Be O ;
elf atochem

ELF ATOCHEM NORTH AMERICA, INC.
900 First Avenue, P.0O. Box 1536
King of Prussia, PA 19406-0018

Tel: 215-337-6500

/o]

i

.
T wm
Ers%sg’;% A ot (/ /-\\\ :

Subject: TSCA Section 8(e) Submission

Dear Sir/Madam:

Elf Atochem North America Inc. is submitting the attached study to the Environmental

Protection Agency (EPA) pursuant to Toxic Substances Control Act (T SCA) Section 8(e).
This study does not involve effects in humans.

The enclosed study sSummary recently came into our possession via our parent company in
France and provides information on ADAMQUAT BZ 80. ADAMQUAT BZ 80 is N,N-Dimethyi-
N-[2-[(1-oxo-2-propenyl)oxy]ethyl], benzenemethanaminum chioride (CAS No. 46830-22-2).

This product is manufactured for research and development purposes by EIf Atochem for use
as a monomer in polymer synthesis.

Nothing in this letter or the enclosed study report is considered confidential business
information of Elf Atochem.

The title of the enclosed study summary report is ADAMQUAT BZ kin Sensitization Test

in Guinea Pigs. The following is a summary of the adverse effects observed in the skin
sensitization test.

ADAMQUAT BZ 80 was tested for
injection and skin application to
method. The test material prod
strong sensitizer.

potential to produce allergic skin reaction by intradermal
guinea pigs using a modified Magnusson and Klingman
uced a 70% (14/20) sensitization rate and was classified as a
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Eif Atochem has not previously filed any 8(e) notices on the subject material. A
premanufacture notification was previously submitted by Elf Atochem and assigned case
number P93-1395.

Results from the study summary report are being included in the current Elf Atochem Material
Safety Data Sheet for ADAMQUAT BZ 80.

A copy of the full study will be submitted to the Agency as soon as it becomes available.
Further questions regarding this submission may be directed to me at (215) 337-6892.

Sincerely,

C.H. Farr, PhD, DABT
Manager, Product Safety
and Toxicology

Enclosure
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STUDY No. 6531 TSG | o

At the request of Atochem S.A., Paris-la-Dé&fense, France, the sensitiza-
tion potential of the test substance ADAMQUAT BZ 80 was evaluated in
guinea-pigs by intradermal injection and cutaneous application, according
to the maximization method of Magnusson and Kligman (1), the 0.E.C.D.
Guideline No. 406 and the Principles of Good Laboratory Practice
(O.E.C.Dﬂ. 12th May 1981).

10 females).

The sensitization potential of the test substance was evaluated after a
10-day induction period during which the animals were treated with the
vehicle (control group) or the test substance (treated group). On da; 1,
0.1 ml of the test substance was administered by intradermal route at a
concentration of 10%. On day 8, 0.5 ml of the test substance in its
original form was applied by cutaneous route. After a period of 12 days
without treatment, a challenge cutaneous application of 0.5 ml of the
vehicle (left flank) and 0.5 ml of the test substance in its original fornm
(right flank) were then performed on all animals. The substances were held
in place for 24 hours by means of an occlusive dressing. The cutaneous
reactions were then evaluated at the challenge application site, 24 and 48

hours after removal of the dressing.

After the final scoring period, the animals were sacrificed and cutaneous
samples were taken from the challenge application sites in all animals.

No histological examination was performed on the Ccutaneous samples.

Reference

(1) Magnusson, B.; Kligman, A.M.: The identification of contact allergens
by animal assay. The guinea Pig maximization test. J. Invest. Derm.

52: 268-276 (1969).




STUDY No. 8531 TSG 7

the treated group were observed. The positive reactions consisted of a
well-defined or moderate to severe erythema after 24 hours in 7/10 males
and 7/10| females. The posidive reactions had reversed after 48 hours
slight cutaneous reactions in 7/10 males and 6/10 females or remained
positive (erythema, score of 2) in 1/10 females. The slight cutaneous
reactions noted in 2/10 males and 1/10 females were unconclusive of g

sensitization process.

of a sensitization process in 5% (1 out of 20) Buinea-pigs or as due to a
slight sensitization process in 65% (13 out of 20}). The allergenicity
level of the test substance ADAMQUAT BZ 80 was IV "Strong" in guinea-
pigs. al
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C.H. Farr
Manager, Product Safety and Toxicology OFFICE OF
EIf Altochem North America, Inc. Ewggggm;oxnc

900 First Avenue, P.O. Box 1536
King of Prussia, Pennsylvania 19406-0018

JAN 18 1394

Substances Control Act (TSCA). For your reference, copies of the
first page(s) of Your submission(s) are enclosed and display the
TSCA Section 8 (e) Document Control Number (i.e., 8EHQ-0000-0000
Init.) assigned by EPA to your submission(s). Please refer to

ensure that this information is provided to the Agency). When
Substantiating any/all claims, answer the questions detailed in
the following attachment.

For NON-cap Submissions, any confidentiality claims should be
Supported by submission of information as described in the
attachment(s).
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