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Wednesday, January 26, 2000

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

CONFIDENTIAL BUSINESS INFORMATION

Document Processing Center (TS-730)
Office of Toxic Substances

U.8. Environmental Protection Agency
401 M Street, SW

Washington, DC 20460

Attention: 8(e) Notification Co-ordinator
Generic Name: Substituted Nitrotoluene

Chemical Name: [ ]
Conlﬂamo:» -

CAS Number: [ ]
Test: Mouse Lymphoma and Ames Assays

[ ] received results of two mutagenicity studies. Results
of both a Mouse Lymphoma Mutation Assay and an Ames Test (YV4340) were
positive for the subject chemical.

This substance is under evaluation as a pesticide and is scheduled for use in
small scale field trials with the eventual possibility of registration and use in U.S.
markets. This substance is currently only used in smail quantities by technically
qualified laboratory personnel.

] considers the specific chemical identity and code
number of this substance confidential business information. Disclosure of the
link between our company and this notice will provide the public and competitors
with information that would be detrimental to our competitive position.
Substantial measures have been taken to prevent public disclosure to anyone
other than company personnel, limited government disclosures, and other
persons under contract to us, that we even have a compound which has reached
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this stage of development. The risclosure of our company's identity as a
submitter of this information would alert our competition as to the status of our
research program and, therefore, significantly affect any marketing advantage
that we possess. Because we are pursuing possible registration of this material,
any disclosure of the chemical identity will also result in substantial harm to our
competitive and proprietary position. [ ] also claims the names of our
employees, and the name and location of our research facility as confidential.
We believe that this information would provide a link between our company and
this notice. A non-confidential version of this notice is enclosed for the public -
record.

Sincerely,




| ]

DATA SUBMISSION FOR CONSIDERATION BY THE | | POTENTIALLY
REFERABLE FINDINGS (PRF) COMMITTEE

This form should be submitted via {

]
TEST MATERIAL: | ] STUDY DIRECTOR: [ ]
ASSAY TYPE: L5178Y Mousc Lymphoma STUDY REVIEWER: | i
STUDY NUMBER: [ | PRODUCT TOXICOLOGIST: | 1
SPONSOR TOXICOLOGY MANAGER: SPONSOR: | I

BRIEF DESCRIPTION OF THE FINDING(S) FOR CONSIDERATION

Positive response in Mouse Lymphoma Mutation Assay and in Ames Test (YV4340)

Y (09499/002

DATA SUBMITTED FOR CONSIDERATION BASED ON:

1. New toxicological finding for test material

2. Previously established toxicological finding for test material but potentially referable because it is
observed:-

— at a lower dose level than previously reported

~ after a shorter exposure period than previously reported

— after a shorter latent period than previously reported

— increased incidence or severity than previously reported

— in a different species than previously reported

~ in a different strain than previously reported

— in a different sex than previously reported

- in a different generation than previously reported

— wvia a different route of administration than previously reported

Indicate the category(s) as appropriate.

Submitted by: | ] Date: 11/11/99
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