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polymérisation en chaine (PCR) pour la détection de micro- Umgebungsproben - 2aly nerase-Kettenreaktion (PCR)
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Foreword

This document (CEN ISO/TS 17919:2013) has been prepared by Technical Committee 1ISO/TC 34 "Food
products” in collaboration with Technical Committee CEN/TC 275 “Food analysis - Horizontal methods” the
secretariat of which is held by DIN.

Attention is drawn to the possibility that some of the elements of this document may be the subject ¢i.na'ent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent -ights.

According to the CEN-CENELEC Internal Regulations, the national standards organizations:of .>e 10llowing
countries are bound to announce this Technical Specification: Austria, Belgium, Bulgaric. Cruatia, Cyprus,
Czech Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedon:.. Fic~ce, Germany,
Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands. Norway, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the U'nited Kingdom.

Endorsement notice

The text of ISO/TS 17919:2013 has been approved by CEN as. CEN 'GO/TS 17919:2013 without any
modification.
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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft Internctioi.al
Standards adopted by the technical committees are circulated to the member bodies for voing.
Publication as an International Standard requires approval by at least 75 % of the mmvu-=r Lodies
casting a vote.

In other circumstances, particularly when there is an urgent market requirement for su-h documents, a
technical committee may decide to publish other types of document:

— an ISO Publicly Available Specification (ISO/PAS) represents an agreeme.t hetween technical
experts in an ISO working group and is accepted for publication if it is a; vro -ed by more than 50 %
of the members of the parent committee casting a vote;

— an ISO Technical Specification (ISO/TS) represents an agreemc'ic vetween the members of a
technical committee and is accepted for publication if it is ap)rovea by 2/3 of the members of the
committee casting a vote.

An ISO/PAS or ISO/TS is reviewed after three years in ord<i to J=cide whether it will be confirmed for
a further three years, revised to become an Internationa. Stz ndard, or withdrawn. If the ISO/PAS or
ISO/TS is confirmed, it is reviewed again after a further three years, at which time it must either be
transformed into an International Standard or be wihdrawn.

ISO/TS 17919 was prepared by the European Coniinttee for Standardization (CEN) Technical Committee
CEN/TC 275 Food analysis — Horizontal metl o7s,in collaboration with Technical Committee ISO/TC 34,
Food products, Subcommittee SC 9, Mici2biclzgy, in accordance with the Agreement on technical
cooperation between ISO and CEN (Vieni a Ajreement).

iv © ISO 2013 - All rights reserved
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Introduction

Botulinum neurotoxin-producing clostridia are ubiquitous in the environment. Botulism is a severe
neuroparalytic disease resulting from the action of botulinum neurotoxins (BoNTs). Seven different
serotypes of BoNTs (type A to G) and a number of subtypes have been identified to date.

BoNT type A (BoNT/A), type B (BoNT/B), type E (BoNT/E) and type F (BoNT/F) are mainly responsible
for botulism in humans and the genes encoding these toxins are the targets of this Technical Specificatior
BoNT type A, B, E, and F-producing clostridia exist in four physiologically distinct groups (Grou) ..
Clostridium botulinum, Group Il C. botulinum, C. baratii, C. butyricum).

The International Organization for Standardization (ISO) draws attention to the fact that it is claimed
that compliance with this document may involve the use of patents.

ISO take no position concerning the evidence, validity and scope of this patent righ:.

The holder of this patentright has assured ISO that they are willing to negotiate licencesinder reasonable
and non-discriminatory terms and conditions with applicants throughout the wurld. In this respect, the
statement of the holder of this patent right is registered with ISO. Information >+ vy be obtained from:

Applied Biosystems, LLC

Scott Miller, Legal Department
5781 Van Allen Way
CARLSBAD

CA 92008

USA

Tel: +1 760 476 4387
Fax: +1 760 476 6048
e-mail: Scott.miller@lifetechnologies.com

Attention is drawn to the possibility that sumu of the elements of this document may be the subject of
patent rights other than those identified o< ve. ISO shall not be held responsible for identifying any or
all such patent rights.

ISO (www.iso.org/patents) maintain..an on-line database of patents relevant to its documents. Users
are encouraged to consult the aa*2hases for the most up-to-date information concerning patents.

© IS0 2013 - All rights reserved v
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Microbiology of the food chain — Polymerase chain
reaction (PCR) for the detection of food-borne pathogens
— Detection of botulinum type A, B, E and F neurotoxin-
producing clostridia

1 Scope

This Technical Specification specifies a horizontal method for the molecular detection of c.ostridia
carrying botulinum neurotoxin A, B, E, and F genes by a PCR method. This method dete-ts the genes
and not the toxins, therefore a positive result does not necessarily mean the presei e ¢’ tkese toxins in
the sample investigated. This Technical Specification is applicable to products for hui»an consumption,
animal feed, and environmental samples.

The PCR assays for detection of genetic sequences encoding specific v xin :ypes are described
in Annexes B and C.

2 Normative references

The following referenced documents are indispensable for uie application of this document. For dated
references, only the edition cited applies. For undated refcren :es, the latest edition of the referenced
document (including any amendments) applies.

IS0 6887-1, Microbiology of food and animal feeding . tuff> — Preparation of test samples, initial suspension
and decimal dilutions for microbiological examinationn— Part 1: General rules for the preparation of the
initial suspension and decimal dilutions

ISO 7218, Microbiology of food and animda! jeeding stuffs — General requirements and guidance for
microbiological examinations

IS0 11133, Microbiology of food, arim:! feed and water — Preparation, production, storage and performance
testing of culture media

ISO 20837, Microbiology of fsoc and animal feeding stuffs — Polymerase chain reaction (PCR) for the
detection of food-borne p:'thoyens — Requirements for sample preparation for qualitative detection

ISO 20838:2006, Mic ~obi-logy of food and animal feeding stuffs — Polymerase chain reaction (PCR) for the
detection of food-borne hathogens — Requirements for amplification and detection for qualitative methods

[SO 22174, Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for the
detection of jooa-borne pathogens — General requirements and definitions

3. Tern's and definitions

Yor e purpose of this document, the terms and definitions given in ISO 22174 apply.

4 Symbols and abbreviated terms

4.1 Symbols

¢ substance concentration

© ISO 2013 - All rights reserved 1
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