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Technical

Specification

ISO/TS 23148
Compatibility of lubricants with First edition
synthetic male condoms 2024-03
Compatibilité des lubrifiants avec les préservatifs masculins en
matiére synthétique
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Foreword

[SO (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
[SO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO 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) principlesin the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 157, Non-systematic contraceptive and STI
barrier prophylactics.

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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Introduction

Weakening of natural rubber latex is known to occur after contact with certain lubricants, particularly
petroleum-based products with relatively low molecular weights.

Similarly, lubricants can affect condoms made from other materials.

This specification was developed to assist in developing methods for lubricant manufacturers to determine
whether or not a particular personal lubricant or topical medicine has a significant effect on the tensile
and airburst properties of condoms made from synthetic materials. It is also applicable to topical medicines
and other chemicals that might come in contact with vulval, vaginal, oral or rectal tissues, and hence with
condoms.

Strictly, the tests described in this document only show the compatibility of a specific lubricant with a
specific condom relating to a suitable baseline product (lubricant/control). However, depending on the
purpose of those tests, one can generalize the results to similar condoms or lubricants.

This test method does not determine the safety of either the test substance or the condom.

This test method is intended to determine if the tensile or airburst properties of the condom have been
significantly affected by the test substance. It is generally assumed that materials that adversely affect the
physical properties of the condoms to a material extent will cause additional failure in use, although that has
not been determined clinically.

Some substances used as additional condom lubricants contain volatile fractions which may affect condom
strength when they are first applied, but then evaporate rapidly. The condom’s strength may (or may not)
change again as a result. Depending on the duration of this effect, it may affect the condom's performance
in use. Typical candidate substances that can transiently weaken a condom (depending on the condom
material) include Cyclomethicone D5, lighter volatile fractions and phenyl trimethicone. Conversely, heavier
volatile silicone fractions can be protective until they evaporate.

Condoms made from synthetic polyisoprene behave similarly to natural latex condoms, and may be tested
according to ISO 19671.
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