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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

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.

Amendment 1 to ISO 16037:2002 was prepared by Technical Committee ISO/TC 157, Non-systemic
contraceptives and STl barrier prophylactics.
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Rubber condoms for clinical trials — Measurement of physical
properties —

AMENDMENT 1

Page 2, 6.2

Replace the text with the following:
Measure at least 13 condoms, using a flat-footed micrometer, dial- or digital-type, measurement intervals
of not larger than 0,001 mm, with a foot pressure set at (22 + 5) kPa. The recommended foot diameter is
(5 = 2) mm. The procedure is as described in ISO 4074.

Page 2, 6.3

In the first paragraph, replace “using the weighing method” with “using the mass method”.

Page 2, 6.3

Replace the second paragraph, including the ‘equation‘and the“note, with “The procedure for determining the
thickness is as described in ISO 4074.”

Page 2, Clause 8

In the first paragraph, replace “at least 315 condoms” with “at ‘Ieast 500 condoms”.
Delete “(but preferably 500)”.

Page 2, Clause 8

Replace the second paragraph with the following note:

NOTE Data can be summarized as histograms (or stem-and-leaf diagrams). The aim of the test is not only to
determine whether the lot(s) of products being used in the investigation comply with ISO 4074, but also to reliably
estimate the mean, range, standard deviation, and number of non-compliers. For a more reliable estimate of lot
defectiveness, it is advisable that at least 2 000 condoms be tested.

Page 3, Clause 12

At the end of the clause, replace “allergenicity, etc.” with “allergenicity, date of manufacture, etc.”.
Page 4, Clause 13

At the end of the clause, add the following explanatory note concerning retesting:

NOTE If the clinical trial is examining the relationship between performance or acceptance against the physical
properties of the condom, then it is important to keep track of changes in these properties during the course of the
trial, and to take appropriate action if necessary. If the trial relies on continuing compliance with ISO 4074, it is
important to verify that the physical properties have not dropped to the extent that compliance is at risk.
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