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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.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

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. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity
assessment, as well as information about ISO’s adherence to the WTO principles in the Technical
Barriers to Trade (TBT) see the following URL: Foreword - Supplementary information

The committee responsible for this document is ISO/TC 272, Forensic sciences.
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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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INTERNATIONAL STANDARD ISO 18385:2016(E)

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 arequirement 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.

2.1
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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