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Kasitlusala:

Ve
This EN 1SO 16140 defines @general
principle and the technical prot for the
validation of alternative ®
methods in the field of microbiologi
analysis of food, animal feeding s@q
environmental and veterinary sample
(see 5.1.1.2.1) for: - the validation of @
alternative methods which can be used in
particular in the framework of the official
control; - the international acceptance of
the results obtained by the alternative
method

Scope:
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Foreword

This document (EN ISO 16140:2003) has been prepared by Technical Committee CEN/TC 275 "Food analysis -
Horizontal methods", the secretariat of which is held by DIN, in collaboration with Technical Committee ISO/TC 34

"Agri?al food products".

This an Standard shall be given the status of a national standard, either by publication of an identical text or
by endo ént, at the latest by November 2003, and conflicting national standards shall be withdrawn at the latest
by Noven%‘?ooa

The annexes W K and M to T are normative. The annexes B, L and U are informative.

This document c@ns also a Bibliography.

According to the C NELEC Internal Regulations, the national standards organizations of the following coun-
tries are bound to i nt this European Standard: Austria, Belgium, Czech Republic, Denmark, Finland,

France, Germany, Gre ungary, Iceland, Ireland, ltaly, Luxembourg, Malta, Netherlands, Norway, Portugal,
Slovakia, Spain, Sweden, rland and the United Kingdom.

Introduction (9

and the microbiological status of manufacturi edures, has led to the development and refinement of alterna-
tive microbiological methods of analysis that a er and/or easier to perform than the corresponding reference
method; some can also be automated.

The need for the food industry to rapidly as;@i microbiological quality of raw materials and finished products
r

L 4

Among these alternative methods, some can yield r that are equivalent to those provided by the reference
method, while others can lead to results that differ appr y.

The suppliers/producers of the alternative methods, the f and drink industry, the public health services and
other authorities need a reliable common protocol for the validatign of such alternative methods. The data gener-
ated can also be the basis for the certification of a method by endent organisation.

Because of the extent of the methods comparative study describe is standard for use by the organising labo-
ratory, the procedure is sometimes not appropriate for use as an "in " method for the validation of an alterna-

tive method by an individual laboratory. :
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1 Scope

This document establishes the general principle and the technical protocol for the validation of alter-
native methods in the field of microbiological analysis of food, animal feeding stuff and environmental

and veteysamples (see 5.1.1.2.1) for
— the O%on of alternative methods which can be used in particular in the framework of the offi-
cial ¢ K3

— the internmal acceptance of the results obtained by the alternative method.

It also establishes@, eneral principles of certification of these alternative methods, based on the
validation protocol eéj in this document (see 4.2).

Where an alternative is used on a routine basis for internal laboratory use without the re-
quirement to meet (highe rnal criteria of quality assurance, a less stringent comparative valida-
tion of the alternative metho that set in this standard may be appropriate.

2 Normative references

tions. These normative references are t the appropriate places in the text, and the publications

This European Standard incorporate by ?5 ed or undated reference, provisions from other publica-
are listed hereafter. For dated referenceS,Jsubsequent amendments to or revisions of any of these

publications apply to this European Standar when incorporated in it by amendment or revision.
For undated references the latest edition o publication referred to applies (including amend-
ments).

ISO 3534-1, Statistics — Vocabulary and symbols — Pagd: Probability and general statistical terms.

ISO 5725, Accuracy (trueness and precision) of measure, t methods and results.
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