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Preface

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards
New Zealand Committee CS-065, Tampons, to supersede AS 2869—2008.

The objective of this document is to provide requirements for the manufacture of tampons in order to
minimize known health hazards associated with the use of tampons, and so they are of appropriate
quality and performance when supplied to consumers.

This document is intended as a manufacturing specification which is achievable by a manufacturer that
adheres to an appropriate quality management system.

The major changes in this edition are as follows:

(@)

(b)
(©)

(d)

()
(f)

(g)

Harmonization of the absorbency ranges with the EDANA (European) Code of Practice for
Tampon Labeling.

An increased absorbency range of greater than 15 g up to and including 18 g has been added.

Primary absorbency labelling markings have been amended to include an appropriate
descriptor to denote the range of absorbency.

Optional secondary absorbency labelling markings have been added which include the use of
the appropriate number of droplets and/or approximate absorbency.

Details to be included in the information leaflet have been listed.

Microbial content has been updated to provide for use of either an Australian or international
pharmacopoeial test methods for determining aerobic microbial count.

The ether soluble substances test has been deleted as this test did not reflect any absorbency
performance attribute and offered no additional value for safety:.

The terms “normative” and “informative” are used in Standards to define the application of the
appendices to which they apply. A “normative” appendix is an integral part of a Standard, whereas an
“informative” appendix is only for information and guidance.
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Introduction

The name Toxic Shock Syndrome (TSS) was first applied to a condition characterized by toxaemia
associated with Staphylococcus aureus (S. aureus). In 1980, cases resembling TSS were reported in the
United States of America. Almost all were in menstruating women and an association with tampon use
was found. However, the exact connection between S. aureus, menstruation and tampons is not fully
understood. TSS is a toxaemia mainly caused by the toxin, TSST-1, produced by some strains of S. aureus.

Cases of TSS have also been confirmed in non-menstruating women, in men and in children where it has
been associated with local infections caused by S. aureus. There is no record of anyone contracting TSS
from someone who has already had the disease.

Extensive investigations in Australia and New Zealand have revealed no evidence of contamination
of unopened tampons by S. aureus, but evidence suggests that tampon use in association with
staphylococcal infection is important in the disease.

Intensive investigation in the 1980s was carried out by the US Centers for Disease Control and Prevention
(CDC), Atlanta, Georgia. Studies indicated that the organism S. aureus was found in the vagina of 98 %
of women suffering from TSS who had cultures taken before receiving antibiotics. S. aureus is found in
the vagina of about 10 % of healthy women.

Although it is acknowledged that the vagina can be colonized with Staphylococci, every precaution
needs to be taken during the manufacture of the tampon and in the design of the package so that
contamination of the tampon does not occur.

It is also important that women using tampons be aware of the need for special care with personal
hygiene during menstruation and with the way in which they handle the tampon, and also that they
recognize the symptoms of TSS, should it occur.

The initial request for a standard for tampons followed the confirmation, in 1981, of several cases of
TSS in Australia which were associated with the use of tampons by menstruating women.

Although the incidence of TSS in Australia is low, and investigations have shown that unopened tampons
have not been contaminated by S. aureus, the development of a standard was considered desirable so as
to maintain the high level of quality and safety. In addition, there were other aspects which related to
the health and comfort of tampon users that could be dealt with in such a standard.

The first edition (1986) therefore concerned itself with these aspects by specifying materials,
performance tests for absorptive capacity, the strength of the withdrawal cord, a microbial count to
detect possible contamination during manufacture, instructions for hygienic use, and information
about TSS and its warning symptoms, which was based on the recommendations of the National Health
and Medical Research Council.

The 1995 edition was undertaken to provide legislative interests with a revision suitable for reference in
legislation, with particular regard to the need of objective labelling. It introduced a table of absorbency
ranges and descriptors for different tampon types, giving phrases to be used for product labelling by
manufacturers. These phrases were intended to provide tampon users with information that would
allow them to select products with equivalent absorbency, irrespective of the brand. As tampons with
an absorbency of less than 6 g are not widely available in Australia, no absorbency range limits or range
label was provided.

The 1998 edition was undertaken at the request of the Commonwealth Government to improve
readability of the information leaflet provided with the product.

The 2008 edition was undertaken following a request from industry and from the then Australian
Government Department of Health and Ageing (Therapeutic Goods Administration) to harmonize the
absorbency test method with that used by manufacturers in the European Union and the United States
of America. The absorbency ranges to be used for labelling purposes were also adjusted so that the
absorbency of tampons would not change significantly as a result of changes to the test methodology.
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This 2022 revision was undertaken following a request from industry to harmonize the absorbency
ranges with the EDANA (European) Code of Practice for Tampon Labeling. This has meant adding an
increased absorbency range for tampons available in Australia and updating other information as
outlined in the preface.

The risk of TSS and infection is greatest when the tampon is left in situ for a prolonged time, and this
is most likely to occur if the absorbency of the tampon is higher than necessary to maintain hygiene
for a few hours. This 2022 revision introduces changes to labelling and to information that needs to be
provided to tampon users to increase awareness of the connection between prolonged use, absorbency
and TSS infection. This is particularly important now that Australian women will have an opportunity
to use tampons that are more absorbent than previously available.

It is noted that since 1 July 2018 tampons no longer need to be entered on the Australian Register of
Therapeutic Goods before being supplied in Australia. As a result, a Therapeutic Goods Order sets out
the standard that applies to tampons supplied in Australia.

© Standards Australia Limited 2022



NOTES



1 AS 2869:2022
Australian Standard®

Tampons — Menstrual

1 Scope

This document specifies requirements for menstrual tampons, including permissible materials, design
requirements, specific absorptive capacity, withdrawal cord pull strength and water repellency,
hygiene requirements, marking and packaging. The document also provides sample information to be
included in an accompanying information leaflet.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document.

NOTE Documents referenced for informative purposes are listed in the Bibliography.

AS 2193, Calibration and classification of force-measuring systems

AS 2252.2, Controlled environments, Part 2: Biological safety cabinets Class II—Design

AS 2252.6, Controlled environments, Part 6: Clean workstations—Design, installation and use

ISO 14644-7, Cleanrooms and associated controlled environments — Part 7: Separative devices (clean air
hoods, gloveboxes, isolators and mini-environments)

EN 12469, Biotechnology — Performance for microbiological safety cabinets
ASTM D 3492, Standard Specification for Rubber Contraceptives (Male Condoms)
NWSP 350.1.R1 (15), Menstrual Tampons Absorbency — Syngina Method

British Pharmacopoeia Appendix XVI B. Microbiological examination of non-sterile products: 1. Test for
specified microorganisms

British Pharmacopoeia Appendix XVI B. Microbiological examination of non-sterile products: 2. Microbial
enumeration tests

European Pharmacopoeia Ph. Eur. Method 2.6.12, Microbiological examination of non-sterile products:
Microbial enumeration tests

United States Pharmacopeia <61> Microbiological Examination of Nonsterile Products: Microbial
Enumeration Tests

3 Terms and definitions

For the purpose of this document, the following terms and definitions apply.

3.1

batch

quantity of tampons which, as far as practicable, consists of material or items of a single type, grade,
class, quality, absorptive capacity and composition, and which has been manufactured under essentially
the same conditions in a specified period of time

3.2

contamination

<1> presence of deleterious physical, chemical and/or biological materials not intended to be present in
the finished product

<2>undesirable transfer of organisms from one person, material or environment to another
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