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Keeping Standards up-to-date

Standards are living documents which reflect progress in science, technology and
systems. To maintain their currency, all Standards are periodically reviewed, and
new editions are published. Between editions, amendments may be issued.
Standards may also be withdrawn. It is important that readers assure themselves
they are using a current Standard, which should include any amendments which
may have been published since the Standard was purchased.

Detailed information about joint Australian/New Zealand Standards can be found by
visiting the Standards Australia web site at www.standards.com.au or Standards
New Zealand web site at www.standard.co.nz and looking up the relevant Standard
in the on-line catalogue.

Alternatively, both organizations publish an annual printed Catalogue with full
details of all current Standards. For more frequent listings or notification of
revisions, amendments and withdrawals, Standards Australia and Standards New
Zealand offer a number of update options. For information about these services,
users should contact their respective national Standards organization.

We also welcome suggestions for improvement in our Standards, and especially
encourage readers to notify us immediately of any apparent inaccuracies or
ambiguities. Please address your comments to the Chief Executive of either
Standards Australia International or Standards New Zealand at the address shown
on the back cover.

This Standard was issued in draft form for comment as DR 98542.
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PREFACE

This Standard was prepared by the Joint Standards Australia/Standards New Zealand
Committee FT/4, Food Microbiology.

The objective of this Standard is to provide guidance on determining the equivalence of
microbiological test methods. This Part covers framework and basis for the
evaluation/validation of microbial inhibitor tests, which allows the comparison of data
evaluated for different tests.

This Standard is one of a series of Guides covering determination of the equivalence of
food microbiology test methods. The other three Parts cover qualitative tests, quantitative
tests and confirmation tests.

This Guide was based on the document ‘Checklist for the standardized description of
microbial inhibitor tests’, version 2: August 1995, of IDF Group E503, Antibiotics.
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FOREWORD

This Standard is intended to give the framework and basis for the evaluation/validation of
microbial inhibitor tests, which allows the comparison of data evaluated for different tests.

The parameters outlined in the following text do not need to be evaluated completely for
every test, but depend on—

(a) the field of application of the test under study, e.g. screening or reference method,

(b) the information needed, e.g. introduction of a new substance with fixed maximum
residue limit (MRL); and

(c¢) the detection pattern, e.g. sensitivity of the test microorganism to a broad or small
variety of anti-infectiva.

In other words ‘the terms of reference’ in the negotiations between producer and user of a
certain test kit should be agreed upon in the frame of this guidance omitting, for example,
those aspects which do not have actual importance for the intended field of application. A

general ‘approval’ without any special field of application in mind requires a complete
description in line with this guidance.

With respect to evaluation or validation of this group of methods in many cases there exists
a general disadvantage. The results of these tests are evaluated visually in a subjective way
in very few steps—negative, questionable, positive—by comparison with reference samples
(‘positive/negative controls’). In the case of microbial inhibitor tests with indicator, the
kind of colour change of the indicator can depend on the mode of action of the
antimicrobial present, which can make a clear definition of ‘positive’ or ‘negative’ test
results difficult. Test interpretation in a few steps also means that small differences or

minor colour developments, which might be of importance in a validation program, need
high experimental expenditure.
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