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MEMORANDUM

SUBJECT: Evaluation of Proposed New Use for the Antimicrobial
DC5700 (Sylgard)
Record Mo. 232575
TOX Chem No.: ¢892B
TOX Br. Proj. No.: 9-0803

FROM: Henry Spencer, Ph.D., Pharmacologistéuﬁfsye%féﬂ

Review Section II
Toxicology Branch I - Insecticide, Rodenticide Support
Health Effects Division (H7509C)

TO: John H. Lee, PM 31
Antimicrobial Program Branch
Registration Division (H7505C)
il
THRU: Marion P. Copley, D.V.M., Section He ad Ay
Review Section II KB /é 4
Toxicology Branch I - Insecticide, Rodenticide Support
Health Effects Division (H7509C)

The registrant, Dow Corning Corporation, has requested
the addition of a registered new use on the label for the
antimicrobial Sylgard (DC5700). The new use is for treatment
of food storage areas.

Review
1. The use of Sylgard on food storage areas cannot

be assessed without the submission of further
information.
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With regard to page 14A, "V. Sylgard Treatment for
Hard Surfaces," no list of "precautions™ is included
in the data.

Treatment: Important prominent labeling on how to
rid the treated room(s) of methanol fumes is required
since the use as indicated provides an approximate
air level of 1500 ppm, which is an unacceptable

level for animal or human exposure. OSHA 8-hour
limits are TWA = 200 ppm. For humans the TCjg = 300
ppm for CNS effects. A lethal level study in monkeys
reported LCgg = 1000 ppm. The 1500 ppm values are
based on a walk-in refrigerator of 8' x 10' x 12',
with all surfaces treated.

The food storage area treatment label has no
precautionary statements for use around food.

Proposed existing list of registered uses needs
correction. Walls were specified in the earlier
submission as "basement walls."™ The use of "etc."
after floors is incorrect and must be deleted.

Conclusions

The proposed use in or on food storage areas implies
to this reviewer a level of extremely low, if any, exposure
if reasonable care is used in its (Sylgard) application.
Only the applicator would be at minimal risk. Therefore,
the use in food storage areas could be considered supportable
following the submission of the required information with
its review and acceptance.

The registrant is required to submit for review:

1'

The list of precautions referenced on page 14A,
paragraphs 6 and 7 under Treatment and Porous
Surfaces.

Addition of a proposed statement in the requirement
section of the label to actively ventilate the
methanol fumes from the treatment area to the exterior
of the building.

Addition of a proposed statement to not treat storage
areas containing food stuffs unless the foods are
protected (covered) to prevent contamination.

Add the word "basement” tg,wa11§ and delete "etc."
from "floors." T e

Submit the ingredients label for Zonyl FSN for review.
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V. SYLGARD Treatment for Hard Surfaces

Hard surfaces are significantly different from soft
(textile-related)} surfaces when it comes to applying
SYLGARD Treatment. Hard surfaces are typicaily
ceramic tiles, smooth concrete, vinyl wall covering,
paper wall covering, wood paneling, etc. The list is
endless, but the two key parameters necessary for
success are: 1) Have the surface as clean as possi-
ble, and 2) Have the surface treated as uniformly as
possible with SYLGARD Treatment. If a surface
does not appear to be heavily soiled, it is possible to
treat without cleaning and achieve good results.
Examine the surface closely by touching to detect
any films that may be hard to see.

Vinyl wall covering on left wos treated with SYLGARD
Treatment; vinyl woll covering on right is untreated.

The only lasting protection avaiiable in the market-
place today is SYLGARD Treatment. SYLGARD
Treatment applied to hard surfaces has shown effec-
tiveness for more than a year in a variety of harsh
southem Florida environments. This climate is
known for its stressful conditions of high tempera-
ture, sun and humidity, which all accelerate mildew
growth. The consumer must have realistic expecta-
tions about the performance of SYLGARD Treat-
ment. They should be made aware that the treat-
ment, when applied to a heavily used surface such
as a counter top or shower, will lose effectiveness
more quickly than when applied to a wall. Original
cleanliness, uniformity of application, soiling rates
and abrasive wear all influence the long-term effec-
tiveness of SYLGARD Treatment.

Since SYLGARD Treatment inhibits the growth of
microbes on contact, surfaces must be kept free of
excessive dirt, and care must be taken when apply-
ing any coatings on the treated surface (insecticides,

[ BRI IRV R

ot
UM precautions.) s

waxes, etc.). These coatings may reduce the protec-
tion offered by SYLGARD Treatment as the active
sites would be covered.

A. HARD-SURFACE
TREATMENT PROCEDURE

More than 2 years of experience have shown that the
following method provides the optimum SYLGARD
Treatment application. The procedure is as follows:

Preparation of Surfaces: (If surfaces are not heavily
soiled, go to Step 4.)

1. Add V2 - 1 cup of bleach (i.e., Clorox®') ‘0 a
gallon of water.? Follow directions and handling
precautions on the label.

Clean a small part of the hard surface in an
inconspicuous place. Check to see if dye bleed
or surface deterioration occurs. If not, continue
to Step 3.

Clean the entire surface to be treated with the
bleach solution made in Step 1.

3.

Treatment:

Add 4.0 oz. of SYLGARD product to a gallon
of water and mix.

Add 0.1 oz. of Zony!® FSN to the mixture in
Step 4 and mix. This will be enough SYLGARD
solution to cover up to 600 sq. ft. The coverage

will vary due to the different porosities of ’m(w%

surfaces.
6. Spray or wipe the solution onto the surface. It is
1 important to get the surface uniformly
[ ] L ] [ ]

[ 1 )

wet. (.Gec:-
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Porous surfaces {cement, unfinished paneling of " e
wood, unglazed ceramic tile, ceilingc.nolgs):a.re treated

more effectively by spraying twice, dne pass after .:
the other. *

[ ] * ®
If spraying, a fine spray tip such as the"TedJet

..: \@

73

800050 will help prevent streaks and supply a morese’

even ireatment to the surface. Avoid by

vapor. (See precautions.) . oe

7. Wipe the surface down with a sSiLo#dn cloth
or sponge which has been moistened in solution
to prevent streaking. (See precautions.) Wipe

~gttiss or Mghly polished surfaces immediately to
prevent spotting.

“Cloron™ is a registered trademark of Clorox Company

"Vd Battle wrth Mildew,” Better Homes and Gardens,” August 1987,

5. Ne 8. Pg. 39.
*Zoayl™ is a registered trademark of €. 1. du Pont de Nemours
& Compeny.

t)z.a.thing sesses
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Information About
Antimicrobial Agents

The exclusive SYLGARD™
Antimicrobial Treatment.

OESCRIPTION

The SYLGARDO ™~ Antimicrobial
Treaiment is 3 (Inmethoxysilyl)
propyloctadecyidimethyl ammonum
chloride diluted 1o 42% active
ingredients by weght with methanol.
Alkoxysilanes of this nature have been
shown lo form durable bonded coatngs
{0 a number of matenals (see
references).

The SYLGARD Antimicrobial Treatment
ofters users the following features:

o Good durability - In the presence of
moisture, the SYLGARD Antimicrobial
Treatment is durable and imparts a
broad spectrum, teostatic surface finish
l0 a wide range of substrates. ltis leach
‘@sistant, nonmigrating, and is not
onsumed by microorganiss.

» Broad spectrum activity - Effective

1gainst gram positive and negative
ractena, fungi, algae and yeasts.

» Increased efficiency —~ Through proper

polication, durabie bactenostatic,

Jngistalic and algistatic surfaces can’
e aftained wvath a minimum amount of
e SYLGARD Antimicrobral Treatment.

IOW TO USE

he SYLGARD Antimicrobeal Teeatment
3n be appled 1o 0rganiC Of 1NOIganc
uriaces as a diuie aqueous solution to
e 0.1 1o 1.0% by weight of aclive

DOW CORNING

SYLGARD™ ANTIMICROBIAL TREATMENT

U.S. Envwwonmaental Protection Agency Number 34292-3

EPA Est. J4292-M1-01

Type .. .. Sthcone quaternary ammonwm satt
PrwsacalFonn . e .. Low viscosity hqued
Specal Properties. . . ... L Surtace bondabety
Pnmary Use As 2 sudaca-ouublo antimucrobial treatment active 3gainst a

wde vanety of dactena. funge, aigae and yeasts

ngredients. Aqueous solutions can be spraying until adequately wet, or apply-
prepared Dy simply adding the ants- g by § - .
microbial agent to water with stirnng.

Surtaces can be treateg with the
aqueous solution by dipping. padding

After applying the antimicrobisl
(featment, the surface should then
be alloved to dry. Open windows
and use s fan or other active weans
of vent{lacion to vrewmave the
thanol vapors from the room.

TYPICAL PROPERTIES
These values are not intended for use in prepa

CH

]
Structure .. ... ... ... ... .. {CH,0), S‘(CH,)' N C..H,] " C
CH,
CT™ 0208° Concentration. .. ...... .. ... 42% active ngredient in methano!
CTM 0176 Appearance. ... ...... ... ........ Light 10 dark amber liquid
CTM™ 0002 Refractive Index 2126 C(788F). . ... ... .. ... .. ... ... 1.390
CTM Q090A  Fiash Pout, degrees . ........................ 11 C (52 F) {
Cloud Pont, degrees. ... ....................... ..3C(26F) ;

Solubdity . ... ... .. .. Miscible in ait proportions with water,
aicohols, ketones, esters. hydrocarbons

and chionnated hydrocarbons
. Stabie to 125 C (257 F)

. 0.87
.. Stable through 10 rycles
(-17.710 50 CG 10 122 F)

Thermal Stabsity ... ... ..
Speatic Gravity at 25 C (7?7 F) .
Freeze-Thaw Stabdity

“in most caser. CTM s 1Corporate Test Metrods) conesoond 10 ASTM standard tests

Specitication Writers: Please contact .Dow Corning Corpouuon Midurd
Michigan, before writing npocmcatlon: on this product.”

AC(‘FP’I‘ED
oW LCeNNITS -
R R R ALIN S - e
AUG1 8 1987 :
Predar ren Fintoonl o e nle, 7
L'..'.-~ TR LAr e Aot
aoended Ror e peesien e

ey tead under [‘”-\ Keg Yo
D 4N —>
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FISH TOXICITY

The resuits of a four-day static fish toxicity study using rainbow trout and bluegills are

summarized below:

4 Day TL . Values

SYLGARD
Species Antimicrobial Treatment Toxaphene
Rainbow trout 0.56 ppm ~0.036 ppm
Biluegilis 0.51 ppm 0.024 ppm

IMPORTANT INFORMATION ON
STORAGE, HANDLING AND
FLAMMABILITY

This product is “flammable” and
“poisonous.”

Storage and Shelf Life
Keep away from heat and open flame.

When stored in onginal unopened
containers at or below 25 C (77 F). the
SYLGARD Antimicrobial Treatment has
a shelf life of 12 months from date of
shipment. Since this material is moisture
sensitive, keep the container tightly
closed after each use.

Handling (Danger)

Wear goggles or tace shield and rubber
gloves when handling the concentrated
material. SYLGARD Antimicrobial
Treatment. if ingested in amounts
incidentat to industrial handling, should
pose no sigruficant adverse health
hazard. Direct contact of the undiluted
matenal with eyes may cause serious
injury. Spectal and particular care must
be taken to prevent eye contact. In case
of contact with eyes, immediately flush
with large amounts of water for at least
15 minutes and get prompt medical
attention. Single short-term skin
€xposure may cause slight irntation.
Repeated or prolonged contact over

several days may cause blisteringand a
superficial burn. Precautions should be
taken to avoid prolonged or repeated
skin contact.

The SYLGARD Antimicrobial Treatment
contains 50% methanol. Keep away
from heat and open flame. Appropriate
measures should be taken to prevent
the accumulation of hazardous
concentrations of methanol vapors in

the work area.

Neutralization and Environmental
Protection

The SYLGARD Antimicrobiat Treat-
ment. by standard BOD (biological
oxygen demand) and TOD (total oxygen
demand) determination, does not
appear 10 be biodegradable. Potential
harm to the environment is minimized,
however. because of the minimum
amount of chemical applied and its
durable coupling 10 surfaces.

Inactivation of aqueous solutions of the
SYLGARD Antimicrobial Treatment
may be accomptlished by initiation of one
of the foliowing:

(A.) Addition of an anionic surfactant or
detergent in quantity equivalent to that
of the SYLGARD Antimicrobial Treat-
ment solution.

(B.) Addition of Triton X-100 nonionic
detergent at a hnal concentration of

10.000 ppm {1 0% volume!/volume) or
greater 1o bath sowtions up 10 1.0%
volume/volume of the SYLGARD
Antimicrotial Treatment.

(C.) Heating the bath solution to a
minimum temperature of 160 C (320 F}
for 30 minutes.

Every effort should be made to contan
accidental spilis ot the SYLGARD
Antimicrobial Treatment. Many spills
may be cleaned up with rags by wiping
and mopping and allowing the liquid to
absorb onto the labnc. These may then
be disposed of by incineration

Acute Oral Toxicity

The SYLGARD Antimicrobial Treatment
has an extremely low acute oral toxicity
aof LDy, = 12.27 = 0.16 g/kg body
weight in albino rats.

Acute Skin Contact

Based on studies conducted on albino
rabbits, undiluted SYLGARD Anti-
microbial Treatment has a slight to
moderate effect upon intact and
abraded skin. A single exposure for
several hours may cause slight
erythema and edema. Prolonged or
repeated contact, over a period of
several days, may cause biistenng and
a superticial burn.

Repeated Skin Contact

A human repeated insult patch test has
been conducted with a 2.0% aqueous
solution of SYLGARD Antimicrobial
Treatment on nonwoven polyester. The
results of this study showed an overalt
incidence of skin irritation reactions to
be 2/450 or 0.4%. Two subjects each
reacted once 1o the appiications of the
test material; one with a very slight
erythema and the other with very slight
erythema and edema. There was no
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evidence of skin sensitization noted with
any of the subjects.

Acute Dermal Absorption

The SYLGARD Antimicrobial Treatment
has an extremely low acute dermal
loxicity of LD,, >7.95 grkg body weight
o albina rats. Therefore, this material
Joes not appear to present a hazard
rom skin absorption under ordinary
ndustrial handling conditions when
300d care and cleanliness are
yracticed.

3grcutaneous Absorption

The SYLGARD Antimicrobial Treatment
s not absorbed through the skin of

-abbits. The potential hazard of the use
» this material in contact with the skin is
herefore considered to be insigniticant.

Aaterials Safety Data Sheets

\ Materials Safety Data Sheet,
Depariment of Labor, Form No. LSB-
)OS-4), which gives OSHA data for this
roduct, may be obtained by writing or
alling Dow Corning Corporation,
Aidland, M1, 48640-0994; phone
wmber (517) 496-4164.

hipping Limitations
YOT Classification: Flammabile.

‘ACKAGING

he SYLGARD Antimicrobial Treatment
: supplied in 1-, 7-. 35- and 400-ib
).454-, 3.2-, 15.9- and 181.4-kg)
antainers, net weight.

SERS PLEASE READ

he information and data contained
3rein are believed to be accurate and
diable. however, it is the user's

e

responsibility to determine suitability of
use. Since Dow Corning cannot know
alt of the uses 10 which its products may
be put or the conditions of use, it makes
no warranties concerning the fitness or
suitabifity of #ts products for a particular
use or purpose.

You should tharoughly test any
proposed use of our products and
independently conclude satisfactory
performance in your application.
Likewise, if the manner in which our
products are usad requires govern-
mental approval or clearante, you must
obtain it.

Dow Corning warrants only that its
products will meet its specifications.
There is no warranty of merchantability
or fitness for use, nor any other express
or implied warranty. The user’s
exclusive remedy and Dow Coming's
sole hability is limited to refund of the
purchase price ¢r replacement of any
product shown !0 be otherwise than as
warranted. Dow Corning will not be
tiable for incidental or consequential
damages of any kind.

Suggestions of uses should not be
taken as inducements to infringe any
patents.

ADDITIONAL INFORMATION

Additional information on specific
applications can be obtained by writing
Dow Corning Corporation, New
Ventures Business, Midland, MI.
48640-0994.
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DOW CORNING

new product
B information

SYLGARD® ANTIMICROBIAL TREATMENT

BACTERIOSTATIC AND FUNGISTATIC SYLGARD® Antimicrobial Treatment

ACTIVITY ON TEXTILE SURFACES EPA No. 34292-3
. EPA Est. 34292-MI-01

Materials treated with SYLGARD®
Antimicrobjal Treatment are Type...Brand of Silicone Quaternary
preserved by the bacterio- Amine

static and fungistatic action
imparted to the surfaces.
Microbial contamination of surfaces
may result in odor problens,
discoloration, and deterioration.

Physical Form..42 percent active
solids in methanol.

Typical Benefits..Broad spectrum

Application of SYLGARD® Anti-
microbial Treatment* to the
surfaces of materials inhibits

the growth of microorganisms to aid
in the control of these deleterious
effects. SYLGARD® Antimicrobial
Treatment forms a durable, wash
resistant coating on interior
surfaces such as:

Carpet Upholstery
Drape ies ¥V Ceilings
Walls %!“Q Floors,@ﬁféﬁfl/

Food storage areas

Antimicrobial Action is exhibited
on contact in the presence of
moisture.

*For Commercial Use Omly

bacteriostatic, fungistatic,
algistatic activity on surfaces,
durable attachment to a wide
variety of surfaces. Compatible,
efficient, easily diluted in
water. Mold, mildew, and fungi
are inhibited by the SYLGARD®
Antimicrobial Treatment.

Primary Use..Provide preservation

for many types of materials
against a wide variety of
bacteria, fungi and yeasts.

Treat with SYLGARD® Antimicrobial

Treatment: 1) for lasting fresh-
ness and to prevent deterioration
and discoloration; 2) to to in-
hibit the growth of bacteria and
mildew to prolong the life of the
article; 3) to provide a durable,
non-leachable antimicrobial treat-
ment; 4) to provide hygienic
freshness; 5) to provide a treat-
ment that is not destroyed by
repeated cleaning; 6) to inhibit
the growth of odor causing bacteri
and mildew; 7) to retain its
freshness by resisting the growth
of odor-causing bacteria and milde
(fungus); 8) for chemical’photect-
ion to resist odosd} and®9) ‘as an
exclusive protectfive treatment tha
resists mildew ondobactena growth
plus being odor nesnstant. *30) to
inhibit the growth of fuingd sthat
produce spores adsedeiated with

_many common allexgids.

The int and dota d herein are based on information we belkieve relisble. You should th dy test any appi and indk
conclude sstistactory performance belors . iona of uses sh “nubomonuudmtnommwmzuauqmt

DOW CORNING CORPORATION, MIDLAND, MICHIGAN 48640 TELEPHONE 517 496-4000 7
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