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July 29, 2010 A
TSCA Confidential Business Information Center (7407M)
EPA East — Room 6428 o=

Attn: Section 8(e)

U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington, DC 20460-0001

Re: TSCA Section 8(e) Notification of Substantial Risk: Dow Coming® APZ-3
Dear TSCA Section 8(¢) Coordinator:

In accordance with the provisions of Section 8(e) of the Toxic Substances Control Act
(TSCA), as interpreted in the TSCA Section 8(e) Policy Statement and Guidance, Fed.
Reg. 33129 (June 3, 2003) and other Agency guidance, Dow Corning Corporation
submits information concerning a study with Dow Corning® APZ-3.

Submission of this report at this time is driven by a recent review of existing study
reports for materials that share structural similarity with a material of commercial

interest. This report was previously submitted to EPA pursuant to TSCA §5 obligations.

Dow Corning has not made a determination at this time that any significant risk of injury
to human health or the environment is presented by the study findings.

Chemical Substance
Dow Corning® APZ-3
Composition:

> 60% proprietary siloxane
1.0 — 5.0 wt% Glycidoxypropyl trimethoxysilane (CAS Number: 2530-83-8)

DCN:88100000381

e
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DOW CORNING

Study Title

Genetic Evaluaton of Dow Corning® APZ-3 In Bacterial Reverse Mutation Assays
(Report number: 1987-10005-1631)

Summary

The test article was evaluated for genetic activity in the Salmonella typhimurium and
Escherichia coli Reverse Mutation assays as outlined in the “O.E.C.D. Guidelines for
Testing of Chemicals”. Under the conditions of this study the test article was determined
to be mutagenic.

Details
Study Design:

The objective of this study was to evaluate the test material for genetic activity in the
Salmonella typhimurium and Escherichia coli Reverse Mutation assays as part of the
Minimum Premarket Data Set for new chemicals. The following strains were tested
Salmonella typhimurium strains TA1535, TA-1537, TA-98, and TA-100 and Escherichia
coli strain WP2. Bacteria were exposed to the five concentrations of test article (312.5,
625, 1250, 2500, and 5000 ug per plate) in the presence and absence of a mammalian
activation mixture (S-9 mix). The solvent used was dimethylsulfoxide (DMSO). The
concentration of test article, solvent control, or positive control and tester strain were
added to 2 mL top agar held at 45°C, which was then pour-plated immediately on the
surface of hardened minimal agar. In the non-activation assay, 0.5 mL phosphate buffer
was added just prior to plating while 0.5 mL S-9 activation mix was added for the
activation assay. Positive control assays were conducted with each experiment and
consisted of direct-acting mutagens for non-activation assays and mutagens that require
metabolic biotransformation in activation assays. Negative control, DMSO, consisted of
the test article solvent in the overlay agar together with the other essential components.
Plates were incubated for 72 hours and counted. All testing was done in triplicate.




DOW CORNING

Results

The test article elicited a dose related positive response to strain TA-1535 with S-9
activation. A weak dose related response was also obtained with strain TA-100 in the
presence of an S-9 activation mix. The test article, therefore, was considered mutagenic
under the experimental conditions. The mutagenicity observed is consistent with and
corroborates with the known mutagenic potential of glycidoxypropyl trimethoxysilane, a
component of APZ-3.

Actions

Dow Corning has not made a determination at this time that any significant risk of injury
to human health or the environment is presented by these findings. Dow Corning
Corporation will notify EPA of any further relevant information that may be developed
concerning this product. A copy of the final report is attached to this letter.

If you have any questions concerning this submission, please contact me at (989) 496-
8046, kathy.plotzke@dowcorning.com, or at the address provided herein.

{va/ﬁ/a/c%

Kathleen Plotzke, Ph.D.
Director, Health and Environmental Sciences




DOW CORNING CORPORATION
Toxicology Department

File No.:

GENETIC EVALUATION OF DOW CORNING® Reference No.:  TX~-87-9964-07
APZ~3% IN BACTERIAL REVERSE

MUTATION ASSAYS Series No.: I-0005-1631
Authors:

Lot No.s

GLP/QRD: Submitted By:

Reported By:

Checked By: Date: July 22, 1987

This summary of datd and conclusions 18 based upon the sample recelved.
Additional studies way be required as specific uses and formulations are
developed or if process changes occur,

ABSPRACY

The test material was evaluated for genetic activity in the Salmonella
~typhimurium and Escherichia coli Reverge Mutation assays as outlined in
“§*:E.C.D. Guidelines for Testing of Chemicals” - Draft Protocol Nosg, 419 and
420, The test material elicited a strong Jose related positive response to
strain TA~1%35 with activation. A weak dose related response was also
obtained with strain TA-100 in the presence of actlvation mix. The test
material, therefore, is mutagenic under the conditions of this teat.

*Siloxanes and silicones, dimethyl, methylvinyl, hydroxy terminated, reaction
products with trimethoxy [3- (oxirany}.methoxy)pmpyl] ailane

Digteibution
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OBJECTIVE

™e objective of this study was to evaluate the test material for genetic
activity in the Salmonella typhimurium and Bscherichia coli Reverse Mutation
Assays as outlined in O.B.C.D. GUIDELINES FOR TESTING OF CHEMICALS (CRF 46
{162) /8-21-81) as part of the Minimum Premarket Data Set for new chemicals,

MATERIALS

A, faest Material

TX-87-9964~07

B. Indicator Microorganisms

Salwonella typhimurium, str, Th~1535 TA-98
Ta~1537 TA~100

Bscherichia coli, str. Wp2

¢, Activation Sysgtenm

Bacteria were exposed to the test substance both in the presence and
absence of a mammallan activation mixture {(S~% mix) prepared in accordance
with published protocols (Ames, et al,, 1975y Matsushlma, et al., 1976},
using a 9000 x g supernatant prepared from Sprague-Dawley adult male rat
liver induced by AROCLOR 1254 five days prior to kill

D. Positive Control Chemicals

Chemicals used for positive controls in the non-activation and activation

assaysa,
Assay Chemical* ug/plate Bacterial Strain
Non~activation Sodium Azide (AZ) 18 TA~-1835, TA-100
9~Amino Acridine (AA) 50 TA-1537
2-Nitrofluorene (NF) 10 TA-98
N~Methyl-N-nitro-N-
nitrosoquanidine (MNNG) 10 wp2
Activation 2-Anthramine (ANTH) 10 All Strains
B. Solvent

pimethylsulfoxide {DMSO) was used to prapare dilutions of the test
material.



EXPERIMENTAL DESIGN

Five concentrations of the test material, separated by half-log intervals,
were evaluated with and without metabolic activation. Concentration of test
chemical (concentrations used are given in each data table) and appropriate
testor strain were added to 2 ml top agar held at 45°¢, which was then pour-
plated immediately on the gurface of hardened minimal agar. 1In the non-
activation agsay, 0.5 ml phosphate buffer was added just prior to plating
while 0,5 ml S-9 activation mix was added for the activation assay. Yositive
and negative control assays were conducted with each experiment and consisted
of direct~acting mutagens for nonactivation assays and mutagens that require
metabolic biotransformation in activation assays. Negative controls conslsted
of the test article solvent in the overlay agar together with the other
esgsential components, Plates were incubated for 72 hours and counted, All
testing was done in triplicate,

RESULYS

See attached Tables I-V for results. The test material elicited a strong dose
related positive response to strain TA-1535 with activation, A weak douse
rélated response was also obtained with strain TA-100 in the presence of
activation mix, The teat material, therefore, is mutagenic under the
cdnditions of this test,

DATA

THe ‘data are presented as the number of revertant colonles per plate, fThe
nupber of revertant colonies on both negative (solvent) and positive control
plates are also presented, The mean (x) number of revertants per plate and
standard deviation are also given.
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QUALITY ASSURANCE BTATEMENT

This report represents data generated by the Toxicology Department,

This study was conducted according to
EPA Toxic Bubstances Control; Good Laboratory Practices Regulations; 40 CFR,
Part 792, Vol. 48, Wo. 230, The results reported accurately reflect the data
genarated. ALl raw data is located at

Study Started: June 26, 1987
Study Completed: June 29, 1987
Date Audited: June 26, 1987

Report Issued: July 22, 1987
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UPS Internet Shipping: Shipment Label Page 1 of 1

UPS Internet Shipping: View/Print Label

1. Print the label(s): Select the Print button on the print dialog box that appears. Note: if your
browser does not support this function select Print from the File menu to print the label.

1~

Fold the printed label at the solid line below. Place the label in a UPS Shipping Pouch. If you
do not have a pouch, affix the folded label using clear plastic shipping tape over the entire label.

3. GETTING YOUR SHIPMENT TO UPS
Customers without a Daily Pickup
Schedule a same day or future day Pickup to have a UPS driver pickup all of your Internet
Shipping packages.
Hand the package to any UPS driver in your area.
Take your package to any location of The UPS Store®, UPS Drop Box, UPS Customer Center,
UPS Alliances (Office Depot® or Staples®) or Authorized Shipping Outlet near you. ltems sent via
UPS Return ServicesSM (including via Ground) are also accepted at Drop Boxes.
To find the location nearest you, please visit the 'Find Locations' Quick link at ups.com.

Customers with a Daily Pickup
Your driver will pickup your shipment(s) as usual.
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