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iz 1
i£#% (Definitions)

Accuracy: (a) The closeness of agreement belween a test method result and an
accepted reference value. (b) The proportion of correct outcomes (positive and
negative) of a test method. It is a measure of test method performance and one
aspecl of relevance. The term is often used interchangeably with concordance (see
also Lwo-by-two table). Accuracy is highly dependent on the prevalence of
positives in the population being examined

Coded substances: Substances labeled by code rather than name so that they can
be tested and evaluated without knowledge of their identity or anticipation of
test results. Coded substances are used to avoid intentional or unintentional bias
when evaluating laboratory or test method performance.

Coefficient of variation (CV): A statistical representation of the precision of
a test. It is expressed as a percentage and is calculated as follows:

standard deviation
x 100%
mean

Corneal Opacity: A subjective measurement of the extent of opaqueness of the cornea
following exposure to a test substance. Increased corneal opacily is indicative
of damage to the cornea.

Corneal Swelling: An objective measurement in the ICE test of the extent of
distention of the cornea following exposure to a test substance. It is expressed
as a percentage and is calculated from corneal thickness measurements that are
recorded at regular intervals during the ICE test. Increased corneal swelling is
indicative of damage to the corneal epithelium.

False negative rate: The proportion of all positive substances falsely identified
by a test method as negative (see two-by-two table). It is one indicator of test
me thod accuracy.

False positive rate: The proportion of all negative substances that are falsely

identified by a test method as positive. It is one indicator of test method
accuracy.
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Fluorescein retention: A subjective measurement in the ICE test of the extent of
fluorescein sodium that is retained by epithelial cells in the cornea following
exposure to a test substance. Increased [luorescein retention is indicative of

damage to the corneal epithelium

Globally Harmonized System (GHS) : A classification system presented by the United
Nations that provides (a) a harmonized criteria for classilying substances and
mixtures according to their health, environmental and physical hazards, and (b)
harmonized hazard communication elements, including requirements for labeling and
safely data sheets.

Good Laboratory Practices (GLP) : Regulations promulgated by the U. S. Food and Drug
Administration and the U.S. Environmental Protection Agency, and principles and
procedures adopted by the Organization for Economic Cooperation and Development
and Japanese authorities that describe record keeping and qualily assurance
procedures for laboratory records that will be the basis for data submissions to
national regulatory agencies.

Interlaboratory reproducibility: A measure of whether different qualified
laboratories using the same protocol and test substances can produce qualitatively
and quantitatively similar results. [Interlaboratory reproducibility is
determined during the prevalidation and validation processes and indicates the
extent to which a test method can be transferred successfully among laboratories.

Intralaboratory repeatability: The closeness of agreement between test results
obtained within a single laboratory, when the procedure is performed on the same
substance under identical conditions within a given time period.

Intralaboratory reproducibility: The first stage of validation: a determination
of whether qualified people within the same laboratory can successfully replicale
resulls using a specific test protocol at different limes.

Negative control: An untreated sample containing all components of a test system

except lhe test substance solvent, which is replaced with a known non-reactive
material, such as water. This sample is processed with test substance-treated
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samples and other control samples to determine whether the solvenl interacts with
the test system.

Negative predictivity: The proportion of correct negative responses among
substances testing negative by a test method (see two-by-two table). It is one
indicator of test methodaccuracy. Negative predictivity is a function of the
sensitivityof the test method and the prevalence of negatives among the substances
lested.

Positive control: A sample containing all components of a test system and treated
with a substance known to induce a positive response, which is processed with the
test substancetreated and other control samples to demonstrate Lhe sensilivily
of each experiment and to allow for an assessment of variability in the conduct
of the assay over Llime.

Positive predictivity: The proportion of correct positive responses among
substances testing positive by a test method (see two-by-iwo table). It is one
indicator of test method accuracy. Positive predictivity is a function of the
sensitivity of the test method and the prevalence of positives among the substances
tested.

Sensitivity: The proportion of all positive substances that are classified
correclly as positive in a test method. It is a measure of test method accuracy
(see two-by-two table).

Specificity: The proportion of all negative substances that are classified
correctly as negative in a test method. It is a measure of tesl method accuracy

Tiered testing: A stepwise testing strategy where all existing information on a
test substance is reviewed, in a specified order, using a weight of evidence
process at each tier to determine il sufficient information is available for a
hazard classification decision, prior to progression to the next tier. If the
irritancy potential of a test substance can be assigned based on the existing
information, no additional testing is required. If the irritancy potential of a
test substance cannot be assigned based on the existing information, a step-wise
sequential animal testing procedure is performed until an unequivocal
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classification can be made.
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