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Dow Corning Corporation and the Silicone Industry have Previously

submitted extensive amounts of information on this chemicel iz the %0,

8(a), B8}, recorded meetings with FPA and Docket Number TE=42071.

Should any cuestions arise, we would weloome a &ism@sim with you at your
convenience,

Regards,

O0W CORMING é}:ommm

‘E, J. R@?ﬂ:ﬂ, Manager
Tozxienl ogy Department
2200 w. sal zburg Road
Mall ¥o, 03101
Midiand, MI 48686-0994
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At the end of é’h& Qbsaréatign‘periaé, all data were collected
and arrangements were made to calculate, if possible, the acute oral
mean lethal dose (LDgg) of the test material using the technigues of
Weils, Thompson##, and Thompson and Weildws, |

B. Acute Dermal Toxicity - Albino Rabbits

The procedure followed was in accordance with the evaluation

"of acute dermal toxicity specified in Section 191.1 (£} (3} of

Regulationss#sww, A group of ten albino rabbits was tested at a
dose of 2. 0 g/kg.

C. Eye Irritation Test - Albino Rabbits

The procedure followed was in accordance with the evaluation

of eye irritation in Sections 191.1 (g) (3) and 191.12 of the

Regulations®¥%%, These regulations require examination
at 24, 48 and 72 hour intervals after ocular instillation.
Eye irritation was scored quantitatively using the m
Draize et al®*#%#% which is consistent with the descriptive criteria fo

evaluation of eye irritation in the Federal Regulations,

* Well, Carrol . ;: Tables for Conven.ent Calcula
Effective Dose {i@i}gg} or EDey) and Instructions in
Biometrics, Sept. 1952,

Thompson, Willlam R. ¢

tion to Estimate Median-Effe
Thompson, William R and W ‘

of Tables for Moving Average Intery

See footnote, page 1,

"Methods for the Study of Irritation and Toxi
Topically to the Skin and Muceous Membranes'
Woodard, Geoffrey, and Ca very, Herbert
Ther, ember 1944,




"ﬂw procedure fﬁﬁ@wéé was in accordance with the e?ééua@iaa
_of skin irritation spacified in the Federal R@gaiatiémfﬁ for 8%:”%&%@5%%;
e (g) (2) and 151, 11.
Six albino r&h&ié& were employed in the evaluation of the tes*
material. The general procedural details, method of ap
scaﬁng technique, etc. were iéwsg cited in the Federal Re

need not be repeated here.

* Bee footnote, pape 1.




I'I. Results

AL Acvie Oral Tomicity - Albine FHate

No deaths or untoward behavioral reactions were

any animals dosed orally at levels of 15, 4,

respectively,

Necropsy of animals which died during
those sacrificed at the end of the lé-day observati
rﬁwwﬁl any significant gross pathologic alterations

organs examined,

B. Acute Dermal Toxicity - Albino

o deaths or untoward behavioral react
animals receiving single dermal applications at

of TX-135A.

C. Evye Irritation Test -

The tes
positive responses waere

D, Primary Skin

&3

The results of the

in Table I,




Industrisl BI1O-TEST Luboratorses, Junc
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TABLE I

MATERIAL:

Erythema and Eschar Formation:
Intact Skin
Intact Skin
Abraded Skin
* Abraded Skin
Subtotal

Edema Formation:
Intact Skin
Intact 8kin
Abraded Skin
Abraded Skin

%

Subtotal

w3 B ) o
B e B

Total

Primary Irritation Score




Sadustrial BLO-TEST Lub.abories, Jua
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IV, Summary
The results of the acute toxici
are summarized helow,

; Resultis
Test Conducted Lo Classitication unds

Acute Oral Toxicity -
Albino Rats

Acute Dermal Toxicity -
Albino Rabbits

Ej:’e% Irritation Test -
Albino Rabbits

Primary Skin Irritation Test -
Albino Rabbits
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% Bee footnote, page 1.
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PR S DOW CORMING CORPORATI
COMPARISON OF THE PRIMARY SKIN IRRITATION
POTENTIAL AND THE EFFECTS OF REFEATED 120~
LONGED SKIN EXPOSURES 10 VA ‘ai{@éis VOLATILE
EXPERIMENTAL COSMETIC FLULDS WITH 51 ALCOHOL
J 8 TESTED ACCORDING T@ FEDERAL
HAZARDOUS SUBSTANCES ACT (FHSA)} PROCEDUREDS Aurhor:
Submigted By: K
o C. L. Groh
Resorted By: n, Y. gfankiiﬁ”’ Checked By: E. J. ﬂ@basﬁggr*§&a@: april 5,
This summary of data and conclusions is based upon the samp
mav he reguired as specific uses and formulatrions are develope

Samples of various volatile experimental cc
to ?%g Biclogical Services Department for
irritacion potential and the effects of rep
wh&ﬂ evaluated asc&rdiﬁg no @KQLEﬁJ 85 prom
duct Safety Commission in compliance with 1 .
Act (FHSA) Regulations. The test samples were ident fied as
T¥ Number Material
1445 SD Alcohol-40

14486
1447

DOW CORNING® 200 Fluid,
DOW CORNING® 344 Fluid

0.65

(gl

1448 Blend Consisting of:
BOT Dow Corning 200 [luid
207 Dow Corning 344 fluild

The FHSA method of evalua
requires exposing laborato
substance. The Dow Cornd

were employed In this stu

and persenal care products

a repeated manoer; theref
study was conducted to pe
prolonged skin exposures
comuonly used, widely acc
was cmployed in this serl

1

2

Procedu

The primary skin lrritet
evpluated according to FHS
gach animal received a si

ting primary

rv animals to a

ng volatile exper

dy are intended o i
which will likely be &%§&a@@ to the skin in

ore, in addition to the FHSA iﬁﬁiw another

rmlt an assesswmen of

to these mater
epted diluent

es of evaluations as

ion potential of the above test materials was
A protocol with o :N@§%g&@( In this soudy
ngle skin application {at a different site) of




3431~1, 1010-3, 2061-3
~Q005-0565

Benjamin H. Franklin

April 5, 1978

each of the fluids being evaluated; a procedure which compensated
for individua’ variation among the test animals. Afterwards, the
entire abdomen was covered with an impervious material to retard the
evaporation of volatile substances. To study the effects of repeat
prolonged skin exposures to the test materials, each laboratory rabi
received ten applications of each material over a 16 day perxdz in
manner similar te the above FHSA study. In this phase, the abdomen
was covered with a cloth bandage taped in place to the surrounding
hair. In this situation, volatile components were allowed Co ev
from the skin surface through the bandage teo simulate the typs of
exposure beneath an article of clothing.

Resulrs

TE~1445 (8D Alcchol-403

]

The FHSA test with 5D Alcohol-40 produced a slight amocunt of ¢
According to current FHSA definition, 35D Alcchol-40 is not
skin dirrirant. Repeated, prolonged skin exposures te this 1ig
resulted in silight redness and swelling.

jet)
]

fa

TH-1446 {(Dow Corning 200 fluid, 0.65 cs.}

The FHSA test with Dow Corning 200 fluid, produced a sligh
amount of redoness. According te current FHSA def ﬁz@}&“$ %&“

200 fluid, G.é% cs. is not a primacy %kiﬁ

longed skin exposures to this liquid v it

a very slight amount of swelling.

TE~L647 (Dow Corning 344 fludd)

The FHSA test with Dow Corning 344 fluid produced a alight smount of
redness, According to current FHSA definition, Dow Coraninmg 344 €luld
ig not & primarvy skin ivcltant. Repeated, yrwiﬁﬁgﬁé skin sxposures
to this liguid produced a slight amount of redness and swelling.

TE~1448 {an BOS20% blend of Dow Corning 200, 0.6% cs. and 344 §fluids}

The FHSA test with this fluld blend produced g slight smount of redness
and %W&iiiﬂg@ According to curvent FHSA definition, this material is
not a primavy skin frvitant. Repeated, prolonged shis exposures to
this liquid caused a slight smount of redness.
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SUMMARY

Primary Skin Irritation Potential af Varl

Cosmetic Fluids When Tested %gfeva&nv o

HMarerial

TE-1445 (5D aAlcohol-40)
TE~1446 {DCE 200 €1uid/0.65 cs)

TE=1447 {(DC® 344 fluid) 2.5/8.¢ Nor a skin irvitan?
CH-1448 0%/720% blend DC® 2007344 2.2/8.0 Hot a skis irvicona:
L S e W ‘s A ¢
Comments
can be drawn from the data in

{A} Under the conditions of these tests,
in either the FHEA or repeated, prol
response exist between Dow Corning
5D Alcohol~40,

(B} Although Dow Corning
0.65 es, fluids are n
FHOA regulatiocns, the gr i?faiatiﬁﬁ ?raﬁﬁA
materials is higher than that produced by Dow Cor
9.65 cs. alone or by SD Alcohol-40 in both typ
This dis probably attributable to the lower Vd%w
Corning 344 fluid, which permitted
with the skin,

&ﬁﬂ the &Eim@

kin irritant

scommendat lons

Based upon the relative skin Iirritation potential of
volatile experimental cosmetic fluids which wer

study, it would appear that {provided other
properties, compatibilicy with othar
etc, . were met) Dow Corning 200 flu
ment candidate for S0 Alcohol-40 in
lations.
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Dow Corning 344 fluid and the blend of Dow Corming 344/200 (O
fluids, while not (by definition) irritating to skin, did eli
sufficient response to require consideration as to the type and
nature of cosmetic preparations intec which these materials are
formulated; because the skin responses of these fluids are probably
directly related to the degree and length of confipement to the
and the volatility of the resgpecrive silicone.

S
S

The rabbit in most instances is more sensitive than the human to
skin irritation. If the potential cosmetic use of Dow Corning 34
and/or Dow Corning 200 fluid, 0.65 cs/Dow Corning 344 is of
significant interest, it would be appropriate to conduct a si

s
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the question.
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