano-
objets

Reference number
1SO 19337:2023(E)

© IS0 2023



IS0 19337:2023(E)

COPYRIGHT PROTECTED DOCUMENT

© 1502023

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401  Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

ii © 1S0 2023 - All rights reserved


https://www.iso.org

IS0 19337:2023(E)

Contents Page

FOT@WOT. ... ettt iv
0010 o0 1o L0 Ut (o) o OSSOSO \ 4

1 SCOPI@ ... 1

Abbreviated terms

Ul & W N

Characteristics and measurement Methods ...
5.1 L] 0 =) Y S
5.2 Stability of working suspensions .
51201 GENETAL e
5.2.2 Representative size change of secondary particles of nano-objects ...
5.2.3 Concentration change of Nan0-0bjects ...,
5.3 Concentration of metal i0NS ...
5.4 Concentration of culture medium components....
541 General ..
5.4.2 Proteins .
54,3 CALCTUIN e
5.5 COMEAIMINIATION ..ot

6 Reporting............c.... 5
6.1 General 5
6.2  Name of nano-objects and manufacturing information )
6.3  Composition and metallic elements included in the nano-object sample...........cciceen 5
6.4  Culture Medium ad SEIUINL ...t 5
6.5  Measurement results )
6.6 OPTIONAL INETROMAS .. 6

Annex A (normative) FIOW Of MeaSUTEMIEIIES ... 7
Annex B (informative) Measurement and evaluation of stability................... 8
Annex C (informative) Measurement of Metal i0MIS ... 9
Annex D (informative) Measurement of culture medium cOmMPONENtS ... 11
Annex E (informative) COMaAmMIMATION ...........ooociiiiii oo 12

BIDLIOGIAPIY ... 13

© 1S0 2023 - All rights reserved iii



IS0 19337:2023(E)

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 document 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).

ISO draws attention to the possibility that the implementation of this document may involve the use
of (a) patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed
patent rights in respect thereof. As of the date of publication of this document, ISO had not received
notice of (a) patent(s) which may be required to implement this document. However, implementers are
cautioned that this may not represent the latest information, which may be obtained from the patent
database available at www.iso.org/patents. ISO shall not be held responsible for identifying any or all
such patent rights.

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 229, Nanotechnologies.

This second edition cancels and replaces the first edition (ISO/TS 19337:2016) which has been
technically revised.

The main changes are as follows:
“the flow of measurements” has been improved as shown in Figure A.1;
— the status of Annex A has been changed from informative to normative;
“5.2 Endotoxin” has been replaced by “5.5 Contamination”.

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.
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