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PREFACE

This Standard was prepared by the Standards Australia Committee CS-009, Devices for
Contraception and Prevention of Sexually Transmitted Infections, to supersede
AS 1808—1984, Contraceptive devices—Diaphragms.

The objective of this Standard is to provide the minimum requirements and test methods to be
used for reusable diaphragms intended for contraceptive use.

This Standard is identical with, and has been reproduced from, ISO 8009:2004, Mechanica:
contraceptives—Reusable natural and silicone rubber contraceptive diaphragms—Require. ents
and tests.

The principal changes in this edition include new tests for tensile properties of the dome «d che
twisting of the spring. This edition also includes recommendations on biologic.© sa™’y and
mechanical testing according to ISO 10993. Requirements are given for comnliancc. on batch
release testing.

The adoption of the ISO Standard has resulted in minor modifications to nther 1984 edition
requirements.

As this Standard is reproduced from an international standard, the fol.-wi'ig applies:

(a) Its number appears on the cover and title page while “he international standard number
appears only on the cover.

(b) In the source text ‘this International Standard’ zho¢!d ~=4 ‘this Australian Standard’.
(c) A full point substitutes for a comma when ref~=:in, to a decimal marker.

References to International Standards should be =#placed by references to Australian or
Australian/New Zealand Standards, as follows:

Reference to International Standard Australian Standard

ISO AS

188 Rubber, vulcanized or 1683 Methods of test for elastomers
thermoplastic—Accele ated ageing 1683.26 Method 26: Rubber, vulcanized or
and heat resistance vots thermoplastic—Accelerated ageing

and heat resistance tests

2859 Sampling proc>dures for inspection 1199 Sampling procedures for inspection
by attribu‘es by attributes

2859-1  Part 1: Sai.nlag schemes indexed 1199.1  Part 1: Sampling schemes indexed
by 2-weptance quality limit (AQL) by acceptance quality limit (AQL)
for ot-ty-lot inspection for lot-by-lot inspection

AS ISO

10993 Biological evaluation of medical 10993 Biological evaluation of medical
devices devices

129955 “Part 5: Tests for in vitro 10993.5 Part 5: Tests for in vitro
cytotoxicity cytotoxicity

10993-10 Part 10: Tests for irritation and 10993.10 Part 10: Tests for irritation and
delayed-type hypersensitivity delayed-type hypersensitivity

Only international references that have been adopted as Australian Standards have been listed.

The term ‘normative’ has been used in this Standard to define the application of the annex to
which it applies. A ‘normative’ annex is an integral part of a Standard.
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INTRODUCTION

Diaphragms are medical devices. Therefore, they should be produced under a good quality management
system. Reference should be made, for example to the 1ISO 9000 series, in conjunction with 1ISO 13485 or
ISO 13488 as appropriate.

The sampling plans and acceptance quality limits (AQLs) given in this International Standard are for referee
testing. The AQLs represent the maximum tolerable level of defects in the products. As diaphragms are
intended for re-use, manufacturers should strive for entirely defect-free product.

Manufacturers may devise and apply additional and alternative quality control measures for their use and ane.
production. These methods may differ among manufacturers.
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AUSTRALIAN STANDARD

&

Mechanical contraceptives — Reusable natural and silicone
rubber contraceptive diaphragms — Requirements and tests

& =

1 Scope %

This International Standard specifies the minimum requirements and test methods to be use@e
0

diaphragms made from natural rubber and silicone rubber. These diaphragms are intended for.conkaceptive
use.

This International Standard is not applicable to other vaginal contraceptive barriers, suck\as those known as
cervical caps, vaginal sponges and vaginal sheaths. @

The following referenced documents are indispensable for the aghlication of this document. For dated
references, only the edition cited applies. For undated referen@ test edition of the referenced

2 Normative references

document (including any amendments) applies. °
ISO 188, Rubber, vulcanized or thermoplastic — Accelerated %nd heat resistance tests

ISO 463, Geometrical Product Specifications (GPS) — sional measuring equipment — Design and
metrological characteristics of mechanical dial gauges

ISO 2859-1:1999, Sampling procedures for inspecy
acceptance quality limit (AQL) for lot-by-lot in @ :

oAby attributes — Part 1: Sampling schemes indexed by

<
ISO 10993-5, Biological evaluation of mi% ices — Part 5: Tests for in vitro cytotoxicity

ISO 10993-10, Biological evaluatj

hypersensitivity &

3 Terms and defini 3

edical devices — Part 10: Tests for irritation and delayed-type

For the purposepf@cument, the terms and definition given in ISO 2859-1 and the following apply.

31

lot

batch

collecon ¥ digphragms of the same design, colour, shape, size and formulation, manufactured at essentially
th ime, using the same process, common lots of raw materials, common equipment and personnel

The size of a lot is not specified in this International Standard, but it may be possible for a purchaser to do so

art of a purchasing contract. Depending on the method of manufacture, multiple sizes can be produced in a defined
&& ot/batch. In such cases, traceability can be maintained by using both the lot number and the size.

)
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