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Office of Pollution Prevention and Toxics
U.S. EPA
Attn: Section 8(e)
1201 Constitution Avenue, NW
Washington, DC 20004

Subject: TSCA 8(e) Notice 111 11 iil~11)21
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Dear U.S. EPA:

On behalf of Akzo Nobel Surface Chemistry LLC, we are submitting results
from an oral (gavage) fourteen day range-finding study in rats, with an initial
assessment of the maximum tolerated dose, on bis (2-hydroxyethyl) coco
alkylamine, CAS# 61791-31-9. The study was sponsored by Akzo Nobel
Surface Chemistry AB acting as the lead company for the European APAG
Primary Fatty Amine Consortium.

This fourteen day range-finding study was performed to identify appropriate
dose levels for an OECD 422 Reproduction/Developmental Toxicity Screening
Test.

[NOTE: Based on the results of a separate dermal irritation study in rabbits, this
substance is considered corrosive to skin, and this should be kept in mind
when evaluating the results from the fourteen day range-finding study.]

In order to determine the maximum tolerated dose, groups of three female rats
were dosed via oral gavage at levels of 50 -500 mg/kg/day for up to five days.
Significant toxicity was observed in the 500 and 350 mg/kg/day groups. The
maximum tolerated dose was estimated to be in the range of 200 - 300
mg/kg/day.

For the fourteen day range-finding groups of six rats (3M/3F) were dosed via
oral gavage at levels of 75, 150, or 250 mg/kg/day. One control group was
dosed with the vehicle only (Arachis oil BP).

Animals in the 250 mg/kg/day group showed significant toxicity with respect to
clinical signs, weight loss, and necropsy findings that included sloughing and
thickening of the non-glandular region of the stomach. As a result, all animals
in this group were sacrificed on day 10 of the study. The 150 mg/kg/day group
showed slight body weight loss, increased absolute liver weights and a
thickened non-glandular region of the stomach. The 75 mg/kg/day group
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showed a lower degree of toxicity that included increased absolute liver
weights (males only) and one animal with a thickened non-glandular region of
the stomach.

Conclusions

A NOEL (No-Obse rved- Effect Level) was not established due to increased
absolute liver weights and macroscopic changes in the stomach in both the low
(75 mg/kg/day) and mid dose (150 mg/kg/day) groups. The high dose group
(250 mg/kg/day) showed significant toxicity as previously described.

Please contact me if you have any questions at 312-544-7191.

Since rely,

Edwin C. Bisinger Jr., P D, DABT
Director
Regulatory & Applied Life Sciences
Akzo Nobel Services Inc.
525 W. Van Buren St.
Chicago, IL 60607-3835
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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 claim 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 timely claim.Limitations found in the current FedEx Service
Guide apply. Your right to recover from FedEx for any loss, including intrinsic valueof the package, loss of sales, income interest, profit, attomney's fees,
costs, and other forms of damage whether direct, incidentalconsequential, or special is limited to the greater of $100 or the authorized declared value.
Recovery cannot exceed actual documented loss.Maximumn for items of extraordinary value is $500, e.g. jewelry, precious metals, negotiable
instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.
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