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This Australian Standard® was prepared by Committee CH-041, Forensic Analysis. It was
approved on behalf of the Council of Standards Australia on 1 February 2017.
This Standard was published on 24 February 2017.

The following are represented on Committee CH-041:

Australian and New Zealand Policing Advisory Agency
Australian Association of Forensic Physicians
Australian Federal Police

National Association of Testing Authorities Australia
National Council of the Australian and New Zealand Forensic Science Society
NSW Police Force

Queensland Police Service

Victorian Institute of Forensic Medicine

WA Forensic Science Laboratory

Western Australia Police

Western Sydney University

This Standard was issued in draft form for comment as DR AS ISO 18385:2016.

Standards Australia wishes to acknowledge the participation of the expert individuals that
contributed to the development of this Standard through their representation on the
Committee and through the public comment period.

Keeping Standards up-to-date

Australian Standards® are living documents that reflect progress in science, technology and
systems. To maintain their currency, all Standards are periodically reviewed, and new editions
are published. Between editions, amendments may be issued.

Standards may also be withdrawn. It is important that readers assure themselves they are
using a current Standard, which should include any amendments that may have been
published since the Standard was published.

Detailed information about Australian Standards, drafts, amendments and new projects can
be found by visiting www.standards.org.au

Standards Australia welcomes suggestions for improvements, and encourages readers to

notify us immediately of any apparent inaccuracies or ambiguities. Contact us via email at
mail@standards.org.au, or write to Standards Australia, GPO Box 476, Sydney, NSW 2001.
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PREFACE

This Standard was prepared by the Standards Australia Committee CH-041, Forensic Analysis, to
supersede AS 5483—2012, Minimizing the risk of contamination in products used to collect and
analyse biological material for forensic DNA purposes, three years from the publication of this
Standard. For this period, either Standard may be used. At the end of three years, it is anticipated that
AS 5483—2012 will be withdrawn.

The objective of this Standard is to specify requirements for the production of products used in the
collection, storage and analysis of biological material for forensic DNA purposes, but not those
consumables and reagents used in post-amplification analysis.

This Standard is identical with, and has been reproduced from ISO 18385:2016, Minimizing the risk of
human DNA contamination in products used to collect, store and analyze biological material for
forensic purposes—Requirements.

As this Standard is reproduced from an International Standard, the following applies:
(a) In the source text ‘this International Standard’ should read ‘this Australian Standard’.

(b) A full point substitutes for a comma when referring to a decimal marker.
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INTRODUCTION

This International Standard was produced with the aim to create global standards for manufacturers
of forensic products used in human DNA analysis. Inadvertent contamination by manufacturers of

consumables and reagents, when combined with the improved sensitivity of DNA testing methods,
increasingly interferes with forensic analysis.
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AUSTRALIAN STANDARD

Minimizing the risk of human DNA contamination in products used
to collect, store and analyze biological material for forensic
purposes—Requirements

WARNING — This International Standard calls for the use of procedures that may be a health
hazard or cause injury if adequate precautions are not taken.

1 Scope

This International Standard specifies requirements for the production of products used in the collection,
storage, and analysis of biological material for forensic DNA purposes, but not those consumables and
reagents used in post-amplification analysis.

The consumables and reagents covered by this International Standard include those used for evidence
collection (sampling Kkits), such as swabs, containers, and packaging, and also products used in the
analysis of DNA samples, such as tubes and other plasticware, disposable laboratory coats, gloves, and
other consumables.

This International Standard applies to the production of consumables and reagents which do not require
cleaning for continued use. This International Standard does not cover technical product specifications
(i.e. product design).

This International Standard excludes microbiological testing.

This International Standard specifies a requirement for manufacturers to minimize the risk of occurrence
of detectable human nuclear DNA contamination in products used by the global forensic community.

An overview of the International Standard is provided in Figure 1.
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Figure 1 — Overview of the processes covered by this International Standard

2 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

21
allele
one of a number of alternatives at a specific location on an individual’s DNA

2.2
amplification
process of copying segments of the DNA sequence exponentially

Note 1 to entry: This is also called Polymerase Chain Reaction (PCR).

2.3
amplification negative control
sample with no DNA material used to verify that the amplification (2.2) is free of contamination (2.7)

2.4
amplification positive control
sample with known DNA material used to verify that the amplification (2.2) works

2.5
analytical threshold
relative fluorescence unit value at which a laboratory has determined to call a peak an allele (2.1)
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2.6

batch release test

test performed by or on behalf of the manufacturer (2.15) on a batch of components, which has to be
satisfactorily completed before the batch can be released

[SOURCE: ISO/TS 21003-7:2008, 3.1.9]

2.7

contamination

introduction of detectable nuclear DNA or human cellular material during the manufacturing or
assembly processes that would compromise the forensic human DNA analysis

2.8

contamination detection limit

value at or above which human DNA is deemed to be ‘detected’ and below which the compound is
deemed to be ‘not detected’

2.9

DNA reduction factor

ratio of the DNA quantity of an untreated cell-spiked sample to the DNA quantity of an identical cell-
spiked sample that has undergone appropriate post-production treatment

2.10
eluate
solution resulting from the DNA extraction process

2.11

extraction negative control

sample with no cellular or DNA material used to verify that the DNA extraction is free of
contamination (2.7)

212
extraction positive control
sample with known cellular or DNA material used to verify that a DNA extraction works

2.13
ISO 18385 forensic DNA grade
label given to products that have been produced in accordance with this International Standard

2.14

kit

set of consumables and/or chemicals (or reagents), and instructions for use, packaged together and
intended for use as specified by the manufacturer (2.15)

2.15
manufacturer
organization that produces and/or packages the product

2.16

manufacturing environment

area, room, or space identified for the production and/or packaging of products used to collect and
analyze biological materials

2.17
out-of-specification
test results that do not comply with the product specification

2.18
person reference sample
biological material taken from a known source with the purpose of creating a DNA profile for comparison
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