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SUBJECT: TSCA 8(e) Notice

Dear TSCA Section 8(e) Coordinator:

On behalf of Akzo Nobel Polymer Chemicals LLC we are submitting data on an OECD 487 in
vitro Mammalian Cell Micronucleus Test with tert-amyl hydroperoxide CAS# 3425-61-4. The
study was conducted as part of the REACH (Registration, Evaluation, Authorization and
Restriction of Chemicals) program.

The study was conducted to evaluate the potential of the test item, to induce an increase in the
frequency of micronucleated cells, in L5178Y TK™ mouse lymphoma celis.

After a preliminary toxicity test, tert-amyl hydroperoxide, was tested in three independent
experiments, with and/or without a metabolic activation system, the S9 mix, prepared from a
liver microsomal fraction (S9 fraction) of rats induced with Aroclor 1254, as follows:

B | Firstexperiment | Second experiment | Third experiment |
\Without SO mix | 3 h treatment + | 24htreatment+ | |
! 24 h recovery 20 h recovery 5
WithS9mix |  3htreatment+ | 3 htreatment + 3htreatment+ |
| 24 h recovery 24 h recovery ; 24 h recovery |

Each treatment was coupled to an assessment of cytotoxicity at the same dose-levels.
Cytotoxicity was evaluated by determining the PD (Population Doubling) of cells and quality of
the cells on the slides has also been taken into account.

The test item was dissolved in dimethylsulfoxide (DMSO).
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Experiments without S9 mix
The dose-levels selected for micronucleus analysis were:

3-hour treatment: 4.7, 9.4 and 18.8 pug/mL (higher dose-levels being too cytotoxic)
24-hour treatment: 10, 20 and 30 ug/mL (higher dose-levels being too cytotoxic)

No significant increase in the frequency of micronucleated cells was noted after the 3-hour
treatment. Following the 24-hour treatment, an increase in the frequency of micronucleated
cells (exceeding the threshold of 2.5-fold the vehicle control value) was observed at 30 pg/mL.
This increase was statistically significant (p < 0.05). However, the corresponding
micronucleated cells remained within the historical data range of the vehicle control (5
micronucleated cells in 1000 cells versus 0-5 for the historical data). Consequently, this
increase is considered as equivocal.

Experiments with S9 mix
The dose-levels selected for micronucleus analysis were as follows:

First experiment: 9.4, 18.8 and 37.5 ug/mL (the latter inducing a 45% decrease in

the PD)

Second experiment; 4.7, 9.4 and 18.8 ug/mL ( the latter inducing a 55% decrease in
the PD)

Third experiment: 10, 20 and 30 ug/mL (the latter inducing a 57% decrease in the
PD)

In all experiments, slight increases in the frequency of micronucleated cells (exceeding the
threshold of 2.5-fold the vehicle controf value) were observed. These increases reached
statistical significance in the first and third experiments and were dose-related. Therefore,
these increases being reproducible in independent experiments, they were considered to be
biologically significant.

Conclusion

Under the experimental conditions of the study, the test item, Tert-amyl hydroperoxide, induced
chromosome damage, or damage to the cell division apparatus, in cultured L5178Y TK*
mouse lymphoma cells, in the presence of a rat metabolizing system. In the absence of a rat
metabolising system, its potential to induced chromosome damage, or damage to the cell
division apparatus, remained equivocal.

Please contact me at (312) 544-7061 if you have any questions regarding this letter.
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Sincerely,
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Louette Rausch

Expertise Leader Regulatory Affairs Americas
Akzo Nobel Services Inc.

525 W. Van Buren

Chicago, 1l 60607
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After printing this label:

1. Use the 'Print' button on this page to print your label to your laser or inkjet printer.

2. Fold the printed page along the horizontal line.

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning. Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number.

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be
responsible for any daim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery, misdelivery,or misinformation unless
you declare a higher value, pay an additional charge, document your actual loss and file a tmely claim.Limitations foundin the current FedEx Service
Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, attorney's fees,
costs, and other forms of damage whetherdirect, incidental,consequential, or special 1s limited to the greater of $100 or the authazed declared value.
Recovery cannot exceed actual documated loss Maximum for items of extraordinary value is $500, e.g. jewelry, precious metals, negotiable
instruments and otheritems listed in our ServiceGuide. Wntten claims must be filed within strict time limits, see current FedEx Service Guide.
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