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Document Processing Center (TS-790) (‘OMPANY :
Office of Poliutlon Prevention and Toxics SANITI o
Attention: Section 8(e) Coordinator ) ZED

. U.S. Environmental Protection Agency

401 M Street, S.W.

Washington, D.C. 20460 ?EHQPQE\' - ”-""(ls \

Re: TSC/ Suction 8(e) Reporting/Notification 8""( ~ 1YY \3‘5
for n.thyl Bromide

Dear Sir or Maudam: :- M-LT

The ‘Chemical Manufacturers Association (CMA) hereby submits for
your office's [nformation, notice of a report regarding methyl bromide
(CAS No. 74-83-%) that has been submitted to EPA pursuant to Section
.6(aYX2) of the Federal, Insecticide, Fungicide and Rodenticide Act
(FIFRA). This notification is made on behalf of the members of the
Methyl Bromide !udustry Panel. The Panel consists of Ameribrom, Inc.,
Ethyl Corporation, Great lLakes Chemical Crop. and TriCal, Inc.

The reportvd informatjion stems from preliminary range-finding
toxicity testing i1 dogs heing conducted pursuant. to California's Birth
Defect Prevent iv: Act of 1984 (SB950). Specifically, the 4-day study
is being cundus Ul Lo establish dose levels for a dog chronic
inhalaticu wiv’ llch is required for the continued registration of
methyl brosiie 44 a1 pesticide in Califorita.

Based upeo the expllcit exemption for pesticides contained in
Section 3 «r cth: 'uxic Substances Control Act (TSCA), and EPA's TSCA
8(e) Statereut «f luterprctation and Enforcement Policy, the Panel '
believes thut 'liis study is not subject to TSCA Section 8(e) reporting
requirements.

The Panel =uuylit confirmatjon of this understanding from EPA
officials in botl the Office of Pesticide Programs and the Office of
Pollution Prevention and Toxics, but received conflicting opinions
regarding the application of TSCA to chemicals regulated under FIFRA.
In. light of the inck of a cousistent policy on the applicability of
TSCA to chemicals slso regulated under FIFRA, the Panel is notifying
the TSCA 8(e) Cucriiunater of the attached submission to the Office of
.Pesticide Progrsus i a precaution.
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The filing of this notice does not authorize any use of the
information by any person outside the EPA Office of Pesticide Programs
or any other release of the reported information to the public. The
studies are the property of the Methyl Bromide Industry Panel and its
‘members and, as such, must be protected by the Agency from public
disclosure. .

If you have any questions regarding this notice, please c&ll me at
202/887-1293.

Sincerely,

4 @7%‘” —
Katthryn Rosica

Manager

Methyl Bromide Industry Panel

Attachment

cc: Methyl Bromide Industry Panel
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FIFRA Section 6(a)(2)
Document Processing Desk

Office of Pesticide Programs - H7504C - COMP ANY SAN‘T‘ZED

U.S. Environmental Protection Agency
401 M Street, NW
Washington, DC 20460-0001

Re: FIFRA Section 6(a)(2) Report

Dear Ms. Douglas:

On behalf of the Methyl Bromide Industry Panel (MBIP), the
Chemical Manufacturers Association submits the attached information
gursnant to Section 6(a)(2) of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) and the EPA guidance on Section 6(a)(2)
reporting requirements published in the Federal Register on July 12,
1979 (1979 Guidance)?. The MBIP consists of three manufacturers of
technical product -- Ameribrom, Inc., Ethyl Corporation, and Great
Lakes Chemical Corporation -- and one major formulator, TriCal, Inc.

Pursuant to the data requirements of California's Birth Defects
Prevention Act of 1984 (SB950), the MBIP is Jjointly conducting a
Chronic 1-Year Dog Inhalation Study. As part.of the preliminary work
being done to conduct the definitive study, a 4-day range-finding study
was designed to determine appropriate dose levels. As more fully
explained in the attached summary, an initial 4-day range-finding study
was terminated after two days of exposure. However, an additional
4-day study at lower dose levels has now been completed. :

According to the 1979 Guidance, the Agency does not require the
routine submission of information regarding preliminary and incomplete
testing:results. Rather, registrants have time after testing has been
done to.complete the final analysis of study results®. Nonetheless,
some of:the: specific effects shown in the aborted 4-day study and the
completed 4-day study may not be known by the Agency. Thus, as a
precaution, the MBIP is advising EPA of the attached information.

! 44 Fed. Reg. 40716 (July 12, 1979).
* See 44 Fed. Reg. 40716, 40718.
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If you have any questions concerning this report, please call me
at (202) 887-1293. :

Sincerely,

» | /JZé%ﬁéyQ2Y1 osica (:éli

Manager
Methyl Bromide Industry Panel

Attachment

cc: Methyl Bromide industry Panel
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Summary of Effects Shown

A 4-day repeated exposure inhalation toxicity study in beagle dogs
with methyl bromide was initiated at Pharmaco:LSR on February 28,
1994." This study was a dose range-finding study to select test
concentrations for a 28-day exposure study. Two groups of three dogs
were scheduled to be exposed to test concentrations of - ppm and
ppm for 7 hours each day. Theses concentrations were selected based on
the results from single 7-hour exposures to individual dogs at
concentrations ranging from to s ppm. The 4-day study was
‘terminated due to extreme toxic effects noted after 2 days of exposure.

At opm, all dogs v:o.ited after the 7-hour exposure on study
day one but appeared noriic. ,.i0or to exposure on day 2. Approximately
3 to 4 hours into the exp:i:.r- on Day 2, vomiting and diarrhea were

noted for the dogs and exp.:ure was terminated. The dogs were
sacrificed on March 2, 19%s.

At ppm, no clinicai signs of toxicity were seen during or
. after the 7-hour exposure: - Day 1 nor through exposure on Day 2.
Approximately 1 hour after «:.osure on Day 2, the dogs showed signs of

hyperactivity characterizc: 2y rapid circling in the cages. During
brief intervals, the dogs -.uld stop circling and appear catatonic.

The staff veterinarian ob:-.ved these animals and the dogs were
sacrificed.

A second 4-day expos.re study was initiated on March 8, 1994 with
2 groups of 2 dogs at ccncentrations of an ppm. At " ppm,
both dogs vomited during :xposure on Day 3 and appeared depressed.
They also showed signs ¢ iow activity during exposure on Day 4. Dogs

exposed to ppm showec = clinical signs of toxicity during the 4-day
study.




3 o 3 , - UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

im v WASH'NGTON, D.C7 20460
um&f

Kathryn A. Rosica
Manager, Methyl Bromide Panel

Chemical Manufacturers Association ] » PREVENTION, PESTICIDES AND
2501 M Street, N.W. ‘ TOXIC SUBSTANCES

Washington, D.C. 20037

DEC 2 7 1994

EPA acknowledges the receipt of information submitted by
your organization under Section 8(e) of the Toxic Substances
.Control Act (TSCA). For your reference, copies of the first
page(s) of your submission(s) are enclosed and display the TSCA
§8(e) Document Control Number (e.g., 8EHQ-00-0000) assigned by
EPA to your submission(s).
hen subr q

o the

on _ and refer
on Requests® .,
All TSCA 8(e) submissions are placed in the public files .
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAP) should
. -already contain information supporting confidentiality claims.
This information is requived and should be submitted if not done
so previously. To substantiate claims, submit responses to the
. questions in the enclosure "Support Information for Confiden-
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions.

o291

formati

X ] . [ AP Q = e = = - L3
t reverse side of this page for “EPA In

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to: :

Document Processing Center (7407)

Attn: TSCA Section 8(e) Coordinator
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency
Washington, D.C. 20460-0001 :

EPA looks’ forward to continued‘cboperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

' 7 Sincerely,
- - 7@-& @%0.4'
_ ‘ Terry R. O'Bryén
Enclosure B [ Risk Analysis Branch
: ;;l}i?‘Li / K ' nnwmanuﬁmﬂh
: ) - ¢g§§ Printed with Soy/Canola lnk on paper that
' containg at least 50% recycled fiber




Triage of 8(e) Submissions

Date sent to triage: JAN 11 !935 @ CAP

Submission number: l Z i ﬁz TSCA Inventory: O N D

Study tyoe (circle appropriate):

Group 1 - Dick Clements (1 copy total)

Group 2 - Emie Falke (1 copy total)

ATOX W SEN W/NEUR

Group 3 - Elizabeth Margosches (1 copy each)
STOX CTOX EPI RTOX

STOX/ONCO CTOX/ONCO IMMUNO CYTO

Other (FATE, EXPO, MET, etc.):

GTOX

NEUR

*

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATAE.\SE ENTRY

For Contractor Use Only

entire document:@ 1 2 pages 4; 2 o

Notes:

Contractor reviewer : PM Date:
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-CPSS- 0609951336

00000000000
> <ID NUMBER>
8(E)-12941A

> <TOX CONCERN>
ND

> <COMMENT>
SUBACUTE INHALATION TOXICITY IN DOGS COULD NOT BE DETERMINED DUE

TO LACK OF DOSE INFORMATION PROVIDED IN THE STUDY SUMMARY
SUBMITTED. DOGS WERE EXPOSED TO VAPORS OF THE TEST MATERIAL FOR
7 HOURS AT VARIOUS CONCENTRATIONS FOR 2-4 DAYS. CLINICAL SIGNS
INCLUDED VOMITING, DIARRHEA, HYPERACTIVITY (RAPID CIRCLING),
CATATONIC STATE, DEPRESSION, AND LOW ACTIVITY.
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