EESTI STANDARD : EVS-EN 15842:2010

Foodstuffs - Detection of food allergens - General
considerations and validation of methods

EESTI STANDARDIKESKUS EW/&

ESTONIAN CENTRE FOR STANDARDISATION




EESTI STANDARDI EESSONA

NATIONAL FOREWORD

Kéesolev Eesti standard EVS-EN 15842:2010
sisaldab Euroopa standardi EN 15842:2010
ingliskeelset teksti.

Standard on kinnitatud Eesti Standardikeskuse
31.03.2010 kéaskkirjaga ja joustub sellekohase
teate avaldamisel EVS Teatajas.

Euroopa standardimisorganisatsioonide poolt
rahvuslikele likmetele Euroopa standardi teksti
kattesaadavaks tegemise kuupaev on
10.02.2010.

Standard on kattesaadav Eesti
standardiorganisatsioonist.

This Estonian standard EVS-EN 15842:2010
consists of the English text of the European
standard EN 15842:2010.

This standard is ratified with the order of
Estonian Centre for Standardisation dated
31.03.2010 and is endorsed with the notification
published in the official bulletin of the Estonian
national standardisation organisation.

Date of Availability of the European standard text
10.02.2010.

The standard is available from Estonian
standardisation organisation.

ICS 67.050

Standardite reprodutseerimis- ja levitamis6igus kuulub Eesti Standardikeskusele

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse stisteemi voi edastamine Ukskdik millises vormis voi
millisel teel on keelatud ilma Eesti Standardikeskuse poolt antud kirjaliku loata.

Kui Teil on kiisimusi standardite autorikaitse kohta, palun votke Uhendust Eesti Standardikeskusega:
Aru 10 Tallinn 10317 Eesti; www.evs.ee; Telefon: 605 5050; E-post: info@evs.ee

Right to reproduce and distribute Estonian Standards belongs to the Estonian Centre for Standardisation

No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical, including
photocopying, without permission in writing from Estonian Centre for Standardisation.

If you have any questions about standards copyright, please contact Estonian Centre for Standardisation:
Aru str 10 Tallinn 10317 Estonia; www.evs.ee; Phone: +372 605 5050; E-mail: info@evs.ee




EUROPEAN STANDARD EN 15842
NORME EUROPEENNE
EUROPAISCHE NORM February 2010

ICS 67.050

English Version

Foodstuffs - Detection of food allergens - General
considerations and validation of methods

Produits alimentaires - Détection des allergénes Lebensmittel - Nachweis von Lebensmittelallergenen -
alimentaires - Considérations genérales et validation des Allgemeine Betrachtungen und Validierung von Verfahren
méthodes

This European Standard was approved by CEN on 25 December 2009.

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 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 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, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2010 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 15842:2010: E
worldwide for CEN national Members.



EVS-EN 15842:2010

Contents Page
[ 0T =30 o 3
1o T L3 T o o 4
1 85T o o - PR 5
2 NOIrMAtiVe FEfErENCES .......eeeceiieiiiic et s e e s s s s smn e e e e essa s s smnen e e e eesa s smnneneneennnnnnnnnn 5
3 Terms and definitioNS ......cooi s n e e e s e nmnn e e e s 5
4 General aspects for the use of reference materials in food allergen analysis..........c..coccnniinneen. 12
4.1 Reference material....... .. ... snsssnsssnsssnsssnsnssssssssssssssssssssssssssssssnmnnnnnnnnnnnnnnnnnnnn 12
4.2 Reference Method............. et s s s s s s ssssssssssssssssssssssssssnnnnnnnnnnnnnnnnnnnn 13
4.3 General requirements for production and storage of reference materials............ccccocnrrrrrnnnne. 13
5 Guidance to the user for selection of mMethods ... 14
5.1 =Y 3 = - | 14
5.2 Immunoassay based Methods ....... ... ————— 14
5.3 Molecular biology based mMethods.............ccccciiiiiiniri 15
5.4 Chromatographic Methods ...t sssn e e s s s smn e e e e e s e s r e e e e e nnnnnn 15
6 Laboratory organiSation ..............uceeeieemememcimmmiemmmemnmnmneeesesnssnsnsnsnsnsssssssssssssssssssssssssssssssssssssssmnnnnnnnnnnnnns 15
6.1 7= 1T - SR 15
6.2 Laboratory deSigN.......c.cueeeeeeeimemmmmmmemeneennnnnnnnnnnnsisannnnsnsnsssssssssssssssssssssssssssssssssssssssssssssssssmnnnnnnnnnnnnnnnnnnns 15
7 PrOCEAUIE ... snsnsasssssnsssssssssnsssssssssssssssssssssssnsssssssssnsssssssssssnsssssssnnnnnnnnnnnnnnnnnnnnnnnnn 15
71 =Y 3= - | 15
7.2 Preparation of SAMPIe ... 16
7.3 {254 1 Vo 1 oY o 1N 16
7.4 Preparation of calibration CUrves............... s 16
7.5 T L 0 0T o = LT - N 16
7.6 Quality assSUrance reqUIrEMENLES .........cccccerrrriiiiiisssssnrrrerrrsssiassnte s e e e e s ssssssssmsneeeesssssssssnnsssenssssssnnnnsnnsns 16
8 Interpretation and expression of the results ..o ——————— 16
8.1 7= 1T - SN 16
8.2 Quantitative aNalySiS ........ivcciiieiiiiiiiiccccecrrr s a e mr e e e a e nnn e e e e e ean 16
8.3 QUAlItatiVe @NAIYSIS ....ccviiiiiiiiccieiiirr i ssse e s s snnr e e e s smnn e e e e e e e e s mne e e nea e nnnnnenenan 16
8.4 o oY= T o 1= 17
8.5 AMDIGUOUS FESUIES ...eeiiieeiiiiiieir i s e e anr e 17
9 =3 (=1 o Lo o 17
70 o T T T o1 1 18



EVS-EN 15842:2010

Foreword

This document (EN 15842:2010) 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 August 2010, and conflicting national standards shall be withdrawn at
the latest by August 2010.

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

According to the CEN/CENELEC Internal Regulations, the national standards organizations 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, Netheriands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.



EVS-EN 15842:2010

Introduction

The main focus of this European Standard is on immunoassays, chromotographic and nucleic acid based
methods for the determination of food allergens. However, because of the rapid developments in this area,
other technologies may be considered.

The search for food allergens is performed by means of the following successive (or simultaneous) steps.
After sample collection, proteins, nucleic acids or other markers are extracted from the test portion. Extracted
analytes can be further purified, simultaneously or after the extraction process. Afterwards, they are diluted (if
necessary) and subjected to analytical procedures such as immunoassays (e.g. ELISA), nucleic acid based
assays (e.g. PCR) or chromatographic (e.g. LC-MS).

These steps are detailed in this document and in the following documents:

EN 15633-1:2009, Foodstuffs — Detection of food allergens by immunological methods — Part 1: General
considerations

EN 15634-1:2009, Foodstuffs — Detection of food allergens by molecular biological methods — Part 1:
General considerations
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1 Scope

This European Standard specifies how to use the standards for immunoassays, nucleic based and
chromatographic methods and their relationship in the analysis of food allergens; and contains general
definitions, requirements and guidelines for laboratory set-up, method validation requirements, description of
methods, and test reports.

This document also specifies general guidelines for the requirements and use of reference materials for the
determination of allergenic commodities in food products. The term "reference materials" in this document
includes certified reference materials as well as quality control materials. Currently only a limited number of
reference materials for food allergen determination are available. As new materials become accepted and
validated, they may be appended as an annex to this document.

This document does not deal with sampling issues. It simply details processes involved from receipt of the
laboratory sample to the end result.

2 Normative references

The following referenced documents are indispensable for the application 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 ISO/IEC 17025, General requirement for the competence of testing and calibration laboratories
(ISO/IEC 17025:2005)

ENISO 17511:2003, In vitro diagnostic medical devices — Measurement of quantities in biological
samples — Metrological traceability of values assigned to calibrators and control materials
(ISO 17511:2003)

ISO Guide 31, Reference materials — Contents of certificates and labels

ISO Guide 35, Reference materials — General and statistical principles for certification

3 Terms and definitions

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

31

accepted reference value

value that serves as an agreed-upon reference for comparison and which is derived as:
— theoretical or established value, based on scientific principles,

— an assigned value, based on experimental work of some national or international organization,

— consensus value, based on collaborative experimental work under the auspices of a scientific or
engineering group

[ISO Guide 30:1992]
3.2

accuracy
closeness of agreement between a test result or measurement result and the true value



