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April 20, 1994

TSCA Document Processing Center (TS-790)

Office of Prevention, Pollution and Toxic Substances
U.S. Environmental Protection Agency

401 M Street, S.W.

Washington, D.C. 20460

Attn: 8(d) Health and Safety Data Reporting Rule

Re: 58 FR 28511 (Mavy 14, 1993) [OPPTS=-82040; FRL-4182-1]
Health and Safety Data Reporting:; 40 CFR Part 716
ITC 30-Listed Siloxanes and Silicones

Dear Sir:

The enclosed information is submitted on behalf of Dow Corning

Corporation, Midland, Michigan, 48686-0994, in compliance with
- the referenced health and safety data reporting rule.

Listed Chemical Substance(s):

141-62-8 Decamethyltetrasiloxane identified as
TX-46a
63148-62-9 Siloxanes and silicones, di-Me (Dimethyl

silicones and siloxanes) identified as
TX-46b and TX-46c¢c and TX-46d

Title of Submitted Study:

REPORT TO DOW CORNING CORPORATION IRRITATION STUDIES ON SEVEN
SAMPLES

Dow Corning Corporation
May 1, 1964

Manufacturer:

Dow Corning Corporation
2200 West Salzburg Road
Midland, MI 48686-0994

DOW CORNING CORPORATION, MIDLAND, MICHIGAN 48686-0994 TELEPHONE: (517) 496-4000




=

If you require further general information concerning this
submission, please contact Dr. Rhys G. Daniels at
517-496-4222. For further information concerning the
submitted study or the toxicological properties of the listed
chemical substance, please contact Dr. Robert G. Meeks at

517-496-8629.

Sincerely,

M &. B

Alvin E. Bey
U.S. Area Vice-President
Corporate Director HES
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for:the purpps ¢ of.co
oying rabbits as test' animals, I addition skin irritation

med on

‘samples TX-478 and TX-47b.

¢

ocedures -

The procedures followed in the evaluation of cach matérial were




of the; nght eyevof each teat '-abbxt in'a group of five

R

tandar scormg system* The maxxmum p0551ble score at any one i

‘xammauon and scormg perzo& xs 110 pomts whn.h mdzcates ma.mmal

After the comolenon of the fest the scores were analyzed and v
a descnptwe eye irritation ra.tmg was assxgned to the test matcnal

The- cntena used for assignment of the descnpnvo ratmg were the .

+

frequency, the extent and the persmtcnce of 1rntauon or damag

‘whxch occurred to the three oaular tissues. In the classxfzcatmn sys~ '

‘Methods for the Study of Irritation and Tomcxty of
1i:3 Topically to the Skin and Mucous Membrane
oodard Ge@ifrey, and Calvery, Herb@xi




Nou-Ir*z_,tatmg : f“ Sl
Practically.Non- I.rntatmg
_Mxmmally hntatmg e
M:.ldly Irritating ‘
'Moderately Irz 1tatmg

©

- "Severely Irritating -
e “Extremely‘ Irrltatmg

R
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pr‘qperuc\és“of the_ tegt matenals.

ot

‘.that of f)rame et al*

g

'.ior,ﬂ'b'thc, appl1<;ati0n of he

sxtes and securcd in place by means of thin strips of adhesive: tape.

In the above manner, the test .‘r'atenal was evaluated for pri-
mary irritation on each of four rabbits, a total of eight sites {four in-

'ta_c_tt and four abraded) being employed.

: "Methods for the Study of Irritation and Toxicity of Suhstances Ap- R
- ]ghed Topically to the Skin and Mucous Membranes™, Draize, Johu
H., Woodard, Geoffrey, and Calvery, Herharm %TZ?Q‘ R F%z%z;wﬁm e
'...*:B Ther., 82, 4, Ducember 1944 R :
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d sxtes were i’ecorded separately ior each @f .

atmn grade ] for both intact and abraded sKin. Fmally, the lat'z;er twn

~‘...\

meams Werc averaged to glv* a combxned average u'rltatxon svore. “'

The- scoring criteria for e‘-ythuma and edema are shown in Table I
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“As. Eye Irritation Test - Albino Rab

its
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TABLE IT'

TEST MATERIAL: TX-46a -

Eye Irritation Té'st - Albino ‘Rabbits -

S Rabbit 24 8 72 9% 7
-Tissue - Number Hour Hours Hours Hours ovrs “Days

“Conjunctiva

Total - -

.;Cd'njunct.iva
.+ Tot.
‘i‘\ o

‘Cornea
“Iris
- Conjunctiva
" Total

Cornea

Iris
Conjunctiva
Total

Cornea

Iris
Conjunctiva
Total

J_&_\_rgrages
Corneca

Iris
Conjunctiva
‘Total

Rating: Practically Non-Irritating




TABLE II

TEST MATERIAL: TX-46b -

* Eye Irritation Test - Athino Rabbits

Tissue

CRabbit 1 24 48 72 . geiin g

- Coernea
CoIrds,

' Conjunctive.

- Number Hour Hours Hecurs - Hours HoursDays '

Conjunctiva

Tota',li‘ ;

, .Coujunctiva
’ Total .

Cornea

Iris
Conjunctiva
Total

‘Cornea
Iris'
Conjunctiva
Total

vite © ©

. Averages
e T S O

Cornea

Iris

Conjunctiva

Total

" Rating: Minimally Irritating




TEST MA'I‘ERIAL' T\ 46c

Eye Irrltatxon Test - Albzno Rabbl*s

 Rabbit 1

24 48 72

Number Hour Hours Hours

-Hours Hoursa

Days

1

_Cornea’
“Iris
.Conjunctiva
Total

Cornea

Iris
Conjunctiva
Total

Cornea

. Iris
Conjunctiva

‘Total

it OO

L ~Averages
Cornea
Iris
Conjunctiva

wjw 4 ©
it © ©
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TABLE V'

TEST MATERIAL: TX-46d

. ‘Eye Irritation Test - Albino Rabbits

TR

'Cornea
“Iris
.. Conjunctiva
7. Total

Cornea
Iris
" Conjunctiva.
Total e

foite @ O

e
iy Aver ages
“Cornea
. Iris
.- Conjunctiva

5 imally Irritating




TABLE VI .

TEST MATERIAL: TX-4bc

Eye Irritation Test - Albino Rabbits

© ‘Rabbit 1. .24 48 72 - T
Number Hour Hours Hours Hours. Hours  Day

: ;G&ﬁjiinctiv:i
+, -Total '

" Cornea

Iris
~Conjunctiva
Total

Gornea
. Iris
Conjunctiva
Total

’ ‘lélgefages
-Cornea
. Iris
o Conjunctiva
“ Total

‘Rating: Minimally Irritating
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TEST MATERIAL: TX-47a

< Eye :Irr'itation; Test - Albino Rahbxts

- Number IHour Hours Hours Hours Hours ‘Days

Gonjunctiva -

: Coqjuﬁé:tiv'é. L
Total -

Iris
_ Conjunctiva
k Do Total

Cornea
. Iris
.. Conjunctiva
" .. Total

o Avérages .
CGornea

Iris -
Conjunctiva
- Total




T AB LE V?EE

TEbT MATERIAL ‘T’K %?i;

‘Rabbit -
< Number

“ Iris
Conjunctiva
‘Total

- Cornea
~Iris

Conjunctiva
Total

-Avém&g_gg
Coraea
CJIris
. Conjunctiva
Total
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“The results of the skin

rritation tests are preésent




TABLE IX-
TEST MATERIAL: TX-47a
Primary Skin Irritatioa

Resulti

Irritation Scores
Intact Skin Abraded Skin Combined
24 Hours 72 Hours 24 Hours 72 Hours Average:. -

3.0 1.0 4.0 1.0
3.0 1.0 40 1.0
3.0 1.0 3.0 1.0

3.0 +. 0 1.0

" Primary Irritation Rating: Mildly Irritating




TEST MATERIAL: TX-47b -

- Primary Skin Irritation

P

. ‘R‘ésu.lts

‘ Irritation Scores == U
. Intact Skin . . Abraded Skin
24 Hours 72 Hours - 24 Hours 72 Hours-

2.0°
1.0

1.0




Eve Irritation Rating

Fractically Non- Irntatu;g
Minimally Irritating
T Minimally Irritating
T TX-46d  Minimally Irritating
TX-46e = | Minimally Irritating
TX 47a - Minimally Irritating Mxldly Irrrtatmg
)s. 4tb .. Minjmally Irritating : Mxldly Irritating.

. Respectfully submitted,

‘ / 2

AN Palazzg B.S.
Departmental D1rector
Acute Toxicity Department

S "’\_U\KE» |
'Report approved by: JI8hn H. Kay, D.
C Associate Director
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J. C. Calandra, M.D.,
Dirvector
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