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Introduction
The International Dairy Federation (IDF) is in the process of publishing an ISO/IDF
guideline for the validation of screening tests for the detection of veterinary drug residues
in milk generating qualitative data. This poster displays a novel descriptive statistic
approach to assess the data generated when validating microbiological inhibitor tests
according to the new guideline.
Aim
Whereas for methods producing quantitative data the statistical validation protocol is
standardized by ISO 5725 and other publications, there is no internationally standardized
approach or guidance for the statistical analysis of qualitative methods until now. Our new
solution intends to close this gap.

Methods & Results
Our project comprised the validation of three different microbiological inhibitor tests with
different sensitivities for the analytes tested. The tests were evaluated with four different
reading systems, leading to four individual sets of results for each test system.
The graphics showing the results were prepared with the “R” software under consideration
of the ISO/IDF draft validation protocol and AOAC guidlines; they display the doseresponse curve, the 95% confidence interval and the precision data. The goal of method
validation is reached by producing an estimate of the probability of detection across a range
of concentrations of analytes within which the probability is likely to lie when a method is
applied for a so-called “single-laboratory study” with different reading (color interpretation)
instruments.

Conclusion
Qualitative tests and corresponding reading systems need to be validated to provide sound
criteria for users when selecting the most suitable test for a certain task, e.g. monitoring
programs and to satisfy the requirements of different stakeholders as legislator, dairy
industry and laboratory staff in a neutral and reliable way.
This new approach of presenting qualitative data facilitates the assessment of different
analytical tests methods under consideration for defined purposes.

