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European foreword

This document (prEN 18000-2:2023) has been prepared by Technical Committee CEN/TC 469 “Animal
health diagnostic analyses”, the secretariat of which is held by AFNOR.

This document is currently submitted to the CEN Enquiry.
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Introduction

The objective of the EN 18000 series is to facilitate the mutual recognition of the work of the animal health
in vitro diagnostic reagent control organizations at European level (or even more widely) and thus to
eventually allow the use of strategic reagents controlled by a single control organization for a given disease.

The EN 18000 series aims to describe the optimal requirements for in vitro diagnostic reagents in animal
health. It is divided into three parts. The first part concerns terms and definitions and the submission of a
reagent dossier to a control organization for control and approval. The second and third parts concern the
specific aspects of the control of an immunological diagnostic reagent and of a polymerase-chain reaction
diagnostic reagent for the detection or quantification of pathogen-specific nucleic acids (PCR), respectively.

Like any standard, it is intended to be voluntary and, if its use is prescribed by a competent authority or any
other animal health stakeholder, it will be up to them to determine for which diseases this standard be
applied by the control bodies they have designated for this purpose.
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