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Attn:  Section 8(e) Coordinator (CAP Agreement)
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CAP ID No.: 8ECAP - 0004

Dear Sir/Madam:

On behalf of Rhéne-Poulenc Inc. (RPI, CN 5266, Princeton, NJ 08543-5266) and its
subsidiary Rhéne-Poulenc Ag Company (RPAC), the attached study report is being submitted
to the Environmental Protection Agency (EPA) pursuant to the Toxic Substances Control Act
(TSCA) Section 8(e) Compliance Audit Program and the Agreement for a TSCA Section 8(e)
Compliance Audit Program (CAP Agreement) executed by RPI and EPA.

The enclosed study report provides information on MCTR-131-78. We have diligently
searched our files and have not been able to determine the chemical identity of this
compound. This chemical was synthesized 10 to 20 years ago for pesticide research and
development purposes.

No claims of confidentiality are made for this submission. The title of the enclosed report is
"Report on Dermal LD50 in Rabbits". The following is a summary of the adverse effects
observed in this study.

This report is being submitted under Section 8(e) because chemical burns, erythema, and
edema were observed following application of the test material to the shaved backs of
rabbits. In addition, diarrhea was observed at all dose levels, while salivation was observed
in a few animals. The dermal LD50 was determined to be 750 mg/kg.

No previous TSCA Section 8(e) notices have been submitted on this chemical, but several
will be submitted under the CAP.

Three copies of the report and this cover letter are provided, i.e. one original and two copies.
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Further questions regarding this submission may be directed to the undersigned at 919-
549-2222.

Sincerely,

4 i
S ’
/% €N {/Zf”l?i

Glenn S. Simon, PhD, DABT
Director of Toxicology



Cannon Laboratories, Inc.

P. O.Box 3627, Reading, Pa. 19605 (215) 375-4536

REPORT ON DERMAL LD50 IN RABBITS

SUBMITTED TO: MOBIL OlL COMPANY
ENVIRONMENTAL AFFAIRS & TOXICOLOGY
P.0. BOX 1026

PRINCETON, NEW JERSEY 08540 Pages

REFERENCE: Notebook M0OB-003 96-98
MOBIL SAMPLE: MCTR-131-78 (a clear liquid) LABORATORY NUMBER: 8E-2476
DATE RECEIVED: 8/2/78 DATE COMPLETED: 9/12/78

PROCEDURE: Twelve New Zealand albino rabbits, in a weight range of between 2.0

and 2.3 kilograms, were used in this experiment. The animals were immobilized in
an animal holder and their backs clipped free of hair with an Oster animal clipper
exposing approximately 10% of each animal's skin surface. The test material was
administered dermally on a gm/kg basis. The animals were observed for mortality

at 24, 48, 72 hours and daily thereafter for a total of 14 days (see Table 1).

The dermal LD50 was determined in accordance with the method of Miller and Tainter,
Proc. Soc. Exper. Bio. Med., 57, pp 261-264, 1944, (see Figure 1)

DISTRIBUTION OF MORTALITY:

SPECIFIC DOSE MORTALITY/

DOSE GRAVITY VOLUME NO. OF OBSERVATION DAY

(gm/kg) {(gm/ml) (m1/kg) RABBITS ] 2 3 4 5 6 7 8 9 10 11 12 13 14
0.5 1.23 0.41 1/4 1 0 0 0 0 0 0 0 O 0 0 0 0 0
0.75 0.61 2/4 01 00 0 0 0 1 0 0 0 0 O 0
1.0 0.81 3/4 2 0 0 0 0 00 O 1 0 O 0 ¢0 0

RESULTS: Mobil sample 'MCTR-131-78' exhibited dermal reactions of chemical burns,
erythema, and edema. Diarrhea was observed at all dose levels, while salivation
was observed in a few animals. The calculated LD50, according to the method of
Miller and Tainter, was estimated to be 0.75 *+ 0.19 gm/kg.

BIOLOGICAL TESTING WITH CONFIDENCE Toxicology, Pharmacology, Nutrition, Ecology, Residue and Metabolism Chemistry
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Cannon Laborateries, Inc.

Dermal LDS0 of 'MCTR-131-78' 8E-2476

8l
/

N4 A

Performed By: ./, 122077 Jdeg 27447
Luann Seaman
Technician

Supervised By: QL’DLL,('_([CL) . b&ué(_,
Patricia E. Doyle J
Biologist
Study Director
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Figure 1

The Acute Dermal LD5Q of
'"MCTR-131-78"' in Rabbits

Calculation for Standard Error

DOSE MORTALITY PROBIT
(gm/kg B.W.) (%)

0.5 25 4.33
0.75 50 5.00
1.0 75 5.67
>
=
5_‘ Probit 6(84%) = 1.37
o
2 Probit 4(16%) = 0.42
2S = 0.95
2N = 24

s.p. =22-0:95 _0.95 _ g

V2N V2F 4,90

LD50 = 0.75 + 0.19 gm/kg B.W.

N = Number of Animals Between
Probit 3.5 and 6.5
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Glenn S. Simon, Ph.D., DABT

Director o i
f Toxicology OFFICE OF

Rhone-Poulenc - PREVENTION, PESTICIDES AND
P.O. Box 12014 : TOXIC SUBSTANCES -
2 T.W. Alexander Drive ' : ‘
Research Triangle Park, North Carolina 27709

MAR 20 1335

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). - i '
when submitting follow-up or supplemental information and refer
to the reverse side of this page for “EPA Information 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 >resceived
pursuant to the TSCA §8(e) Compliance Audit Program (CAP) should
already contain information supporting confidentiality claims.
This information is required 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.

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 cooperation with your

organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

Sincerely,
O'Bryé&n

Enclosure \ 2_ D ( q A gi:k Aﬁélysis Branch

@ e i Sopane ik o pper

contains at least 50% recycied fiber



Triage of 8(e) Submissions

Date sent to triage: NON-CAP

Submission number: Z Zé@g iz i TSCA Inventory: Y N @

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)
ECO AQUATO
Group 2 - Ernie Falke (1 copy total)
@ SBTOX SEN w/NEUR
Group 3 - Elizabeth Margosches (1 copy each)
STOX CTOX EPI RTOX GTOX

STOX/ONCO CTOX/ONCO {MMUNO CYTO NEUR

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

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use Only

entire document: 1 2 pages l;k pages Z‘LZ’ 3,g

Notes:

7.28
Contractor reviewer : Date: I J
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Acute dermal toxicity in rabbits is of moderate concern. Single dermal doses of 500, 750, and 1000 mg/kg
applied to the abraded and intact skin of New Zealand albino rabbits (2/sex/dose) resulted in mortality
(1/4, 2/4, 3/4, respectively). The dermal LDs, was 750 mg/kg. Dermal reactions included chemical burns
(2/4 at 500 and 1000 mg/kg), erythema (3/4 at 500, 4/4 at 750, and 2/4 at 1000 mg/kg), and edema (4/4 at
500 and 2/4 at 1000 mg/kg). Clinical signs of toxicity included diarrhea (2/4 at 500, 4/4 at 750, and 1/4 at
1000 mg/kg), salivation (1/4 at 500, 750 and 1000 mg/kg), and tremors (1/4 at 500 mg/kg).



