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National foreword

This British Standard is the UK implementation of EN 17644:2022.

The UK participation in its preparation was entrusted to Technical
Committee AW/275, Food analysis - Horizontal methods.

A list of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.

© The British Standards Institution 2022
Published by BSI Standards Limited 2022

ISBN 978 0 539 16295 0
ICS 67.050

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 31 July 2022.

Amendments/corrigenda issued since publication
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This European Standard was approved by CEN on 22 May 2022.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving
this European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical
references concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre
or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language
made by translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC
Management Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark,
Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta,
Netherlands, Norway, Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden,
Switzerland, Turkey and United Kingdom.
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EUROPAISCHES KOMITEE FUR NORMUNG
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European foreword

This document (EN_17644:2022) has been prepared by Technical Committee CEN/TC 275 “Food
analysis - Horizontal methods”, the secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by January 2023, and conflicting national standards shall
be withdrawn at the latest by January 2023.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

Any feedback and questions on this document should be directed to the users’ national standards body.
A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organisations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic
of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the
United Kingdom.
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Introduction

Specific peptides or groups of peptides deriving from specific proteins can serve as markers for the
presence of food or food ingredients provoking allergic reactions. This document describes the
procedure for the development of qualitative and/or quantitative mass spectrometry-based methods
for the determination of protein-derived peptides as markers for potentially allergenic food ingredients
or constituents by analysing the protein/s extracted from a sample. Appropriate procedures for the
extraction of the targeted proteins are an essential part of each method. This document describes
general considerations for the application of liquid chromatography mass spectrometry-based methods
in qualitative or quantitative targeted analysis of specific peptides (derived from specific proteins) that
are representative for a food allergen. The document includes recommendations for method validation
and for the conversion of the analytical results to units of mg protein/kg food.
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1 Scope

This document establishes an overall framework covering qualitative and quantitative methods for the
determination of food allergens and allergenic ingredients using mass spectrometry-based methods
for the determination of specific peptides/proteins. This document provides general guidelines
and performance criteria applicable to this methodology. Guidelines, minimum requirements and
performance criteria laid down in this document are intended to ensure that comparable and
reproducible results are obtained by different analysts, instrumentation and laboratories.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments) applies.

EN 15842, Foodstuffs - Detection of food allergens - General considerations and validation of methods

3 Terms and definitions
For the purposes of this document, the terms and definitions given in EN 15842 and the following apply.
[SO and IEC maintain terminological databases for use in standardization at the following addresses:

— IEC Electropedia: available at https://www.electropedia.org/

— ISO Online browsing platform: available at https://www.iso.org/obp

3.1

high-performance liquid chromatography-mass spectrometry

HPLC-MS

analytical chemistry technique that combines the separation capabilities of high-performance liquid
chromatography with the detection capabilities of mass spectrometry (MS)

NOTE The abbreviation LC-MS is also used.

3.2

tandem mass spectrometry
MS/MS

MS?

sequential combination of two mass analyses

NOTE Different mass spectrometer instrument types exist, combining different principles of mass detection, e.g.
quadrupole, time-of-flight, ion trap, Fourier-Transform mass spectrometer.

3.3
multi-stage mass spectrometry
MS?

sequential combination of more than two mass analyses

3.4
targeted mass spectrometry
mass spectrometry application analysing only specific ions (m/z) at specific retention times (RT)

Note 1 to entry: The targets are specified in an inclusion list.
Note 2 to entry: The opposite is untargeted MS measuring any ion present.

Note 3 to entry: In general, targeted MS increases method sensitivity.
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