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Document Processing Center
EPA East - Room 6428 Attn: Section 8(¢)Office of Polludon Prevention and Toxics
US tra
1200 Pennsylvania Avenue NW
Washingion DC 20460-0001

RE: TSCA 85) SUBSTANTIAL RISK NOTICE ON:
protcive material

Dear Sirs:

In ur June 28, 2004, submission garding the sub test substance (plese see
tached, M dscused some supplemental information. Enclosed plese nd CD
containing the supplemental report “Augmented acute (4-hour) inhalation toxicity
study with T-7875 in rats.” The enclosed study report does not contain confidential

information.

Sincerely, , wo C8°
(Ae eal CONTA

Cheri Kedrowski
Regulatory Specialist
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RE: TSCA 8(E) SUBSTANTIAL RISK NOTICE ON:protective material

Dear Sirs:

3M has received preliminary results for a four-hour acute inhalation study in ratsconducted with a protective material. The composition for this test substance fsattached.

The study was conducted by TNO Nutrition and Food Research. Eight male andeight female rats were exposed to the test substance vapor at 5.4 mg/L for four hours.Animals were scheduled tobe observed for fourteen days.
Shortly after exposure, al animals showed slight breathing abrormalitics, slight ormoderate sluggishness, piloerection, and blepharospasm. Within one day ofexposure, all animalswere observed to have labored breathing and body weight loss.Within four daysof exposure, two male and two female rats had did.
The test material is an industrial (non-consumer) product commercially available inEurope. Trained operators apply the product using low-pressure spray equipment,Which forms large (40-200 microns), non-respirable droplets compared 10 the ;aerosolized particles (1-2 microns) used in the subject study. 3M has conducted anexposure assessment which indicates minimal-to-no respirable exposure to thisproduct when used as directed.
Two carlir studies are relevant to EPA's analysis of these results. First, 3M hadpreviously conducted an acute inhalation study on a solvent control (the testsubstance with ll components except the active ingredient) at 5.5 mg/L. In thisstudy, two male and two female rats showed slight breathing abnormalities duringexposure, bu these effects were no longer observed shortly after exposure
Second, 3M had previously conducted an acute inhalation study on a related product(containing 1.2% active ingredient) at 20.7 mg/L. Oneofthe eight animals exposed
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(fourofeach sex), scheduled for sacrifice immediately after exposure, died beforenecropsy. Seven of the remaining eight animals (fourof ach sex) died during thescheduled fourteen-day observation period, and the final animal was sacrifices due tots moribund condition. This study had not been reported earlier because there was noexposure as the formulation was never commercialized, and the results of the studycould not definitively be attributed to the active ingredient, We have included it 2ssupplemental information in this submittal. Enclosed please find “Augmented acute(d-hour) inhalation toxicity study with T-787 in rat.”
A final report will be forwarded to EPA when received,
Once a docket number has been assigned for this submittal, please send the docketnumber postal card to Cheri Kedrowski, 3M Center Bldg. 220-2E.02, St. Paul, MN55144,

Please contact Roger Perkins, Ph.D. DABT (651-733-3222) if you have anyquestionsorifwe can provide additional information.
Confidentiality claim:
The specific chemical identityofone ingredient of the test substance is held to be‘confidential business information until a patent application is fled
Sincerely,

Larry RZobel, MD MPH
StaffVice President and Medical Dircetor
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Protective Material
Test Substance Composition

[ChemicalName Tag ConcentrationLemon Fragrance (ART11968 from CPL NoneAromas)
Ethyl Acetate [76—To7 |MethoxymethyTefhoxyprapanol [3459-968Toa |FS-Cladsalkanes J oosmsra 7785][Copolymer of Noneperfluoroalkylsulfonamidoalkyl acrylate andalkyl acrylate modified faty acid dimmers
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bee: 8(e) Committee.
Dale Bacon - Environmental Lab - 2-3E-09Tom DiPasquale~ OfficeofGeneral Counsel ~ 220-1 1-02Larry Johnson — CT&RS — 220-2E-02Carol Ley ~ Occupational Medicine - 220-3W-05Kathy Reed - EH&SO - 42-226Mike Santoro — SMD EHSR - 236-18-10
8(e) Coordinators
Cheri Kedrowski - CT&RS - 2202-02Melinda Mitchell - CT&RS - 220-2E-02
Other
Larry Zobel - Medical Dept. ~ 220-3W-05.Marlene McGrath ~ 3M Canada — LondonDietrich Sinnaeve—3M BelgiumRoger Perkins ~ CT&RS - 220-26-02Dan Hakes - Protective Chemicals ~ 236-1810Teresa Borzcik — Protective Chemicals- 236-1B-10
File Information
TSCA 8(¢) file number: 75‘Toxicology number: T-7913.1Business unit material number: 18988, PM-3862MSDS Doc. No.: 18-9856-8


