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1 004 sisaldab Euroopa standardi 17994:2004 consists of the English text of
EN 17994:2004 ingliskeelset teksti. the European standard EN ISO

O, 17994:2004.

R%v Eesti standard EVS-EN ISO This Estonian standard EVS-EN I1SO

Kéesolev@ ment on joustatud This document is endorsed on 23.09.2004
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Kasitlusala: ¢ Scope:
This International Standard es an This International Standard defines an
evaluation procedure for compaging two evaluation procedure for comparing two
methods intended for the detec or methods intended for the detection or

quantification of the same target gr or |quantification of the same target group or
species of microorganisms. This A species of microorganisms. This
International Standard provides the International Standard provides the
mathematical basis for the evaluation o@ pmathematical basis for the evaluation of
the average relative performance of two Z average relative performance of two
methods against chosen criteria of ods against chosen criteria of
equivalence. lence.
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Foreword

International Standard
ISO 17994 : 2004 Water quality — Criteria for establishing equivalence between microbiological methods,

which was prepared by ISO/TC 147 ‘Water quality’ of the International Organization for Standardization, has
been adopt&d by Technical Committee CEN/TC 230 ‘Water analysis’, the Secretariat of which is held by DIN,
as a Europ€ah Standard.

This Europ Standard shall be given the status of a national standard, either by publication of an identical
text or by e fément, and conflicting national standards withdrawn, by November 2004 at the latest.

In accordanc the CEN/CENELEC Internal Regulations, the national standards organizations of the follow-
ing countries bound to implement this European Standard:

Austria, Belgium, GY s, the Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italfskatvia, Lithuania, Luxembourg, Malta, the Netherlands, Norway, Poland, Portugal,
Slovakia, Slovenia, , Sweden, Switzerland, and the United Kingdom.

Endorsement noticeo

The text of the International rd ISO 17994 : 2004 was approved by CEN as a European Standard without
any modification.

),
Contents O/‘

*

1 Scope@. ..................................................................................... 3
2 Normative references .........c.ceccrvrrrcernnns ./‘ ................................................................................. 3
3 Terms, definitions and symbols...................& ............................................................................ 3
4 PHNCIDI w.vveveveeeeeereeseseseemsemeessssessseemsessseemsecmene L/r Feteemeeeeeesmeseeeseteesemaee e et set e esem e et en e eemenenas 6
5 Basic requirements for an equivalence experime@ .................................................................. 6
6 Calculations......ccceciieirciercrrren e %, .............................................................. 10
7 EValUation ......coiiiicmiiiemtnniniesnnsme s nnss s ssssensess e s nenne s s R e e n e s o caennesessssmmesneassnernnessnnneessnnnresanan 12
8 =TT =1 o] o OO % ..................................................... 14
Annex A (informative) FIOWCRArt ........ccecureeeereersceesenssenscssessessnsnenes ,9 ................................................ 15
Annex B (informative) Collaborative equivalence trials .........................». .@ ............................................ 16
Annex C (informative) EXample.......ciccceriiirieciecrccrerceersseesesssssesseesssnesessn ﬁ ....................................... 18

Bibliography ...ccccccoiiiiieciiciciiinicnstnere s rsn e r s e re s mees s resnas s s e s sammmne s semmenenmans @ea( ................................. 20

Introduction Z-

This International Standard presents the criteria and procedures for assessing the averag antitative
equivalence of the results obtained by two microbiological analytical methods one of which may but pleed not

be a standard or reference method.
The methods considered are based on counts of colonies or of positive and negative liquid enrichmen&gs
(MPN and presence/absence methods).

NOTE It is possible that a method that is not quantitatively equivalent with a reference method would be accepted,
especially if it appears “better” than the reference either quantitatively or otherwise.
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WARNING — Persons using this International Standard should be familiar with normal laboratory
practice. This International Standard does not purport to address all of the safety problems, if any,
associated with its use. It is the responsibility of the user to establish appropriate safety and health
practices and to ensure compliance with any national regulatory conditions.
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This u{ tional Standard defines an evaluation procedure for comparing two methods intended for the
detecti(ﬁgi‘ quantification of the same target group or species of microorganisms.

This Intern@(al Standard provides the mathematical basis for the evaluation of the average relative
performance t@) methods against chosen criteria of equivalence.

Any two enumeratiopsmethods based on counts (of colonies or positive tubes) or any two detection methods
[presence/absence{(P/A) methods] intended for the same purpose can be compared.

This International Stan@agd provides no solution to directly compare a quantitative method (colony count or
MPN) with a detection (P/A).
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2 Normative reference
7

The following referenced docum&lg are indispensable for the application of this document. For dated
references, only the edition cited appfies. For undated references, the latest edition of the referenced
document (including any amendments lies.

ISO/TR 13843:2000, Water quality — Gu@e on validation of microbiological methods

®
3 Terms, definitions and symbols L .

3.1 Terms and definitions ®§
déefinitions apply.

For purposes of this document, the following terms and

3.11 General terms %
31141 o
reference method

prescribed analytical method to analyse a given group or species of @ﬁrganisms

NOTE As a rule, the reference method is a standard or a commonly used @

3.1.1.2 ®

trial method O/
any method which is to be tested for equivalence with a reference method ;
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