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PREFACE

This Standard was prepared by the Standards Australia Committee HE-013, Surgical
Apparel, to supersede AS 4381—1996, Surgical face masks.

The objective of this revision is to introduce three different levels of mask protection
depending on its use, to minimize the risk of possible biological cross-contamination.

Single use face masks for use in health care have a limited application and are designed for
use in procedures that do not require the degree of respiratory protection usually provided
by respiratory protective devices. It is, therefore, incumbent on users to ensure that
appropriate face masks are worn for their intended purpose.

AS/NZS 1715, Selection, use and maintenance of respiratory protective devices, pro zides
advice on the selection of respirators intended to prevent the inhalation of contamincted air
in a variety of conditions which are beyond the scope of this Standard.

This edition differs from the 1996 Standard in the following principal areas:
(a)  There are three types of masks, depending on their application.
(b)  There is a new test for fluid resistance of fluid resistant facc raac's.

The terms ‘normative’ and ‘informative’ have been used in this Ctandard to define the
application of the appendix to which they apply. A ‘normaiive’ appendix is an integral part
of a Standard, whereas an ‘informative’ one is for inform~ion ~r guidance only.

In the preparation of this Standard, cognisance hcs cvecn taken of ASTM F2100-02,
Standard test method for performance of materials us:d 1.: medical face masks.
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1 SCOPE

This Standard sets out requirements for single-use face masks which are used in health care
where it is necessary to keep cross-contamination between the health care worker and ti.»
patient to a minimum. The masks are intended for use in the operating room, and ‘or
medical and dental procedures and applications.

The Standard does not apply to situations where an additional degree of rcspiratory
protection may be required from the risk of airborne transmission infectior. e.g. TB and
surgical plume.

NOTE: Alternative means of determining compliance with this Standad ae given in
Appendix A.

2 REFERENCED DOCUMENTS

The documents below are referred to in this Standard.

AS

1199 Sampling procedures and tables for 1..spetion by attributes

1399 Guide to AS 1199—Sampling pioceavres and tables for inspection by
attributes

AS/NZS ISO

9001 Quality management systiims —Requirements

9004 Quality management svsiorns—Guidelines for performance improvements

HB 18 Guidelines for tliird- ~arty certification and accreditation

HB 18.28 Guide 28—Gent rai rules for a modified third-party certification system for
products

ASTM

D1331 Standai 1 tes. methods for surface and interfacial tension of solutions of

surfaco-active agents.

3 DEFINITIONS

For the purpese of this Standard the definitions below apply.

3.1 actenal filtration efficiency (BFE)

rhe el ciency of the mask as a barrier to the passage of aerosolized bacteria.
2.2 Differential pressure (AP) (breathability)

Air permeability of the mask, measured by determining the pressure differential across the
mask.

3.3 Facial fit

Ability of the mask to adequately cover the nose and mouth area of the wearer, so as to
prevent the inhalation and exhalation of deleterious matter.
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