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. Method Validation - The process of verifying that a method is fit for purpose
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Accuracy/Trueness - Closeness of agreement between a test result and the accepted reference value.
Analyte/measurand - The specific organism or chemical substance sought or determined in a sample.
Blank - Sample material containing no detectable level of the analyte or measurand of interest that is
subjected to the analytical process and monitors contamination during analysis.

Comparability - The acceptability of a new or modified method as a substitute for an established method
in the NSSP. Comparability must be demonstrated for each substrate or tissue type by season
and geographic area if applicable.

Fit for purpose - The analytical method is appropriate to the purpose for which the results are likely to be
used.

HORRAT value - HORRAT values give a measure of the acceptability of the precision characteristics of
a method.

Limit of Detection - the minimum concentration at which the analyte or measurand can be identified.
Limit of detection is matrix and analyte/measurand dependent

Limit of Quantitation/Sensitivity - the minimum concentration of the analyte or measurand that can be
quantified with an acceptable level of precision and accuracy under the conditions of the test.

Linear Range - the range within the working range where the results are proportional to the
concentration of the analyte or measurand present in the sample.

. Measurement Uncertainty - A single parameter (usually a standard deviation or confidence interval)

expressing the possible range of values around the measured result within which the true value is
expected to be with a stated degree of probability. It takes into account all recognized effects operating
on the result including: overall precision of the complete method, the method and laboratory bias and
matrix effects.

Matrix - The component or substrate of a test sample.

Precision - the closeness of agreement between independent test results obtained under stipulated

conditions."? There are two components of precision:

a. Repeatability - the measure of agreement of replicate tests carried out on the same sample in the
same laboratory by the same analyst within short intervals of time.

b. Reproducibility - the measure of agreement between tests carried out in different laboratories. In
single laboratory validation studies reproducibility is the closeness of agreement between results
obtained with the same method on replicate analytical portions with different analysts or with the
same analyst on different days.

Quality System - The laboratory’s quality system is the process by which the laboratory conducts its

activities so as to provide data of known and documented quality with which to demonstrate regulatory

compliance and for other decision-making purposes. This system includes a process by which
appropriate analytical methods are selected, their capability is evaluated, and their performance is
documented. The quality system shall be documented in the laboratory’s quality manual.

Recovery - The fraction or percentage of an analyte or measurand recovered following sample analysis.

Ruggedness - the ability of a particular method to withstand relatively minor changes in analytical

technique, reagents, or environmental factors likely to arise in different test enwronments

Specificity - the ability of a method to measure only what it is intended to measure.’
Working Range - the range of analyte or measurand concentration over which the method is applied.
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