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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be withdrawn at the latest by January 2023.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.or

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 1 to entry:  The abbreviation LC-MS is also used.

3.2

tandem mass spectrometry

MS/MS

MS2

sequential combination of two mass analyses

Note 1 to entry:  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

MSn

sequential combination of more than two mass analyses





