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United States Environmental Protection Agency
Office of Pollution Prevention and Toxics
Confidential Business Information Center (CBIC)
EPA East Building, Room 6428

1201 Constitution Avenue

Washington, DC 20004

Subject: Declassification Activity, Health and Safety Filing
DCN: 8EHQ-08-17320

Dear TSCA Declassification Coordinator:

In response to Mr. Sherlock’s electronic mail request of March 16, 2011 regarding confidentiality
claims for the identity of the chemical substance that was reported under TSCA Section 8(e) by
Ciba, dated November 12, 2008, BASF Corporation (successor to Ciba) hereby withdraws all
claims of confidentiality made with respect to the Section 8(e) report in question.

Please note that this withdrawal of confidentiality is intended only to allow EPA to reveal to the
public the information that was claimed confidential at the time of the report in question. BASF
Corporation is not relinquishing any property rights in the study in question.

Attached is a public version of the document (copy of the original submission), with the declassified
data circled and document control number (DCN) identified.

If you have any questions regarding this letter, please contact Janet Cerra at (973) 245-6693.

Sincerely,

ymd‘da/w

Janet Cerra
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November 12, 2008 Via Courier

TSCA Confidential Business Information Center (7407M)
EPA East - Room 6428 Attn: Section 8(e)

U.S. Environmental Protection Agency

1201 Constitution Avenue NW

Washington, DC 20004-3302

Phone: (202)564-8940

Subject: TSCA 8(e) Notice ~)Irganox L 135/1135 (TK 11014) /

Dear Section 8(e) Coordinator;

In accordance with EPA’s March 16, 1978, Policy Statement on Section 8(e) reporting under the
Toxic Substances Control Act (TSCA), and the EPA’s June, 1991 TSCA Section 8(e) Reporting
Guidemishes to bring to the attention of the Environmental Protection Agency
the results observed r a Prenatal Developmental Toxicity

Study in the Himalayan Rabbit (OECD 414). The chemical name is{Benzenepropanoic acid,

is(1,1-dimethylethyl)-4-hydroxy-, C7-9- d alkyl estergand the CAS number is\ 12
61-0 NThe study is being conducted by\RCC Ltd in Fiillinsdorf, Switzerlan\d.\>

four of female rabbits (20 per treatment group) were treated by gavage with
Irganox L 135/1135 (TK 11014), once daily from day 6 post coitum (implantation) to day 27 post
coitum (the day prior to Caesarean section) at dose levels of:

Group 1 0 mg/kg body weight/day (control group)
Group 2: 20 mg/kg body weight/day
Group 3: 40 mg/kg body weight/day
Group 4: 80 mg/kg body weight/day

In group 4, mean food consumption was reduced, at times statistically significantly, throughout
the treatment period. Mean body weight gain and body weight were also reduced. Post-
implantation loss was statistically significantly increased and as a result, the total number of
fetases was statistically significantly reduced. One dam aborted. During macroscopic




Declassification Activity, Health and Safety Filing
DCN: 8EHQ-08-17320

examination, a higher number of findings were noted in group 4 than in the other dose groups,
especially in the stomach, kidneys and gall bladder. The weight of the thyroid and adrenal glands
was increased on both sides. This increase was not statistically significant and was not
considered to be adverse. Mean fetal weights in group 4 were statistically significantly reduced.
There were also more visceral abnormalities in the fetuses than in the control group. There was
reduced cranial ossification, as well as reduced digit/limb ossification. The findings from the
skeletal and cartilage examinations suggest a possible minor disturbance in the development of
the axial skeletons of the fetuses. These findings in the dams and fetuses were considered to be
attributable to maternal toxicity.

In group 3, there was no indication of maternal toxicity. There was reduced cranial ossification
and reduced ossification of the digits in the fetuses, which was considered to be a minor fetal
effect that is transient and with no adverse impact on further development or health of the
offspring.

In group 2, there was no indication of maternal toxicity. The hint of reduced ossification of the
digits in the fetuses was within the historical control data.

Based on these interim resnlts of this study, the maternal NOEL was considered to be 40 mg/kg

body weight/day. The NOAEL for fetal organisms was considered to be 40 mg/kg body.

weight/day.

anox L.135 §s a hindered-phenol antioxidant with effects similar tg phenobarbital-like liver
inducers that interfere with rodent thyroid hormone metabolis reported toxicity test
results on this effect fon a previous 8(e) report)(April 16, 1991). JThis effect,
which we believe is largely responsible for the maternal toxicity in the present study, is
considered a rodent-specific phenomenon and of minor relevance to man.

A study report is expected in 4-6 weeks which will be provided immediately to the EPA. A
sanitized copy of this notice and a Confidential Business Information Substantiation form is also
submitted pursuant to TSCA 8(e) requirements. If you have questions or require additional
information, please contact me.

Sincerely yours,

T,

Marie Paquette
Manager EPA Compliance
914-785-4288
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1 Use the 'Print' button on this page to print your label to your laser or inkjet printer.
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2. Fold the printed page along the horizontal line.
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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 onginal 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 resuit 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, attorney’s fees,
costs, and other forms of damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared value.
Recovery cannot exceed actual documented loss.Maximum 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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