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Equivalent (HIE) score. These scores are defined by comparing the increase in optical density
(ODaugs/a50) produced by the test material to a standard curve that is constructed by measuring the
increase in OD produced by a set of Calibration substances. These Calibrators have been
selected for use in these tests because their irritancy potential has been previously documented in

a series of in vivo investigations. The predicted in vivo classification, based on these scoring
systems, is shown in Tables 1 and 2.

Table 1. Relationship of Irritection Draize Equivalent (IDE) Score to Iiritancy Classification for
the Ocular Irritection Test Method.

Irritection Draize Equivalent (IDE) Score | Predicted Ocular Irritancy Classification
0.0-125 Minimal Irritant
12.5-30.0 Mild Irritant
30.0-51.0 Moderate Irritant
51.0-80.0 Severe Irritant

Table 2. Relationship of Human Irritancy Equivalent (HIE) Score to Irritancy Classification for
the Dermal Irritection Test Method.

Human Irritancy Equivalent (HIE) Predicted Dermal Irritancy Classification
0.00 -0.90 Non-Irritant
0.90-1.20 Non-Irritant/Irritant
1.20-5.00 Irritant

A detailed description of the Ocular and Dermal Irritection test procedures may be found in
InVitro International's Irritection® Assay System Instruction Manual. All data are calculated and
analyzed via a computer program which determines assay result acceptance based upon
qualification parameters defined in the program. In general, the program has been designed to
accept sample data as qualified if the following criteria are met: the OD values of Calibrators
and internal Quality Control samples fall within previously specified ranges; sample blanks are

less than 500 OD units; the net sample OD is greater than -15; and an Inhibition Check is
negative.

RESULTS

The results of this analysis provided a predicted in vivo classification for the test sample. The
software printouts are included in Appendix I.

Tables 3 and 4 present a summary of results for the ChemFree Corporation sample studied.
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Table 3. Summary of Ocular Irritection Results

IVl Sample Dose IDE Predicted Ocular
Number Description Score Irritancy Classification
E7287 1SW7 Parts/Brake 25 ul 12.3 Minimal/Mild Irritant
Cleaning Solution 50 pl 12.6 Minimal/Mild Irritant
75 ul 13.0 Minimal/Mild Irritant
100 pud 13.4 Minimal/Mild Irritant
L 125 pl 13.7% Minimal/Mild Irritant

? Maximum Qualified Score

Table 4. Summary of the Dermal Irritection Results

VI Sample Dose HIE Predicted Dermal
Number Description Score Irritancy Classification
S4383 1SW7 Parts/Brake 25 pul 0.32 Non-Irritant
Cleaning Solution 50 pl 0.47 Non-Irritant
75 ul 0.56 Non-Irritant
100 pl 0.60 Non-Irritant
| B 125 ul 0.66* Non-Irritant

? Maximum Qualified Score
DISCUSSION

A single sample, provided by ChemFree Corporation, was evaluated with the Irritection Assay
System in order to predict its potential to cause ocular and dermal irritation.

A standard volume-dependent dose-response study was performed with the Ocular Irritection test
method. The following volumes of sample were applied for analysis: 25, 50, 75, 100, and 125ul.
The results of the study indicated that the sample of 1SW7 Parts/Brake Cleaning Solution was
classified as a borderline minimal/mild irritant with an IDE score of 13.7.

A similar volume-dependent dose-response study was performed with the Dermal Irritection test
method. The results demonstrated that the sample was predicted to be a non-irritant with a HIE
score of 0.66.

In summary, the Ocular and Dermal Irritection test methods successfully classified the ocular and
dermal irritation potential of this sample.
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