BOVINE CORNEAL OPACITY AND PERMEABILITY ASSAY - RESULTS OF A TWO LABORATORY REPRODUCIBILITY STUDY
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Test Guideline describing the BCOP assay has been approved (OECD TG437). The BCOP is used to assess the potential
ocular irritancy of test chemicals based on the induction of opacity and permeability (to fluorescein) in freshly isolated
bovine corneas. Although ICCVAM has recommended the BCOP assay for screening of severe/corrosive ocular irritants,
routine use of the assay in non-regulatory industry screening programs suggests that the test system may be used to
discriminate between mild, moderate and severe eye irritants, particularly within specific chemical classes.

* Interestingly, no dose response was observed in the BCOP assay between the 10% and 1% concentrations of cetylpyridinium bromide, in either lab. Unlike other
cationic surfactants (e.g. benzalkonium chloride), the opacities induced by cetylpyridinium bromide were relatively low.
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corneal opacity and permeability (relative to the control corneas), in vitro scores were determined. Mean in vitro scores
for the three trials were calculated and used to determine the eye irritation classifications, according to the classification
system established by Sina,1994.
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e Benzalkonium chloride 1%: 2 moderate and 1 severe prediction
e Cetylpyridinium bromide 1%: 2 mild and 1 moderate prediction

e Cetylpyridinium bromide 10%: 1 mild and 2 moderate predictions
e Sodium lauryl sulphate 15%: 2 mild and 1 moderate prediction

Conclusions

Table 1 Comparisons of the BCOP In vitro Score classification and in vivo classifications
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* Negative control corrected OD, values for the test chemicals and the positive control were calculated

Final Corrected OD,,, = Blank Corrected OD,,,— Mean Negative Control OD,,, Criteria for Determination of a Valid Test

The BCOP assay was accepted when the positive control (ethanol or imidazole) caused an In Vitro Score that fell within two standard deviations of the individual

« Mean OD, , values of each treatment group were calculated lab’s historical mean.

In Vitro Score In Vitro Classification ’
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