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AHANE_DQUILENC INC,

CN 7500, CRANBURY. NJ 08512-7500
TELEPHONE: {609) 395-8300
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Document Processing Center (TS-750)

Attn: Section 8(e) Coordinator (CAP Agreement)
Office of Toxic Substances

Environmental Protection Agency

401 M Street, S.W,

Washington, D.C. 20460

RE: Report Submitted Pursuant to the TSCA Section 8(e) Compliance Audit Program

CAP ID NO.: S8ECAP - 0004

RP CAP REPORT NO.: RPS - 0366
Dear Sir/Madam:
On behalf of Rhéne-Poulenc Inc. (RPI, CN5266, Princeton, NJ 08543-5266) and its
subsidiaries, the attached report is being submitted to the Environmental Protection
Agency (EPA) pursuant to the Toxic Substances Control Act (TSCA) Section 8(e)
Compliance Audit Program (CAP Agreement) executed by RPI and EPA (S8ECAP - 0004).
The title of the enclosed report is: Toxicology Laboratory Report T-4037.

This report is being submitted under Section 8(e) CAP because the following products
were found to be corrosive to intact skin:

Product Name: Bottlex - Mixture of the following:
Chemical Identity: Caustic soda, powdered, spec. 2060 72.63%
CAS Registry No: “1310-73-2
CAS Registry Name: Sodium hydroxide
Chemical Identity: Sodium tripolyphosphate, granular 25.00%
CAS Registry No.: +~1758-29-4
CAS Registry Name: Triphpsphoric acid, pentasodium salt
Chemical Identity: Tergitol 15-S§-9 1.25%
CAS Registry No.: v'68131-40-8
CAS Registry Name: Alcohols, Cj1-15 secondary, ethoxylated
Chemical Identity: Biosoft S-100 1.12%
CAS Registry No.: Unknown

Excellence in Performance—Pride in Achievement




Product Name: Cipex

Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Complete
Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Crown detergent
Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Crystamet 2040
Chemical Identity: Sodium metasilicate
CAS Registry No: 10213-79-3

CAS Registry Name: Silicic acid, disodium salt, pentahydrate
pH: 12.4 of 1% solution
Product Name: Drymet DD
Chemical Identity: Sodium metasilicate, anhydrous
CAS Registry No: +v6834-92-0

CAS Registry Name: Silicic acid, disodium salt
pH: 12.6 of 1% solution
Product Name: Dryorth

Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Dryorth LD
Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Econodet
Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Mildupruf
Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Moov

Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: One shot cleaner
Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Round

Chemical Identity: Unknown

CAS Registry No: Unknown

Product Name: Sanitizer
Chemical Identity: Unknown

CAS Registry No: Unknown




Chemical Identity:
CAS Registry No:
CAS Registry Name:
pH:

Product Name:
Chemical Identity:
CAS Registry No:

Product Name:
Chemical Identity:
CAS Registry No:

Product Name:
Chemical Identity:
CAS Registry No:

Chemical Identity:
CAS Registry No:
CAS Registry Name:

Sodium metasilicate anhydrous
6834-92-0

Silicic acid, disodium salt

12.6 of a 1% solution

SOL-ESCO
Unknown
Unknown

Super Desoil
Unknown
Unknown

Twin-Det
Unknown
Unknown

Sodium hydroxide
~1310-73-2
Sodium hydroxide

Chemical Identity: Benzene phosphorus thiodichloride
CAS Registry No: v3497-00-5

CAS Registry Name: Phosphonothioic dichloride, phenyl
Chemical Identity: Di-2-ethylhexyl phosphorodithioic acid
CAS Registry No: Unknown

Chemical Identity: Thiophosphoryl chloride

CAS Registry No: v 3982-91-0

CAS Registry Name: Thiophosphoryl chloride

Chemical Identity: Benzene phosphorus dichloride
CAS Registry No: + 644-97-3

CAS Registry Name: Phosphonous dichloride, phenyl-

RPI does not claim any portion of the information in this submission to be TSCA

confidential business information (TSCA CBI).

No previous TSCA Section 8(e)

notices or premanufacturing notices have been submitted on any of the subject

chemical substances.

and this cover letter: an original and two copies.

In total, RPI is submitting three copies of the enclosed report

Further questions regarding this submission may be directed to Dr. Glenn S. Simon,
Director of Toxicology at (919)549-2222 (Rhéne-Poulenc, P.O. Box 12014, 2 T.W.

Alexander Drive, Research Triangle Park, NC 27709).

Sincerely,

il 2. %Mﬁ

Charles E. Moyer, Jr.,, Ph.D.
Director, Product Safety
(609)860-3589

"""""
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

. cof AN HARNTHMs a1

TOXICOLOGY LAB REPORT - T-4037-1

August 18, 1972
BLENDET

I. OBJECTIVE

To evaluate the skin irritation properties of BLENDET accord-
ing to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS

BLENDET, a white granular material was received from the
Specialty Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 3.6
and classification: moderate irritant

Iv. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as ~-~
Code of Federal Regulations (Part 191.11, Chap.
evaluating hazardous substances. The test proce
to determine whether a chemical is a primary skii é?ﬂ
capable of initiating an extreme tissue reaction a5
tion to an insult or injury. The inflammatory pr &%
from a barely perceptible hyperemia, to edema fon =
lation, and finally to an intense suppurative proc T
itself is not directly measured, but the result or
irritation, that is, the injury reaction following ——

»
=

The Draize Dermal test is further discussed in

v. RESULTS

Primary Skin Irritation (Draize) Dermal

See chart on page 2.

Submitted by OC. M. B..02N
C

. H. Bullock °

Approved by 3 - 2 - :&/_A_,m,hgl,_,\
F. X amienski

FXK:ea




B. SKIN IRRITATION INDEX

COMPOUND___BLENDET

. f\f\lll-;l A A I=E A 8"
Erytlrema-eschar V\’mlnu

Rabbit Observation Edema Observation Sum
No. Skin 4 hr.o!24 hr.148 hr, 4 hr.! 24 hr.124 hr.! Total Score®
1 Intact 2 2 1 0 0 0 24 4,00
Abraded 4 4 4 2 2 3
2 Intact 1 1 1 0 0 0 19 3.16
Abraded 4 4 4 1 1 2
3 Intact 1 0 0 0 0 0 15 2.50
Abraded 3 4 4 1 1 1
4 Intact | 2 2 1 1 1 0 26 4.33
Abraded 4 4 4 2 2 3
s Intact 2 2 1 1 1 0 2% 4 .00
Abraded 3 4 4 2 2 2
6 Intact 2 1 1 1 1 0 22 3.66
o Abraded‘ 3 4 4 1 2 2
Primary Irritant Score =------==-==--=-=------sssooooSooooososTeoT 3.6-

TScore = sum of individual values for each rabbit divided by six.

Observations: Eschar formation was observed on the abraded test sites of
all test animals at the &, 24 and 72 hour observation periods

Skin Irritant Score

and Irritant Classification: 3.6-, Moderate irritant
] Ratio regarding six rabbits;
. Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 0/6 0/6 0/6
Abraded Corrosive 3/6 6/6 6/6




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SHIN IRRITANTS

The ptoposcd%éethod of tcstssé)jgliL 1 tcs is described
in the Code of Feupral Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. Tite back of cach animal is clipped
{ree of hair 2% hours before application of the test material. The
shaved arca is divided into fouz quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact. :

The abraded areas are prepared 2t hours after shaving by making
four cpidermal incisions througn the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe'
pattern. These incisfons should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test matevials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of ddhesive tape. The substance tested (ligquid, solid, or scemisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining sasveral ingredients, such as emulsions or suspensions, vhich
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Selid
substances such as powders should be moistened with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. I£f the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then jreaobilized in stocks and the trunk of each
& imal is loosely wrapped with an impervicus material, such as a
susberized cloth, for an exposure period of & hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

i Table 1
Skin Reace won Value
Erythcma and eschar formation:
No erythema
Very slight erythema (barely perceptible)
Well-defined erythema
Moderate to severe erythema
Severe erythema (becet redness) to slight eschar
formation (injuries in depth)
Edema formation: : ) .
No edema
Very slight edema (barely perceptible)
Slight edua (edges of areca well defined by
definite raising).
Moderate eduma (raised approximately 1 millimeter)
Severe edenn (raised rore than 1 millimeter and
extendin~ bevond the area of ciunosure

PO

S OO

Following this initial reading, all test sites are vashed with
appropriate solvent to prevent further eciposure. Readings are again

made at 24 and 48 hours after the initial application. The primary
jrritation index is calculzted by adding the velues for exrythema or .

eschar formation, and edema at 4, 24, and &8 hours on intact and
abraded skin (12 velues) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the prizary irritation index.

A materizl is considercd to be corrosive when tissue destructien
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
cdestruction observed on both intact and abradcd shkin sites is reccorded.

-3-




STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

: CONFIDENTIAL
COMPANY CONF IDENTIAL

TOXICOLOGY LAB REPORT -- T-4037-2 August 18, 1972

BOTTLEX
I. OBJECTIVE

To evaluate the skin irritation properties of BOTTLEX
according to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS

BOTTLEX, a white granular material, received from the
Specialty Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IVv. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS

Primary Skin Irritation (Draize) Dermal

See chart on page 2.

Submitted by C, ¥, DR,
C. H. Bullock

AN

Approved by .

FXK:ea F. X. Kamienski



B. SKIN IRRITATION INDEX
COMPOUND BOTTLEX
) Exrythema-eschar g
Rabbit Observation Mmm_ um
No. Skin 4 hr.'24 hr.148 hr. 4 hr.) 24 hr.:24 hr.! Total Score™
1 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4
2 Intact 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4
3 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
4 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4
5 Intact 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4
6 Intact 4 4 4 48 8.0
. Abradedi 4 4 4
Primary Irritant Score =---=-=-ce--cecccc e cc e c e e e m e m - 8.0

“Score

= sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score

and Irritant Classification:

8.0, corrosive

Eschar formation was observed on both intact and abraded
test sites of all test animals.

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr, 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A

FDA PROPOSFh REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

The proposcd method of testing irritant substances is described
*in the Code of Federal Regulations under the Federal Hazardous Sub-~
stances Labeling act, Parc 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured b

y a patch-test -~
technique on abraded and intact skin of healthy al

ino rabbits.® At
nimal is clipped
:t material. The
ing no less than
abraded and two

ieast six rabbits must be used. The back of each
{rec of hair 2% hours beforc applicaticn of the te
shaved arca is divided into four quadrants, each b
4 square inches in area. Two of the test sites ar
are left intact.

[rEcRL Bt

The abraded areas are prepared 24 hours after shaving by making
four cpidermal incisions through the stratum corncum, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of ddhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining ssveral ingredients, such as crulsions or suspensions, which
can separzte due to standinz, shipping, or temperature changes. Dry
blended powders can segregate cue to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then inmobilized in stocks and the trunk of each
animal is loosely wrapped with an impervious matcrial, such as a
rubberized cloth, for an exposure period of 4 hours. After &4 hours
of cxposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Recaction Value
Erythcnia ane eschar tormauion:

No erythecma 0

Very slight crythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : .
No cdema 0
Very slight cdema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite raising). :
isderate cdena (raised approximately 1 millimeter) 3
Severe edema (raised rore than 1 millimeter and 4

evtendine bevond the arez of exposure

Following this initial reading, all test cites are washed with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and edcma at 4, 24, and 48 hours on intact and
abrrded skin (12 values) and dividing-by six to obtain an individual
score on cach rabbit. The combined average of the six indivicdual
scores is the primary irritation index.

A materizl is considered to be corrosive waen tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded arecas. The ratio of tissue
destruction observed on both intact and abraded skia sites is recorded.

-3-




STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT -- T-4037-3 August 18, 1972
CIPEX

I. OBJECTIVE

To evaluate the skin irritation properties of CIPEX according
to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

_CIPEX, a white granular material, was received from the
Specialty Division on August 8, 1972,

III. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary skin Irritation (Draize) Dermal

See chart on page 2.

Submitted by C. M. ibuiﬁlxzz ‘

C. H. Bullock

\
Approved by g, é ézagm %ﬂé
. X. Kamienskl

FXK:ea




B. SKIN IRRITATION INDEX

COMPOUND CIPEX
Erythema-eschar S
Rabbit Observation Edema Observation urm
No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.124 hr.! Total Score®
1 Intact 4 4 4 4 4 4 48 8
Abraded 4 . 4 4 4 4 4
2 Intact 4 4 4 4 4 4 48 8
Abraded 4 4 4 4 4 4
3 Intact 4 4 4 4 4 4 48 8
Abraded 4 A 4 4 4
4 Intact | 4 4 4 4 4 4 48 8
Abraded 4 4 4 4 4 4
5  1Intact | & 4 | 4 4 4 4 48 8
Abraded| &4 4 4 4 4 4
6 Intact 4 4 4 4 A A 48 8
Abradedi 4 4 4 4 A 4
Primary Irritant Score =---=-==mmoem oo e oo 8.0

~“Score = sum of individual values for each rabbit divided by six.

Observations: Exchar formation was observed on both intact and abraded
test sites of all test animals.

Skin Irritant Score )
and Irritant Classification: 8.0, corrosive

Ratio regarding six rabbits,

Evaluation of Observation time
Test site skin reaction 4 hr., 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

A The proposcd method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-~
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Prirmary irritation to the skin is measured by a patch-test ~
technique on abraded and intact skin of healthv albino rabbits.” At
icast six rabbits must be used. The back of each animal is clipped
{ree of hair 2% hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded arcas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendiculs - to the other two in a manner resembling a "tic-tac-toe'
pattern. Thuse incisions should not be so deep that they disturb
the derma or produce blecding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of azdhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dxy
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and. the quantity of solvent specified) or
should be made into a 50-percent weight~to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and repoxted.

The animals are then irmobilized in stocks and the trunk of each
aniral is loosely wrappéd with an impervicus material, such as a
rubberized cloth, for an exposure period of & hours. After 4 hours
of exposure, the patches are removed and the resulting rcactions are
evaluated as described in Table 1..

Table 1
Skin .icaction Value
Erythecna and eschar roruation:

No erythcma 0

Very slight crythema (barely perceptible) 1

yell-defined erythema 2

Moderate to severe erythema 3

Severe orythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

Ko ecdema 0

Very slight edema (barely perceptible) 1

Slight cdema (edges of area well defined by 2
definite rzising).

Moderate edema (raised approximately 1 millimeter) 3

Severe edema (raised more than 1 millimeter and A

extendine bevyond the areca of ciuposure

Following this initial reading, all test sites are washed with
apprepriate solvent to prevent further exposure. Readings are again
mace at 24 and 48 hours after the initial application. The prirary
jrritation index is calculsated by adding the vzlues for erythcma or
eschar formation, and edema at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the siz individual
scores is the primary irritation index.

A materizl is considercd to be corrosive wvhen tissue destruction
is observed on any of the six intact skin sites with or without
similar duestruction on the abtraded arcas. The racio of tissue
destruction obscrved on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT - T-4037-4 August 18, 1972

CLEAN CHARGE

I. OBJECTIVE

To evaluate the skin irritation properties of CLEAN CHARGE
according to the proposed DOT 4-hour exposure procedure.

II ~ MATERIALS

CLEAN CHARGE, a clear liquid, was received from
the Industrial Division on August 8, 1972,

ITI. SUMMARY

Skin irritation index 3.26
and classification: moderate irritant

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS
Primary Skin Irritation (Draize) Dermal

See chart on page 2.

Submitted by %{W ,}}Mvw\

. F. McGowan .

Approved by 2 x éénmﬂmﬁ‘é'
F. X ienskil

FXK:ea



B. SKIN IRRITATION INDEX

COMPOUND___ CLEAN CHARGE

] Erythema-eschar S
Rabbit Observarion | Edema QObservarion M
No. Skin 4 hr.!24 hr.148 hr. 4 hr.!'24 hr.124 hr.! Total Score*
1 Intact 2 2 2 2 24 4.00
Abraded 2 2 2 2
2 Intact 0 2 2 2 17 2.83
Abraded 1 2 2 2
3 Intact 0 1 1 0 4 0.67
Abraded| O 0 0 0
4 Intact 3 3 3. 2 30 5.00
Abraded 3 3 3 2
5 Intact 3 3 3 2 33 5.50
Abraded 4% 4 4 2
6 Intact 0 2 1 1 10 1.67
Abraded: O 2 1 1
l
Primary Irritant Score ----=-=------c-mreccc e e e e e 3.26

“Score

= sum of individual values for each rabbit divided by six.

Observations:

*Eschar formation was observed in one animal on the

abraded site.

Skin Irritant Score

and Irritant Classification:

3.26, Moderate irritant

Evaluation of

Ratlo regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 0/6 0/6 0/6
Abraded Corrosive 1/6 0/6 0/6

-2-




APPENDIX A

FDA PROPOSRﬁ REVISION OF TEST FOR DPRIMARY SKIN TRRITANTS

The proposcd method of testing jrritant substances is described
in the Cocde of Federal Regulations undcr the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthv 2lbino rabbits.” At
jeast six rabbits must be used. The back of each onirmal is rlipped
{ree of hair 2% hours before application of the test material. The
shaved arca is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact. ‘

The abraded areas are. prepared 24 hours after shaving by making
four epidermal incisions through the stratum ccraecun, two incisions
perpendicular to the other two in a manncr recembling a “'tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleceding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquicd, solid, or semisolid)
represents a hcirogencous aliquot of the substance under investigation.
This factor is most important when testing formualated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and. the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample 1is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and repoxted.

The animals are then irmobilized in stocks and the trurk of each
animal is leosely wrapped with an impervicus material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin heaction Value
Erythcma and .char iormation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : _ .
No edcma 0
Very slight edema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite raising).
Moderate edema (raised approximately 1 millireter) 3
Severe edema (raised rore than 1 millimeter and 4

extendine bovond the area of cunosure

Following this initial reading, all test sites are vashed with
appropriate solvent to prevent further exposure. Rezdings are again
made at 2% and 48 hours after the initial application. The primary
jrritation index is calculated by addirg the velues for exythema or
eschar for.aticn, and edema at 4, 24, and 48 hours on intact and
abraded skin (312 velues) and dividing by six to obtain an individual
score on cach rabbit. The coubined average of the six individual
scores is thc primary irritation index.

A materizl is considered to be corrosive when tissuc destruction
is obe.rved on any of the six intact skin sites with or without
similar destructicn on the atraded arcas. The ratio of tissue

destruction obsc¢rved on both intact and zbradcd skin sites ig recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL
TOXICOLOGY LAB REPORT -- T-4037-5 August 18, 1972
COMPLETE

I. OBJECTIVE

To evaluate the skin irritation properties of COMPLETE
according to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

COMPLETE, a yellow granular material, was received from the
Industrial Division August 8, 1972.

III. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IVv. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal

See chart on page 2.

Submitted by

M. F. McGowan '

Approved by 2 . g &2 21 %M’éﬁ
. X. Kamienski

FXK:ea




B. SKIN TRRITATION INDEX

COMPOUND COMPLETE

Erythema-eschar

'RabBit Observation Edema Observation S.um
No. Skin 4 hr.!24 hr.148 br, 4 hr,)24 hr,:1 24 hr, ! Total Score*
1 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 - 4 4 4 4 4
2 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
3 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 A A A A 4
4 Intact | 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
5 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
6 Intact 4 4 4 4 4 4 48 8.0
. Abradedi 4 4 4 4
Primary Irritant Score ---=--=m==--cmcmococom oo 8.0

#Score = sum of individual values for each rabbit divided by six.

Observations: ggehar formation was observed on both intact and abraded
test sites of all test animals.

Skin Irritant Score

and Irritant Classification: 8.0, corrosive
Ratio regarding six rabbits;
Evaluation of Observation time )
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENRDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SHIN IRRITANTS

) The proposed method of testing irritant substances is described
in the Code of Federal Regulations under the Fedcral Hazardous Sub-
stances Labeling Att, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -~
technique on abraded and intact skin of healthy albiuo rabtits.* At
least six rabbits must be used. The back of ecach animal is clipped
{free of hair 2% hours before application of the test material. The
shaved arca is divided into four quadrants, each being no less than
4 squzre inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneum, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe'"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materizls (0.5 gram) are intreduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistcned with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should Le made into a 50-percent weight-to-volume solution. I£ the
bulk dencsity of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and repoxrted.

The anir::ls are then inmobilirzed in stocks and the trurk of each
anirmal is lor..ely wrapped with an impervious material, such as a
rubberized cleth, for an exposure pcriod of 4 hours. After 4 hours
of exposure, the patches arc removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction ) Value
Erytherr and eschar formation:

No erythem 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe crythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edcina formation: : .
No edema 0
Very slight cdema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite raising). .
Moderate cdema (raiscd approximately 1 millimeter) 3
Severe cdema (raised rorc than 1 millimeter and 4

extendin~ bovond the arez of cuposure

Following this initial reading, all test sites arc vashed with
appropriaste solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
jrritation index is calculsted by adding the velues for erythema or
eschar formation, and ecdema at 4, 24, and 48 hours on intact and
abraded skin (12 vzlues) and dividing-by six to obtain an individual
score on cach rabbit. The corbined average of the six individual
scores is the primary irritation index.

A material is considered to be corrosive wihen tissue destruction
is obscrved on any of the six intact skin sites with or without
similar cestruction on the abraded areas. The ratio of tissue
destruction obscrved on both intact and abraded skin sites is recorded.

-3-
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WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT -- T-4037-6 August 18, 1972

CROWN DETERGENT

I. OBJECTIVE

To evaluate the skin irritation properties of CROWN DETERGENT
according to the proposed DOT 4-hour exposure procedure.

IT. MATERIAL

CROWN DETERGENT, a green granular, was received from the
Industrial Division August 8, 1972.

IIT. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index (Draize) Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal

See chart on page 2.

Submitted by W ?'71%/»._

M. F. McGowan

Approved by

F. X. Kamienski
FXK:ea



B. SKIN TRRITATION INDEX

COMPOUND CROWN DETERGENT

Erythema-eschar

_Rabbit Observation _Ed_gma_Qb_s_elen_ S}nn
No. Skin 4 hr.!'24 hr.148 hr. 4 hr.!'24 hr.:24 hr.| Total Score
1 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
2 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
3 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 A 4 4
4 Intact | 4 4 b 4 4 4 48 8.0
Abraded 4 4 .4 4 4 4
5  Intact | 4 4 A 4 4 4 48 8.0
Abraded 4 4 4 4 | 4 4
6 Intact 4 4 4 4 4 4 48 8.0
. Abradedi 4 4 4 4 4 4
Primary Irritant Score =---=-=------comocm e e e e e 8.0

wScore = sum of individual values for each rabbit divided by six.

Observations: ggchar formation was observed on both intact and abraded

test sites of all test animals.

Skin Irritant Score

and Irritant Classification: 8.0, corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact ' Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6

-2-




APPENDIX A

FDA PROPOSEﬁ REVISION OF TEST FOR_PRIMARY SKIN IRRITANTS

. The proposcd method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Att, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test ~
technique on abraded and intact skin of healthy albino rabbkits. ™ At
Jeast six rabbits must be used. The back of each animal is clipped
free of hair 2% hours before zpplication of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneum, Two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe'
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of achesive tape. The substance tested (liquid, solid, or semisolid)
represents a liomogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can scparate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powcers should be moistened with sufficient
solvent to make a paste (and.the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place O.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then immobilized in stocks and the trunk of each
animal is loosc¢ly wrappéd with an impervious material, such as a
rubberized cloth, for an exposurc period of 4 hours. After 4 hours
of cxposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1..

Table 1
Skin heaction Value
Erythcma and ccchar tormatlon:

Ro erythem: 0

Very slight erythema (barely perceptible) 1

vell-defined erythema 2

Moderate to severe erythem 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : .
No cdema 0
Very slight cdema (barcly perceptible) 1
Slight cdema (edges of arezs well defined by 2

definite rzising).
Moderate edema (raised approximately 1 millimeter) 3
Severe edema (raised morce than 1 millimeter and 4

extendine bevond the area of cuposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent furthoer cxposure. Readings are again
macde at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and ederma at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined averzge of the six individual
scores is the priuary irritation index.

A materizl is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the zbraded arcas. The ratio of tissue
destruction obscerved on both intact and abradcd skin sites is recorded.
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TOXICOLOGY LAB REPORT -- T-4037-7 August 18, 1972

CRYSTAMET 2040

I. OBJECTIVE

To evaluate the skin irritation properties of CRYSTAMET 2040
according to the proposed DOT 4-hour exposure procedure.

IT, MATERIALS

CRYSTAMET 2040, a white granular material, was received from
the Industrial Division August 8, 1972.

III. SUMMARY
Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS
See chart on page 2.

Submitted by W b, 7t fip o

M. F. McGowan

Approved by 2 é é;;mxm %ﬂi'd
F. X. lenskl
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B. SKIN TRRITATION INDEX

COMPOUND CRYSTAMET 2040
) Erythema-eschar Sum
Rabbit Observation Edema Observation :
No. Skin 4 hr.!24 hr.148 hr, 4 hr.!24 hr.:24 hr.; Total Score
1 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 - 4 4 4 4 4
2 Intact 4 4 4 4 4 A 48 8.0
Abraded| . 4 4 4 4 4 4
3 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 A A 4 4 4
4  Intact | 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
5 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4
6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4 4
Primary Irritant Score ------=====-==----=-----s-ss-oooo---oss-es 8.0

*Score = sum of individual values for each rabbit divided by six.

Observations: ggchar formation was observed on both intact and abraded

test sites of all test animals.

Skin Irritant Score

and Irritant Classification: 8.0. corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact ' Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6

-2-




APPENDIX A

FDA PROPOSFb REVISTON OF TEST FOR PRIMARY SHIN IRRITANTS

The proposcd method of testing irritant substances is described
in the Coce of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Att, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test ~
technique on abraded and intact skin of healthy 2lbiuo rabbits.® At
1cast six rabbits must be used. The back of each animal is clipped
free of hair 2% hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 squzre inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hcurs after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a “tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce blecding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of zdhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogencous aliquot of the substance under investigaticn.
This factor is most important when testing formulated products con-
taining several ingredients, such as crmulsions or suspensions, which
can separate due to standinz, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened vith sufficient
solvent to make a paste (and. the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample is such that it 1is physically im-
possible to place 0.5-gram samples under the patches, the largest
priactical amount is appiied and reported.

The animals are then irmobilized in stocks and the trunk of each
aniral is looscly wrapped with an impervicus material, such as a
rubl.erized cloth, for an exposure period of 4 hours. After 4 hours
of cxposure, the patches are removed and the resulting reacticns are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythcoz ana eschar rormation:

No crythcma 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : . .
No edema 0
Very slight edema (barely perceptible) 1
Slight cdema (edges of area well defined by 2

definite rzising).
Moderate cdcma (raised approximately 1 millimeter) 3
Severe cdeisa (raised rore than 1 millimeter and 4

extendins bevond the ares of cxpozure

Following this initial reading, all test sites are washed with
approprizte solvent to prevent further cxiposvre. Readings are again
made at 24 and 46 hours aftcr the initial application. The primary
irritation index is calculeted by adding the values for erythema or
eschar fovmation, and edema at 4, 24, and 48 hours on intact and
abraded shin (12 velues) and dividing by six to obtain an individual
score on cach rabbit. -The combinced averzge of the six individual
scores is the primzary irritation index.

A materizl is considered to be corrosive when tissue destructicn
is observed on any of the six intact skin sites with or without
similar c¢estruction on the abraded arcas. The ratio of tissue
dostruction obscrved on both intact and abraded skin cites is recorded.
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COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT -- T-4037-8 August 18, 1972

DRYLITE CLEAR

I. OBJECTIVE

To evaluate the irritation properties of DRYLITE CLEAR accord-
ing to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

DRYLITE CLEAR, an amber colored liquid, was received from
the Industrial Division.

III. SUMMARY

Skin irritation index 1.61
and classification: mild irritant

IV. PROCEDURE

Skin irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS
Primary Skin Irritation (Draize) Dermal

Submitted byﬁw %ﬁ"\

M. F. McGowan

Approved by 57 X- éénm“nmﬁ !
F. X. ienski

See chart on page 2.
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COMPOUND

B. SKIN IRRITATION INDEX

DRYLITE CLEAR
) Erythema-eschar
Rabbit Observation Edema Observation S,um
No. Skin 4 hr.'24 hr.)148 hr. 4 hr.!24 hr.; 24 hr., Total Score:”
1 Intact 1 1 1 1 1 1 12 2.00
Abraded| 1. 1 1 1 1 1
2 Intact 0 1 1 1 1 1 10 1.67
Abraded 0 1 1 1 1 1
3 Intact 1 1 1 1 1 1 12 2.00
Abraded 1 1 1 1 1 1
4 Intact 0 1 1 0 2 1 11 1.83
Abraded 1 1 1 0 2 1
5 Intact 0 0 0 0 0 0 3 0.50
Abraded 0 1 1 0 0 1
6 Intact 0 1 1 0 2 1 10 1.67
Abraded 0 1 1 0 2 1
Primary Irritant Score =-=--=--=----------c----soss-osoeosoomoe-o 1.61

%*Score = sum of individual values for

Observations:

Skin Irritant Score

each rabbit divided by six.

Slight erythema and edema were observed in five of six
animals on the intact areas, and in all animals on the abraded areas.

and Irritant Classification: 1.61, mild irritant

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 0/6 0/6 0/6
Abraded Corrosive 0/6 0/6 0/6




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR_PRIMARY SKIN IRRITANTS

The proposcd method of testing irxritant substances is described
*in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test ~
technique on abraded and intact skin of healthy albino rabbits.” At
least six rabbits must be uscd. The back of cach animal is clipped
free of hair 2% hours before application of the test material. The
shaved arca is divided into four quadrants, each being no less than
4 squzre inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corncun, two incisions
perpendicular to the other two in a manner reserbling a 'tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of zchesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogencous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standingz, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be rmoistened with suificient
solvent to make a paste (and the quantity of solvent specified) or
should be made into a SO-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples uncder the patches, the largest
practical amount is applied and reportec.

The animals are then irz:obilized in stocks and the trurk of each
anirmzl is loosely wrapped with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposurc, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Licaction Value
Erythcma and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe crythem 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : .
No edema 0
Very slight edema (barcly perceptible) 1
Slight edema (edges of area well defined by 2

definite recising). :
Moderate cdcma (raised approximately 1 millimeter) 3
Severc edema (raised rorc than 1 millimeter and 4

oxtendin~e bovond the area of cxpasure

Following this initial reading, all test sites are washed with
appropriate solvenl to prevent further exposurc. Readings are again
made at 24 and 4§ hours aftcr the initial application. The prirary
jrritation index is calculsted by adding the values for erythema or
eschar formation, and edema at 4, 24, and 48 houxs on intact znd
abraded skin (12 values) and dividing-by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A materizl is considercd to be corrosive when tissue destructicn
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction obscrved on both intact and abraded skin sites is recorded.
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COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT -- T-4037-9 August 18, 1972
DRYMET DD

I. OBJECTIVE

) To evaluate the skin irritation properties of DRYMET DD accord-
ing to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS

DRYMET DD, a white colored granular material, was received
from the Industrial Division August 8, 1972.

IIT. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed
to determine whether a chemical is a primary skin irritant, i.e.,
capable of initiating an extreme tissue reaction or skin inflamma-
tion to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal
See chart on page 2.

Submitted by 7’% T2 e o,

M. F. MbGowaq

Approved by % - A - Aémmé\
. X. Kamienski
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B. SKIN IRRITATION INDEX
COMPOUND DRYMET DD
Erythema-eschar Sum
Rabbit Observation Edema Obsexvation -
No Skin 4 hr.'24 hr.148 hr. 4 hr.!24 hr.124 hr.} Total | Score¥
1 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 - 4 4 4 4 4
2 Intact 4 4 4 4 4 4 48 8.0
Abraded| & b 4 4 4 4
3 Intact 4 4 4 4 4 48 8.0
- Abraded 4 4 4 4 4 A
4 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4
5 Intact 4 4 4 4 48 8.0
Abraded 4 4 4
6 Intact 4 A 4 4 48 8.0
. Abradedi 4 4 4 4
Primary Irritant Score --------=c-=c=------c-o----comsoscoommoms 8.0

~“Score =

Observations:

test sites of all test animals.

Skin Irritant Score

and Irritant Classification:

8.0, corrosive

sum of individual values for each rabbit divided by six.

Eschar formation was observed on both intact and abraded

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6
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APPENDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SHIN IRRITANTS

. The proposcd method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Att, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits.” At
jcast six rabbits must be used. The back of each animal is clipped. -
{rce of hair 2% hours beforc application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 squzre inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four cpidernal incisions through the stratum corncun, two incisions
perpendicular to the other two in a manner reserbling a "tic-tac-toe"
pattern. 7These incisions should not be so deep that they disturb
the derma or produce bleeding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liguid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standinz, shipping, or temperature changes. Dry
blended powders can scgregate due Lo standing and shipping. Solid
substances suvch as powders should be moistened vith sufficient
solvent to make a paste (and. the quantity of solvent specified) or
should be made into a SO-percent weight-to-volume solution. If the
bulk dencity of a powder sample is such that it is physically im-
possible to place 0.5-gram samnles under the patches, the largest
practical amount is applied and reported.

The animals are then irmobilized in stocks and the trunk of each
aniral is looscly wrapped with an impervicus material, such as a
yubberized cloth, for an exposure period of 4 hours. After & hours
of exposure, the patches are removed and the resulting reactions are
evaluzted as described in Table 1..

Table 1
Sltin Reaction Value
Erytheoa ana eschar iormatilon:
No erythecma 0
Very slipht erythema (barely perceptible) 1
Well-defined erythema 2
Moderate to severe erythema 3
Severe crythema (beet redness) to slight eschar 4

formation (injuries in depth)
Edema formation: . .
No cdema
Very slight edema (barely perceptible)
Slight edema (edges of area well defined by
definite rzising). -
Moderate edcma (raiscd approximately 1 millimcter)
Severe edema (raised rorc than 1 millireter and
extendine bovend the arca of cyposuxe

S DO

Following this initial reading, all test gites are washed with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 4& hours after the initial application. The primary
jrritation index is calculated by adding the values for c¢rythema or
eschar formation, and cdema at 4, 24, and 48 hours on intact and
abraded skin (12 velues) end dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A materizl ic considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar cestruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-10

August 24, 1972

DRYORTH

I. OBJECTIVE

To evaluate the skin irritation properties of DRYORTH according
to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

DRYORTH, a white granular compound, was received from the
Industrial Chemical Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for

evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS

Primary Skin Irritation (Draize) Dermal -- See chart on page 2.
Submitted by '7"7. Mv»w\, )
M. McGowan

Approved by - X(
F. X. Kamienski

FXK:ea



B. SKIN IRRITATION INDEX

COMPQUND . DRYORTH

Erythema-eschar - S
Rabbit Observation _Edgm_@hsma_tiﬂn_ U
No. Skin 4 hr.'24 hr.)48 hr. 4 hr.124 hr.: 48 hr.| Total Score™
1 Intact A 4 4 4 4 A 48 8.0
Abraded| 4 - | 4 4 4 4 A "
2 Intact & 4 4 4 4 4 48 8.0
Abraded| 4 4 4 4
3 Intact 4 | &4 4 4 4 4 48 8.0
. Abraded| & 4 4 4
4  Intact | 4 4 4 4 4 4 48 8.0
Abraded; 4 4 4 A 4
5  Intact | 4 4 t 4 4 4 48 8.0
Abraded| 4 4 4 4 4 4
6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4
Primary Irritant Score ----=-=-----cmccmcmce e cccm e e 8.0

“Score = sum of individual values for each rabbit divided by six.

Observations: Eschar was observed on both the intact and abraded test
sites 4-hours after treatment.

Skin Irritant Score

and Irritant Classification: 8.0 corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive . 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6

-2-




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

The proposcd method of testing jrritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -~
technique on abraded and intact skin of healthy albino rabbits. At
jeast six rabbits wmust be used. The back of cach animal is clipped
free of hair 2% hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneum, two incisions
perpendicular to the other two in a mannex resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-~
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and.the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical awount is applied and reported.

The animals are then jmecobilized in stocks and the trunk of each
aniral is loosely wrapped with an impervicus material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythema and eschar formation:

No erythecma 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : .
No edema 0
Very slight edema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite raising).
Moderate edema (raised approximately 1 millimeter) 3
Severe edema (raised more than 1 millimeter and 4

extendine bevond the area of cxpaosure

Following this initial reading, all test sites are vashed with
appropriate solvent to prevent further exposure. Readings are again
made at 24 and 48 hours after the initial application. The primary
jrritation index is calculated by adding the values for erythema or
eschar formation, and cdera at &4, 24, and 48 houxs on intact and
abraded skin (1.2 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A materizl is considered to be corrosive when tissue destruction
is cobserved on any of the six intact skin sites with or without
similar cestruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY ”—”~
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T-4037-11

August 24, 1972

DRYORTH LD

I. OBJECTIVE

To evaluate the skin irritation properties of DRYORTH LD
according to the proposed DOT-4-hour exposure procedure.

IT. MATERIALS

DRYORTH LD, a white granular compound, was received from the
Industrial Chemical Division on August 8, 1972.

III. SUMMARY
Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

B. Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for

evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal -- see chart on page 2.

Submitted by 77. Pfpmen

M. Mc Gowan

Approved by < A '
F. X. Kamienski
FXK:ea




" B. SKIN IRRITATION INDEX

COMPOUND DRYORTH LD
Erythema-eschar : S
Rabbit Observation Edema Observation \m
No. Skin 4 hr.!'24 hr.148 hr, 4 hr.124 hr.1 48 hr. Total Score®
1 Intact 4 4 4 4 4 A 48 8.0
Abraded| & 4 4 4 4 | 4
2 Intact 4 4 4 4 4 48 8.0
Abraded| & 4 4
3  Intact | & | & b 4 4 4 48 8.0
. Abraded| & 4 4 A A
A Intact | 4 4 4 | 4 4 4 48 8.0
Abraded 4 4 4 4 4
5 Intact 4 4 4 4 4 48 8.0
Abraded| &4 4 4 4 4 4
6 Intact 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4
Primary Irritant Score --=---==-=-==-------=o=-oo-osossssososso-os 8.0

¥Score = sum of individual values for
Observations: Eschar was observed on

sites 4-hours after treatment.

Skin Irritant Score
and Irritant Classification:

each rabbit divided by six.

both the intact and abraded test

8.0 corrosive

Evaluation of

Ratio regarding six rabbits;
Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A

FDA _PROPOSED REVISION OF TEST FOR PRIMARY SHIN TRRITANTS

The proposed method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is mecasured by a patch-test -
technique on abraded and intact skin of healthy albino rabbtits. At
least six rabbits must be used. The back of each animal is clipped
free of hair 24 hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a ''tic-tac-toe'
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and.the quantity of solvent specified) or
should bLe made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The aninals are then irmobilized in stocks and the trunk of each
animal is loosely wrapped with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After &4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (bect redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

No edema 0

Very slight edema (barely perceptible) 1

Slight edema (edges of area well defined by 2
definite raising).

Moderate edema (raised approximately 1 millimeter) 3

Severe edema (raised more than 1 millimeter and 4

extendine beyvond the area of exposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposure. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and ederma at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six» to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A materizl is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T-4037-12 -~ August 24, 1972

ECONODET

I. OBJECTIVE

To evaluate the skin irritation properties of ECONODET according
to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

ECONODET, a green granular compound, was received from the
Industrial Chemical Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS
Primary Skin Irritation (Draize) Dermal -- See chart on page 2.

Submitted by Gt oM A,
C. H. Bullock

Approved by z - A - é fmcugzz
F. X. Kamienski
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b.

OKIN IKKLIIALLUN INDLEX

COMPOUND__ ECONODET

_ Erythema-eschar - S
Rabbit Observation Edema Observation um

No. Skin ‘4 hr.'24 hr.148 hr. 4 hr.124 hr.) 48 hr.| Total | Scorew

1 Intact | & 4 4 A 4 4 48 8.0
Abraded| 4 4 4 4 4 4 ’

2 Intact 4 4 48 8.0
Abraded] 4 4 4

3 Intact 4 4 4 4 4 4 48 8.0
- Abraded| & 4 4 4 4

&4 Intact | 4 4 4 4 4 48 8.0
Abraded| 4 4 4 4 4

5 Intact 4 4 4 48 8.0
Abraded| 4 4 4 4 4 4

6 Intact 4 4 4 4 48 8.0
Abradedi 4 4 b4 4 4 4

Primary Irritant ScOre ====-c--ccccmmmm e oo 8.0

“Score

= sum of individual values for each rabbit divided by six.

Observations:

edema on both the intact and the abraded skin areas.

Skin Irritant Score

and Irritant Classification:

8.0 corrosive

All animals exhibited eschar formation and severe

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPERDIX A

FDA PROPOSEﬁ REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

The proposcd method of testing jrritant substances is described
in the Code of Federal Regulations under the Federal Hazarcdous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albiuo rabbits. At
Jeast six rabbits must be used. The back cf ezch animal is clipped
free of hair 2% hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than

4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum cornecum, twO incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogenecous aliquot of the substance under investigation,
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and.the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then irmobilized in stocks and the trunk of each
aniral is loosely wrapped with an impervious material, such as a
rubberized cloth, for an exposurc period of 4 hours. After 4 hours
of exposure, the patches are rer.cved and the resulting reactions are

evaluated as described in Table 1.

Table 1
Skin Reaction . Value
Erythema and eschar formation:
No erythema
Very slight erythema (barely perceptible)
Well-defined erythema
Moderate to severe erythema
Severe erythema (beet redrness) to slight eschar
formation (injuries in depth)
Edema formation: : .
No edema
Very slight cdema (barely perceptible)
Slight edema (edges of area well defined by
definite rzising).
Moderate edcma (raised approximately 1 millimeter)
Severe edema (raised morc than 1 millimeter and
extendine beyond the area of exposuxre

HFWNOHO

S OO

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposure. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and edema at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The corbined average of the six individual
scores is the primary irritation index.

A materizl is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded arxeas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-13 August 25, 1972

MILDUPRUF

I. OBJECTIVE

To evaluate the skin irritation properties of MILDUPRUF
according to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS

MILDUPRUF, a clear colorless'liquid, was received from the
Industrial Chemical Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS '

Primary Skin Irritation (Draize) Dermal

see chart on page 2

Submitted by Q. ). & Ll R
C. H. Bullock.

Apprbved by Z.« X. éégm‘%&;‘
F. X. lenski
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B. SKIN IRRITATION INDEX

COMPOUND MILDUPRUF
Erythema-eschar : , Sum
Rabbit Observation Fdema Observation um
No. Skin 4 hr.'24 hr.148 hr, 4 hr.124 hr.) 48 hr.| Total Score*
1 Intact 4 4 4 & 4 A 48 8.0
Abraded| & - | 4 4 4 4 4 ’
2 Intact 4 4 4 4 48 8.0
Abraded| & 4 4 4 4
3 Intact | & | % 4 4 4 48 8.0
_Abraded| & 4 4 4 4 4
4 Intact | & 4 4. 4 A 4 48 8.0
Abraded| 4 4 4 4 4 4
5  Intact | & 4 4 4 48 8.0
Abraded| & 4 4 4 4 4
6 Intact 4 4 4 4 4 4 48 8.0
Abraded:‘ 4 A 4 4
Primary Irritant Score =-=--=-==-==-=--osSsTSToToTSTIEIEITITIO 8.0

%*Score = sum of individual values for

Observations: Eschar was observed on
sites 4-hours after treatment.

Skin Irritant Score
and Irritant Classification:

ecach rabbit divided by six.

both the intact and abraded test

8.0 corrosive

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-14 - August 25, 1972

MOOV

I. OBJECTIVE
To evaluate the skin irritation properties of MOOV, according
to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS

MOOV, a clear yellow colored liquid, was received from the
Industrial Chemical Division on August 8, 1972.

III. SUMMARY
Skin irritation index 8.0 )
and classification: corrosive

IV. PROCEDURE
Skin Irritation Index, Draize Dermal

The Draize Dermal Procedure was followed as outlined in the
Code of Federal Regulations (part 191.11, Chap. 1, Title 21) for

evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal -- See chart on page 2.

Submitted by Q. M. &.00e *

C. H. BulTock

\
Approved by 2 - X. éhm&
F. X.

Kamienski

FXK:ea




B. SKIN IRRITATION INDEX

COMPOUND___MOOV

Erythema-eschar . s
Rabbit Observation Edema Observation Hm

No. Skin ‘4 hr.'24 hr.148 hr. 4 hr.124 hr.1 48 hr.| Total Score™

‘i Intact | % A A 4 4 4 48 8.0
Abraded| & A 4 4 4 4 ’

2 Intact 4 4 4 4 4 48 8.0
Abraded] 4 4 4 4 4

3 ) Intact 4 4 4 Ll- 4 4 48 8 .0
. Abraded| & 4 4 4 4

4 Intact | 4 4 4 4 4 48 8.0
Abraded A 4 4 4 A 4

5  Intact | & 4 4 4 48 8.0
Abraded 4 4 4 4 4

6 Intact 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4

Primary Irritant Score --==-=-=---------===sooSoosmomoooooooTToTT 8.0

“Score

= sum Oof individual values for

Observations:

Skin Irritant Score
and Irritant Classification:

Eschar was observed on
sites 4-hours after treatment.

each rabbit divided by six.

both the intact and abraded test

8.0 corrosive

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6
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APPENDIX A
FDA PROFOSEﬁ REVISION OF TEST FOR PRTMARY SKIN IRRITANTS

The proposecd method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. The back of each animal is clipped
free of hair 24 hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and.the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then immobilized in stocks and the trunk of each
animal is loosely wrapped with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (becet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: ) .
No edecma 0
Very slight edema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite rzising). :
Moderate edecma (raised approximately 1 millimeter) 3
Severe edema (raised more than 1 millimeter and 4

extendine beyvond the area of exposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and edema at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A material is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-15 August 25, 1972

ONE SHOT CLEANER

I. OBJECTIVE

To evaluate the skin irritation properties of ONE SHOT CLEANER,
according to the proposed DOT ‘4-hour exposure procedure.

II. MATERIALS

ONE SHOT CLEANER, a yellow granular material, was received
from the Industrial Chemical Division on August 8, 1972.

IITI. SUMMARY

Skin irritation index 8.0
and slassification: corrosive

IV. PROCEDURE

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS

Primary Skin Irritation (Draize) Dermal -- See chart on page 2.

submitted by Ci ¥, KoLl

C. H. Bullock

]
Approved by z Z - kém:u%gé!z
F. X. Kamienskil

FXK:ea



" B. __SKIN IRRITATION INDEX

COMPOUND ' ONE SHOT CLEANER

Erythema-eschar

Rabbit Observation Wim_ S_um

No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.) 48 hr.| Total Score

1 Intact 4 4 4 4 4 4 48 8.0
Abraded] 4 - | 4 4 4 4 | 4 ’

2 Intact 4 4 4 4 4 4 48 8.0
Abraded| & 4 4 4 4 4

3  Intact 4 | 4 4 . 4 4 4 48 8.0
. Abraded 4 4 4 4 4 4

b Intact | 4 4 4 4 A 4 48 8.0
Abraded| 4 A 4 4 4 4

5  Intact | & 4 4 4 4 4 48 8.0
Abraded| 4 4 4 4 4 4

6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4 4

Primary Irritant Score -------------cmcmoomcccm e e 8.0

*Score = sum of individual values for each rabbit divided by six.

Observations: Eschar was observed on both the intact and abraded test
sites 4-hours after treatment.

Skin Irritant Score

and Irritant Classification: 8.0 corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 45 hr.
Intact Corrosive . 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A
FDA PROPOSEN REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

The proposcd method of testing jrritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthv albino rabbits. At
least six rabbits must be uced. The back of ecach animal is clipped
free of hair 2% hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a '"tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. :

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as ermulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. If the
bulk dencity of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and repoxted.

The animals are then irmobilized in stocks and the trunk of each
animal is loosely wrappeéd with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythema and eschar tormation:

No erythema 0

Very slight erythema (barely perceptible) 1

Vell-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation: : .
No edema 0
Very slight edema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite rzising).
Moderate edema (raised approximately 1 millimeter) 3
Severe edema (raised more than 1 millimeter and 4

extendine beyond thie area of exposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
jrritation index is calculated by adding the values for erythema or
eschar formation, and cdera at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on ecach rabbit. The combined average of the six individual
scores is the primary irritation index.

A material is considered to ba corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-16 August 25, 1972

ROUND

I. OBJECTIVE

To evaluate the skin irritation properties of ROUND, according
to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS
ROUND, a white granular matefial, was received from the
Industrial Chemical Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0 )
and classification: corrosive

IV. PROCEDURE

B. Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary

from a barely perceptible hyperemia, to edema formation and vesicu-~
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.




V. RESULTS

Primary Skin Irritation (Draize) Dermal

See chart on page 3.

submitted by C. M. Rl

C. H. Bullock

Approved by ] X W

F. X. Kamienski

FXX:ea



B. _ SKIN IRRITATION INDEX . e
COMPOUND ROUND

Erythema-eschar

Rabbit Observation Edema Observation | Sum
No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.) 48 hr.| Total Score=
1 Intact | & 4 4 4 4 4 48 8.0
Abraded| 4 | 4 4 4 A 4 ’
2 Intact L | 4 4 4 4 4 48 8.0
Abraded| & 4 4 4
3 Tntact 4 | 4 4 4 4 4 48 8.0
- Abraded 4 4 4 4 4 4
4 Intact | 4 4 b | 4 4 4 48 8.0
Abraded, 4 4 .4 4 4 4
5  Intact | 4 4 4 4 4 4 48 8.0
Abraded| & 4 4 4 4 4
6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4 4
Primary Irritant Score =----=-------cmmm e 8.0

“Score = sum of Individual values for each rabbit divided by six.

Observations: Eschar was observed on both the intact and abraded test
sites 4-hours after treatment.

Skin Irritant Score

and Irritant Classification: 8.0 corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive . 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A
FDA PROPOSEﬁ REVISION OF TEST FOR PRIMARY SKIN IRRITANTS

The proposcd method of testing jrritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. The back cf cach animal is clipped
free of haivr 24 hours befcre application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. -

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and. the quantity of solvent specified) or
should Le made into a 50-percent weight-to-volume solution. 1If the
bulk density of a powder sample is such that it is physically im-
possible to place O.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then imceobilized in stocks and the trunk of each
animal is loosely wrapped with an imperviocus material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction . Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Vell-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar A
formation (injuries in depth)

Edema formation: : .
No edema 0
Very slight edema (barely perceptible) 1
Slight edema (edges of area well defined by 2

definite raising).
Moderate edema (raised approximately 1 millimeter) 3
Severe edema (raised more than 1 millimeter and 4

extendine beyond the areca of cuposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposure. Readings are again
made at 24 and 48 hours after the initial application. The primary
jrritation index is calculated by adding the values for erythema or
eschar formation, znd edema at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on each rabbit. The combined average of the six individual
scores is the primary irritation index.

A material is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

i COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T-4037-17 August 25, 1972
/

SANITIZER , .S

I. OBJECTIVE

To evaluate the skin irritation properties of SANITIZER.

II. MATERIALS

SANITIZER, a white powder, was received from the Industrial
Chemical Division on August 8, 1972,

ITI. SUMMARY

Skin irritation index 4.9
and classification: corrosive

IV. PROCEDURE .
Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal -- see chart on page 2.

Submitted by C. /1.
C. H. Bullock

Approved byj X [(/[[m,ylxyz,fg/

FXK:ea . Kamienski




- AMPOUND SANITIZER

Erythema-eschar . . S
abbit Observation Edema Observation A
(:No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.148 hr.| Total Score™
1 Intact | &4 4 & 1 2 2 34 5.66
Abraded; 4 - 4 4 1 2 2 Y
‘9 Intact | & : 4 4 1 1 1 30 } 5.00
Abraded| # & 4 1 1 1
3 Intact | 4 | 4 4 |1 1 1 30 5.00
Abraded| & 4 4 1 1 1 1
4 Intact | & A 4 1 1 1 - 30 5.00
Abraded| 4 A L 1 1 -
5 Intact | 4 4 4 1 0 0 26 4.33
{’ Abraded} 4 4 4 1 0 0
6 Intact 4 4 4 1 0 0 26 4.33
Abradedi 4 4 4 1 0 0
Primary Irritant Score e e T by 4.9
TScore = sum oOf individual values tor cach rabbit divided by six.
Observations: Eschar was observed on both the intact and abraded test sites
Skin Irritant Score .
and Irritant Classification: 4.9 corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr
Intact Corrosive 6/6 6/6 6/6
abraded ~ Corrosive 6/6 6/6 6/6




-y

ATPTIENDIX A

FDA FROFPOSED RrVISTO! OF TLST FOR I'RIMARY SHIN INRITANTS

The proposed method of testing irritant substances is deseribed
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. The back of cach animal is clipped
free of hair 24 hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in areca. Two of the test sites azvre abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratwun corneun, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is sccured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important vhen testing formulated products con-
taining several ingredients, such as crulsions or suspensions, which
can separatce due to stendinz, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with suificient
solvent to make a paste (and. the quantity of solvernt specified) or
should bLe made into a 50-percent weight-to-volume solution. If the
bulk dencity of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported,.

The animals are then inmobilized in stocks and the trunk of each
aninal is loosely wrapped with an impervious material, such as a
rubberized cloth, for an ecxposure period of 4 hours. After 4 hours
of cxuposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin lcaction : Value
Erytlicma and c¢schar zoruation:
No erythcma
Very slight erythema (barely perceptible)
Vell-defined crythema
Moderate to severe erythoma
Severe erythiema (beet redness) to slight eschar
formation (injuries in depth)
Edema formation: : .
No cdcma
Very slight cdema (barcly perceptible)
Slight edema (edges of area vwell defined by
definite rzising).
Moderate edemz (raiscd approximately 1 millimeter)
Severe edema (raiscd rmore than 1 millimeter and
extendin~ beveond the area of cxpozure

HMwPOO

s NOHO

Folloving this initial reading, all test sites arce washed with
appropriate solveat to prevoent further exposvre. Readings avre again
made at 74 and 46 hours after the initial application. The prirmary
irritztion index is calculeted by adding the valves for crythema or
eschar formation, and edema at 4, 24, and 48 houYrs on intact and
abraded skin (12 values) and dividing by six to cobtain an individusl
score on cach rabbit. The cosbined average of the six individual
scores is the primavy irvitation index.

A material is considuered to be corrosive wliien tissue destruction
is observed on aay of the six intact skin sites with or without
similar destructicen on the abraded areas. 7The raitio of tissue
destruction obiscrved on Loth intact and abraded skin sites is recorded.

-3-




)

£

STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER-

COMPANY CONFIDENTTAL

TOX ICOLOGY LABORATORY REPORT T-4037-18 Auguist 25, 1972

SODIUM METASILICATE, ANHYDROUS

I. OBJECTIVE

To evaluate the skin irritation properties of SODIUM METASILICATE,
ANHYDROUS. .

II. MATERTALS

SODIUM METASILICATE, ANHYDROUS, a white granular material, was
received from the Industrial Chemical Division on August 8, 197Z.

II1. SUMMARY

Skin irritation index 7.9
and classification: corrosive

IV. PROCEDURE
Skin Irritation Index, Draize Dermal

. The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
jtself is not directly measured, but the result or consequence of
jrritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal -- see chart on pégé 2.

Submitted by C. /# A l0-4 (Fxr.)
C. H. Bullock "

Approved by qu’jﬁ A&éﬂ{0@@aﬁﬁL'
F. X. Kamienski _
FXK:ea



COMPOUND SODIUM METASILICATE, ANHYDROUS

Erythema-eschar . . S
Rabbit Observation Edema Obcervation M
_No. Skin 4 hr.!'24 hr.148 hr. 4 hr.124 hr.:48 hr.| Total | Score™
\_L' Intact 4. 4 4 3 a 4 47 - 7.85
) ] |
Abraded| 4 - 4 4 3 4 4
) Intact 4 ‘ 4 4 3 4 4 47 7.85
Abraded| & 4 4 3 '
3 Intact | 4 | 4 4 3 4 4 47 7.85
Abraded! 4 4 4 3 4 4
4 Intact | & 4 4 3 4 4 47 7.85
Abraded! 4 4 4 3 A

5 Intact A 4 4 3 4 4 47 7.85
p Abraded| 4 A 4 3 4 4
%

6 Intact | &4 4 | 3 4 4 47 7 85
. Abraded: & 4 4 3

| )

Primary Irritant Score --==-==------mome—emmr oo m e — e — e 7.9
“Score = sum of individual values ifor each rabbit divided by six.
Observations: Eschar was observed on both the' intact and abraded test sites
Skin Irritant Score .
and Irritant Classification: 7.9 corrosive

Ratio regarding six rabbits;
Evaluation of Observation tinme

Test site skin reaction 4 hr, 24 hr. 48 -

Intact Corrosive 6/6 6/6 6/6
(‘.oraded Corrosive 6/6 6/6 6/6
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FDA PROVOSED REVISION OF TLST FOR PRIMARY SHIX IRRITANTS

The proposcd method of testing ixritant substances i{s described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Prirmary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbkits. At
least six rabbits must be used. The back of each animal is clipped
{rce of hair 2% hours beforc application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in arca. Two of the test sites are abraded and two
are left intact.

The abraded areas are prcpared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular-to the other two in a manner resecbling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. -

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 %x 1.5 inch
12-ply gauze patch whieh is secured in place by two narrouw strips
of adhesive tape. The substance tested (liquicd, solid, or semisolid)
represents a homogencous aliquot of the substance under investigation.
This factor is most important when testing forrmulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregalc due to standing and shipping. Solid
substances such as powdexrs should be moistened with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should Le made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample is such that it is physically im-
possible to plzcec 0.5-gram sawples under the patches, the largest
practical amount is applied and repoxted.

The animals are then irmobilirzed in stocks and the trunk of each
aniral is loosecly wrappéd with an impervicus material, such as a
rubberized cloth, for an exposture period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Sikin h.caction Value
Erythcma anad eschar iorrcation:
Ro crythema
Very slipght erythcema (barely perceptible)
Well-defined erythema
Moderate to severe exrythema '
Severe erythema (beet redness) to slight eschar
formation (injuries in depth)
Edema formation: : .
Ko cdena
Very slight edemz (barely perceptible)
Slight cdema (edges of area wvell defined by
def{inite raising).
Moderate edema (raised approximately 1 milliceter)
Scevere edema (raised rore than 1 millimeter and
oxtendine bevond the area of exposure

SN O

S PO

Following this initial reading, all test sites arce washed with
appropricte solvent to prevent further exposurc. Readings are egain
made zt 24 and 48 hours after the initial application. The prirmary
jrritationa index is calculcted by adding the values for erythema or
eschar formmation, and edema at 4, 24, and 48 houYs on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The cosbined average of the six individuzl
scores is the primary irritation index.’

A material is considercd to be corrosive whcn tissuce destruction
is obscerved on aay of the six intact skin sites with or without
similar cCestruction on the albraded zreas. The ratio of tissue
destruction obscerved on both intact and abraded skin sites is recorded.
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-19 September 5, 1972

SOL-ESCO

I. OBJECTIVE

To evaluate the skin irritation properties of SOL ESCO accord-
ing to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

SOL-ESCO, a green colored granular material, was received from
the Industrial Chemical Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for

evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a Primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.
V. RESULTS

Primary Skin Irritation (Draize) Dermal -- See chart oh page 2.

Submitted by C. ¥, Kuble?
C. H. Bullock

Approved by g é - @‘ d@é:ﬁ
: F. X. Kamienski

FXK:ea




B. SKIN IRRITATION INDEX

COMPOUND  SOL-ESCO

Erythema-eschar

Rabbit Observation E_dgma._Qb_sgnf_a.tmn_ Sum

No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.) 48 hr.| Total Score
Abraded| 4 | & 4 4 4 4 ’

2 Intact 4 4 4 4 4 4 48 8.0
Abraded| & 4 b4 4 4 4

3 Intact 4 | &4 4 4 4 4 48 8.0

4 Intact | 4 4 4. 4 A 4 48 8.0
Abraded 4 4 4 4 4 4

5  Intact | &4 4 4 4 4 4 48 8.0
Abraded] & 4 4 4 4 4

6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4 4

Primary Irritant Score ---===---<-=-==-=-----------c-co-oooooooo-= 8.0

*Score = sum of individual values for each rabbit divided by six.

Observations: Eschar was observed on both the intact and abraded test
sites 4-hours after treatment.

Skin Irritant Score

and Irritant Classification: 8.0 corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive . 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A
FDA PROPOSED REVISION OF TEST FOR_PRIMARY SKIN IRRITANTS

The proposcd method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbtits. At
least six rabbits must be used., The back eof each animal is clipped
free of hair 24 hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneum, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe'
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are intrnduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which

can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid

substances such as powders should be moistened with sufficient
solvent to make a paste (and. the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place O.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then irmwobilized in stocks and the trunk of each
animal is loosely wrapped with an impervious material, such as a
yubberized cloth, for an exposvre period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction ' . Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

No edema 0

Very slight cdema (barely perceptible) 1

Slight edema (edges of area well defined by 2
definite rzising).

Moderate edecma (raised approximately 1 millimeter) 3

Severe edema (raised more than 1 millimeter and 4

extendine beyond the area of exposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and ederma at 4, 24, and 48 hours on intact and
abraded skin ()2 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the priwary irritation index.

A material is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.

-3-




STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T-4037-20 September 5, 1972

SUPER DESOIL

I. OBJECTIVE

To evaluate the skin irritation properties of SUPER DESOIL,
according to the proposed DOT "“4-hour exposure procedure.

IT. MATERIALS

SUPER DESOIL, a white colored granular material, was received
from the Industrial Chemical Division on August 8, 1972.

ITII. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS

Primary Skin Irritation (Draize) Dermal
See chart on page 2.

Submitted by O B
¢. H. Bullock

Approved by . ‘

F. X. Kamienski
FXK:ea



B. SKIN TRRITATION INDEX

COMPOUND. SUPER DESOIL

Erythema-eschar
Rabbit | Observation Edema Observation Sum

No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.: 48 hr.! Total Score:s

1 Intact 4 4 4 4 4 4 48 8.0
Abraded| 4 - | 4 4 4 4 4 ’

2 Intact 4 4 4 4 4 4 48 8.0
Abraded| & 4 4 4 4 4

3 Intact 4 | 4 4 4 4 4 48 8.0
. Abraded 4 4 4 4 4 4

4  Intact | 4 4 4. | 4 4 4 48 8.0
Abraded 4 4 4 4 4 4

5  Intact | & 4 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4

6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4 4

Primary Irritant Score -------=----cremmmmm e e 8.0

“Score = sum of individual values for each rabbit divided by six.

Observations: Eschar was observed on both the intact and abraded test
sites 4-hours after treatment.

Skin Irritant Score

and Irritant Classification: 8.0 corrosive
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive . 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6

-2-




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SILIN _IRRITANTS

The proposcd method of testinz irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthv albiuo rabbits. At
Jeust six rabbits must be used. The back of each animal is clipped
free of hair 2% hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner reserbling a ''tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and.the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. IE the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then irmobilized in stocks and the trurnk of each
animal is loosely wrapped with an impervicus material, such as a
yubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction . Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe erythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

No edema 0

Very slight edema (barely perceptible) 1

Slight edema (edges of area well defined by 2
definite raising).

Moderate edema (raised approximately 1 millimeter) 3

Severe cdema (raised rmorc than 1 millimeter and 4

extendine bevond the arca of cxposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and ederma at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A material is considered to be corrosive when tissue destruction
is obscrved on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.

-3-



STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-21 September 5, 1972

TWIN-DET

I. OBJECTIVE

To evaluate the skin irritation properties of TWIN-DET,
according to the proposed DOT 4-hour exposure procedure.

II. MATERIALS

TWIN-DET, a white colored granular material, was received from
the Industrial Chemical Division on August 8, 1972.

ITI. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the

Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS
See chart on page 2.

Submitted by (. X, 8.0~ R
3

C. H.
Approved by 7. X. ML
F. X. Kamienski

FXK:ea




COMPOUND

TWIN-DET

Erythema-eschar

Rabbit Observation Edeﬁa Obsexrvation Sum

No. Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.1 48 hr., Total Score
Abraded| &4 - | 4 4 4 4 4

2 Intact 4 4 4 4 48 8.0
Abraded| & 4 4 4
. Abraded 4 4 4 4 4 4

4 Intact | 4 4 4 | 4 4 4 48 8.0
Abraded| 4 4 4 4 4 4

5  Intact | & 4 4 4 4 48 8.0
Abraded 4 4 4 4 4 4

6 Intact 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4

Primary Irritant Score --=-=-=---=---=-----------sosomsosmoso--oo- 8.0

“Score

= sum of individual values for

Observations:

Eschar was observed on
sites 4-hours after treatment.

Skin Irritant Score
and Irritant Classification:

each rabbit divided by six.

both the intact and abraded test

8.0 corrosive

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR DPRIMARY SHIN IRRITANTS

The proposed method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances lLabeling Act, Part 191.11, Chapter 1, Title 21 as followus:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. The back of each animal is clipped
free of hair 2% hours before application of the test material., The
shaved arca is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneum, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. -

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliguet of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent tc make a paste (and. the quantity of solvent specified) or
should Le made into a 50-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and repoxrted.

The animals are then immobilired in stocks and the trurk of each
animal is loosely wrapped with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythena and eschar tormation:

No erythema o

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe crythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

No edema 0

Very slight edema (barely perccptible) 1

Slight edema (edges of area well defined by 2
definite raising).

Moderate edema (raised approximately 1 millimeter) 3

Severe cdema (raised rore than 1 millimeter and 4

extendins bevond the area of cuposure

Following this initial reading, all test sites arc washeqd with
appropriate solvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
jrritation index is calculated by adding the values for erythema or
eschar formation, and edema at 4, 24, and 48 hours on intact and
ebraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A materiel is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the atraded arecas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.

-3-




CONFIDENTIAL

STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LAB REPORT -- T-4037-22 Date 10/31/72

CRYSTAMET 2040 WATER SOLUTIONS

I. OBJECTIVE
To evaluate the skin irritation properties of 1% and 10%
CRYSTAMET 2040 solutions according to the FDA proposed 4-hour

exposure test for primary skin irritants. The skin irritation
of a 1% NaOH solution was also evaluated for comparison.

IT. MATERIALS

A. CRYSTAMET 2040, received from the Industrial Chemical
Division on August 8, 1972.

B. NaOH pellets, analytical reagent grade.

The test solutions were made up with deionized water immediately
prior to testing.

ITI. SUMMARY

Test Solution Skin Irritant Classification
CRYSTAMET 1% Non-irritant
CRYSTAMET 10% Corrosive

NaOH 1% Corrosive

IV. PROCEDURES

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) with
one modification. The test solutions were administered on intact
skin areas only, not on abraded areas. Since a material is consi-
dered to be corrosive when tissue destruction is observed on any
one of six intact skin sites with or without similar destruction
on abraded areas, the test as modified retains its validity for
comparative purposes.

The Draize Dermal test is discussed further in Appendix A.



Voo 2ESAES f CONFIDENTIAL

See charts on pages 2-4.

Submitted by /M r Mcm [FA,«/

. McGowan

Approved by ,j X /641“&2411

. X. Kamienski
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B. SKIN JKRITATIUN LNDEX . R

COMPOUND  CRYSTAMET 2040 (1% Sogution)

CONFIDENTIAL

Erythema-eschar g
© bbit Observation Edema Observation m
No. Skin 4 hr.'24 hr.148 hr, 4 hr.124 hr.:48 hr.| Total Score*
1 Intact 0 v e c 0 o 0 0
Abraded '
"2 Intact 0 - 0 0 0 0 0 0 0
Abraded
3 Intact| O "] O 0 - 0 0 0 0 0
Abraded
4 Intact | O 0 0 0 0 o | o 0
Abraded
5 Intact 0 0 0 0 0 0 0 0
Abraded
6 Intact 0. 0 0 0 0 0 0 0
. Abradedi
Primary Irritant Score -----=---=-=-=-=-------oo-ooooo-ooooaoo- 0

*Score = sum of individual values for each rabbit divided by six.

Observations: No skin irritation was observed.in any of the test animals.

Skin Irritant Score

and Irritant Classification: 03 Non-irritant
] Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.

- ntact Corrosive 0/6 0/6 0/6

Abraded Corrosive




B. SKIN 1RRITATION LNDEX

COMPOUND CRYSTAMET 2040 (10% Solution)

Y . CONFIDENTIAL
Erythema-eschar .
TUhbit Observation Edema Observation Sum
No. Skin 4 hr.!'24 hr.148 hr. 4 hr.)24 hr.:48 hr.| Total Score:s
1 Intact 4 4 4 3 3 3 21 7.00
Abraded
-2 Intact 4 4 4 2 2 2 18 6.00
Abraded
3 Intact | & | 4 A 2 2 2 18 6.00
Abraded
4 Intact | 2 4 4 1 1 2 14 4.67
Abraded
5 Intact 0 3 4 0 1 2 10 3.33
Abraded
6 Intact 4 4 4 0 1 2 15 5.00
. Abradedi
Primary Irritant Score ----=---=---cmemem e cc e e e 5.33

*Score = sum of individual values for each rabbit divided by six.

Observations: Eschar and edema were observed in all the test animals.

Skin Irritant Score
and Irritant Classification: 5.333 corrosive

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr, 24 hr. 48 hr.

ntact Corrosive 4/6 5/6 6/6

Abraded Corrosive




" B. SKIN IRRITATION INDEX . ' o

COMPOUND NaOH (1% Solution)

‘ - CONFIDENTIAL
Erythema-eschar . S
= "Kbit Observation Edema Observation um
No. Skin 4 hr.!'24 hr.148 hr. 4 hr.124 hr,148 hr.| Total Score=
1' Intact 4 4 4 _ 3 3 2 20 6.67
Abraded v
2 Intact 0 - 0 1 0 1 1 3 1.00
Abraded
3 . Intact 2 11 1 - 1 1 2 8 2.67
Abraded
4 Intact | 1 1 1 1 1 1 6 2.00
Abraded
5 Intact 1 4 4 1 1 2 13 4.33
Abraded
. Abraded:
l
Primary Irritant Score ----=----s--s--cmococmmmm e nm e mm e m o 3.38

*Score = sum of individual values for each rabbit divided by six.

Observations: Erthema and edema were observed.in all the test animals.

Skin Irritant Score

and Irritant Classification: 3.38; corrosive
] Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.

' .ntact Corrosive 1/6 3/6 3/6

Abraded Corrosive




APPENDIX A
FDA PROPOSED RFVISTION OF TEST FOR PRIMARY SKIN IRRITANTS

' .
Primary irritation to the skin isgngmriu:)bgl\alzlﬁL'-test

technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. The back of each animal is clipped
free of hair 24 hours before application of the test material. The
shaved area is divided into four quadrants, each being no iess than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun:, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding.

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as emulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. D
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. If the
bulk density of a powder sample is such that it is physically im-
rossible to place 0.5-gram samplies under the patches, the largest
practical amount is applied and reported.

The animals are then immcbilized in stocks and the trunk of each
animal is loosely wrapped with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe crythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

No edema 0

Very slight edema (barely perceptible) 1

Slight edema (edges of area well defined by 2
definite raising).

Moderate edema (raised approximately 1 millimeter) 3

Severe edema (raised more than 1 millimeter and 4

extending beyond the area of exposure

Following this initial reading, all test sites are washed with
appropriate solvent to prevent further exposure. Readings are again
made at 24 and 48 hours after the initial application. The primary
irritation index is calculated by adding the values for erythema or
eschar formation, and edema at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on each rabbit. The combined average of the six individual
scores is the primary irritation index.

A material is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the abraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.




STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-23 September 21, 1972

BENZENE PHOSPHORUS THIODICHLORIDE

I. OBJECTIVE

To evaluate the skin irritation properties of BENZENE PHOSPHORUS
THIODICHLORIDE.

I1. MATERIALS

BENZENE PHOSPHORUS THIODICHLORIDE, a light yellow liquid, was
received from New York on September 15, 1972.

IITI. SUMMARY
Skin irritation index 4.2 .
and classification: corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.



V. RESULTS

Primary Skin Irritation (Draize) Dermal

See chart on page 3.

Submitted by C. A
C. H. Bullock

Approved by - K-

o,

F. X, Kamienskil
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COMPOUND BENZENE PHOSPHORUS THIODICHLORIDE
Erythema-eschar . : S
Rabbit Observation Fdema Ohcservation m ,
- . Skin 4 hr.!24 hr.148 hr. | 4 hr.124 hr.148 hr.| Total | !Score
—_ |
1 Intact 1 0 % 2 0 2 27 | 4.50
Abraded| 3 4 4 4 1 2 '
2 Intact 1 1 2 2 0 2 25 4.17
Abraded| 3 2 4 4 1 3
3 Intact | 2 1 2 - 2 0 2 30 5.00
Abraded| & 4 4 4 2 3
4 Intact | 1 L 1 2 0 2 21 3.50
Abraded; 3 2 3 3 0 3
Abraded| % & & 3 0 2
6  Intact | T 1 2 2 0 2 19 3.17
Abradedi 0 1 2 3 0 2
Primary Irritant ScoOre --=------s--cmomememomoo o mmccme oo 4.2
*Score = sum of individual values for each rabbit divided by six.
Observations:

Eschar was observed on two intact test sites, thereby

classifying this compound as a corrosive.

Skin Irritant Score
and Irritant Classificat

ion: 4.2 corrosive

Ratio regarding six rabbits;

Evaluation of Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
(Tntact Corrosive 0/6 0/6 2/6
‘Abraded Corrosive 2/6 3/6 4/6




APPERNDIX A

FDA PROPOSEﬁ REVISTON OF TEST FOR PRIMARY SK1W IRRITANTS

The proposcd method of testing jxritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albino rabbits. At
least six rabbits must be used. The back of each animal is clipped
free of hair 2% hours before application of the test material. The
shaved arca is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites are abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneum, two incisions
perpendicular to the other two in a manncr resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce blecding. -

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materizls (0.5 gram) are intreduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogencous aliquot of the substance under investigation.
This facter is most important when testing formulated preoducts con-
taining several ingredients, such as cmulsions or suspensions, which
can scparate due to standinz, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent tc nake a paste (and.the quantity of solvent specified) or
should bLe rmade into a SO-percent weight-to-volume solution. 1If the
bulk density of a powder sawple is such that it is physically im-
possible to place 0.5-gram saemples under the patches, the largest
practical amount is applied and repoxted.

The animals are then irmsobilized in stocks and the trurk of cach
anirmal is loosely wrappéd with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluocted as described in Table 1.

Table 1
Skin Reaction Value
Erythcra and eschar iormation:
No erythecmna
Very slight erythema (barely perccptible)
Well-defined erythema
Moderate to severe crythema
Severe exrythema (beet redness) to slight eschar
formation (injuries in depth)
Edema formation: : .
Ko ecdcma
Very slight cdema (barely perceptible)
Slight edema (edges of area well defined by
definite raising).
ioderate edema (raisced approximately 1 millimeter)
Severe edeina (raised rmore than 1 millimeter and
oxtendins bevond the area of cyposure

WO

£HW O NO=HO

Following this initial rezding, all test sites arc washed with
appropriate sclvent to prevent further exposurc. Readinfs are again
made at 24 and 46 hours after the initial epplication. The primary
jrritation index is calculated by adding the values for erythema or
eschar formaticn, and cdera at 4, 24, and 48 hours on intact and
abraded shkin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined averazge of the six individual
scores is the pri:zary irritation indew.’

A materizl is considercd to be corrosive when tissue destruction
{s obscrved on aay of the six intact skin sites with or without
similar destruction on the abraded arcas. The ratio of tissue
destruction obscrved on both intact and abraded skia sites is recorded.

-
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STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T-4037-24 Septembér 21, 1972

DI-2-ETHYLHEXYL PHOSPHORODITHIOIC ACID

I. OBJECTIVE

To evaluate the skin irritation properties of DI-2-ETHYLHEXYL-
PHOSPHORODITHIOIC ACID. ‘

II. MATERIALS

DI-2-ETHYL HEXYL PHOSPHORODITHIOIC ACID, a dark liquid, -
was received from New York on September 15, 1972.

III. SUMMARY

Skin irritation,iﬁdex 4.8
and ClaSSificatiOni\ p corrosive

IV. PROCEDURE

Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 1%1.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritatiocn
itself is not directly measured, but the result or consequence oif
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.



V. RESULTS

Primary Skin Irritation (Draize) Dermal

il
~ "

See chart on page 3.

. Submitted by C 7 zﬁ’uﬂjﬂl( EXL.)
Q, C. H. Bullock

-

Approved by }/ X- /fém/zﬂp b
F. X. Kamienski

FXK:ea




B. SKIN TRRITATION INDEX ) Ty

.-
-t

;OMPOUND DI-2-ETHYLHEXYL PHOSPHORODITHIOIC ACID

Erythema-eschar

abbit Observation Edeéa Observation Sum
_{'). Skin 4 hr.'24 hr.148 hr. 4 hr.124 hr.148 hy.| Total Score
1°  Tntact | 1 4 Lo 1 2 2 31 5.17
Abraded| 3 A 4 2 2 2 ’
) Intact | 2 | 2 4 1 2 1 29 4,83
Abraded| 3 3 4 2 0 2 '
3 Intact | 1 ] 2 v . |1 2 1 27 4.50
Abraded| 2 4 4 2 2 2
A Intact | 2 3 4 | 0 1 1 .27 4 .50
Abraded| 3 4 4 1 2 2
5 Intact | 1 2 4 0 1 1 25 4.17
é; Abraded| 3 4 4 1 2 2
6 Intact | 2 4 A 1 2 1 32 5.33
Abradedi 3 4 4 2 3 2
Primary Irritant Score ----===-==-=--c-c-e--—--cm-coooocoooooos 4.8
%Score = sum or individual values ror each rabbit divided by six.
Observations:

Eschar was observed on all test sites.

Skin Irritant Score

and Irritant Classification: 4.8 corrosive
] Ratio regarding six rabbits;
Evaluation of Observation tine
Test site skin reaction 4 hr. 24 hr. 48 hr.
<Tﬂtact Corrosive | 0/6 2/6 6/6
Abraded . Corrosive 0/6 5/6 6/6




A,

AVEVILLDIN A

FDA_PROPOSEN REVISION OF TEST TOR PRIVMARY SHIN IRRITANTS

The proposcd method of testing irritant substances is described
in the Code of Federal Regulations under the Federal Hazardous Sub-
stances Labeling Act, Part 121.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is mecasured by a patch-test -
technique on abraded and intact skin of healthy a2lbiuvo rabbits. At
least six rabbits must be used. Tie back of cach animal is clipped
free of hair 24 hours before application of the test materizl. The
shaved arca is divided into four quadrants, each being no less than
4 squzre inches in area. Two of the test sites ave abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corneun, two incisions
perpendicular to the other two in a manner resembling a 'tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleceding. -

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are introduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogenecous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredicents, such as emulsions or suspensioas, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segrepate due to standing and shipping. Solid
substances such as powders sheculd be moistenced with sufficient
solvent to male a paste (and. the quantity of solvent specified) or
should be made inte a 50-percent weight-to-volume solution. £ the
bulk dencity of a powder sample is such that it is physically im-
possible to plzce 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then irmsobilized in stocks and the trurnk of each
animal is looscly wrapped with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After &4 hours
of exposure, the patches are removed and the resulting reactions are
evaluoted as described in Table 1.

Table 1
Skin Keaction Value
Erythoza and eschar iormation:
No erythem
Very slizht erythema (barecly perceptible)
Well-defined erythema
Moderate to severe erythema
Severe crythema (beet redness) to slight eschar
formation (injuries in depth)
Edema formation: : .
No cdema
Very slight edema (barcly perceptible)
Slight edema (edges of arca well defined by
definite rcising).
Moderate edoma (raised approximately 1 millineter)
Severe cdena (raised rore than 1 millimeter and
extendin~ bevond the ares of cxnasure

SONHO

SO OO

all test sites arc vashed with
Licr exposuvre. Readings ave again
itial application. The primary

ling the values for erythema or
eschar formation, and edama at 4, , and 48 houvrs on intact and
abraded skin (3.2 values) and dividing by six to obtain an individual
score on cach rabbdit. The conbinced average of the six individual
sceres is the primary irritation index.

appropriate solveat to prevent furt
made at 24 and 48 hours after the i
irritation index is caleuleted by a

7

FSN s o)
~

A materiszl is considered to bLe corvosive vhen tissue destruction
is obscrved on any of the six intact skin sites with or vithout
o3

similar cestruction on the cbraded avceas. The ratio of tissue

destruction obscrved on both irtact and abraded skin sites is recorded.

-




STAUFFER CHEMICAL COMPANY
WESTERN RESEARCH CENTER

COMPANY CONFIDENTIAL

TOXICOLOGY LABORATORY REPORT T- 4037-25 September 21, 1972

THIOPHOSPHORYL CHLORIDE

I. OBJECTIVE

To evaluate the skin irritation properties of THIOPHOSPHORYL
CHLORIDE according to the proposed DOT 4-hour exposure procedure.

IT. MATERIALS

THIOPHOSPHORYL CHLORIDE, a ciear colorless liquid, was received
from New York on September 15, 1972.

III. SUMMARY

Skin irritation index 8.0
and classification: corrosive

IV. PROCEDURE

B. Skin Irritation Index, Draize Dermal

The Draize Dermal procedure was followed as outlined in the
Code of Federal Regulations (Part 191.11, Chap. 1, Title 21) for
evaluating hazardous substances. The test procedure is designed to
determine whether a chemical is a primary skin irritant, ie.,
capable of initiating an extreme tissue reaction or skin inflam-
mation to an insult or injury. The inflammatory process may vary
from a barely perceptible hyperemia, to edema formation and vesicu-
lation, and finally to an intense suppurative process. Irritation
itself is not directly measured, but the result or consequence of
irritation, that is, the injury reaction following irritation.

The Draize Dermal test is further discussed in Appendix A.

V. RESULTS

Primary Skin Irritation (Draize) Dermal -- See page 2 (chart)

Submitted by G X, 8,4,
C. H. Bullock

Approved by ; . gs éézm: &Eé
. X. Kamlenskl

FXK:ea



B. SKIN

JRRITATION INDEX

o
€OMPCOUND .. THIOPHOSPHORYL CHLORIDE

Erythema-eschar g
Rabbit Observation Edema Observation um

No. Skin 4 hr.!'24 hr.148 hr. 4 hr.!24 hr.: 48 hr.! Total Score

1 Intact 4 4 4 & 4 4 48 8.0
Abraded| 4 A 4 4 4 4 ’

2 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 4 4

3  Intact | & 4 4 4 4 4 48 8.0
. Abraded 4 4 4 4 4 4

4 Intact 4 4 4 4 4 4 48 8.0
Abraded 4 4 A 4

5  Intact | 4 4 4 4 4 4 48 8.0
Abraded| 4 4 4 4 4 4

6 Intact 4 4 4 4 4 4 48 8.0
Abradedi 4 4 4 4 4

Primary Irritant ScOre --=--==-meeccm e e cece e e e 8.0

w“Score

= sum of individual values for

Observations:

Eschar was observed on

sites 4-hours after treatment.

Skin Irritant Score

and Irritant Classification:

each rabbit divided by six.

both the intact and abraded test

8.0 corrosive

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive 6/6 6/6 6/6
Abraded Corrosive 6/6 6/6 6/6

-2-




APPENDIX A

FDA PROPOSED REVISION OF TEST FOR PRIMARY SHIN IRRITANTS

The proposcd method of testing irritant substances is described
in the Code of Federal Regulations undcr the Federal Hazardous Sub-
stances Labeling Act, Part 191.11, Chapter 1, Title 21 as follows:

Primary irritation to the skin is measured by a patch-test -
technique on abraded and intact skin of healthy albiuo rabbits. At
Yeast six rabbits must be used. The back ¢f each animal is clipped
free of hair 24 hours before application of the test material. The
shaved area is divided into four quadrants, each being no less than
4 square inches in area. Two of the test sites arec abraded and two
are left intact.

The abraded areas are prepared 24 hours after shaving by making
four epidermal incisions through the stratum corncum, two incisions
perpendicular to the other two in a manner resembling a "tic-tac-toe"
pattern. These incisions should not be so deep that they disturb
the derma or produce bleeding. .

Liquid test materials (0.5 milliliter) and/or solid or semi-
solid test materials (0.5 gram) are intronduced under a 1.5 x 1.5 inch
12-ply gauze patch which is secured in place by two narrow strips
of adhesive tape. The substance tested (liquid, solid, or semisolid)
represents a homogeneous aliquot of the substance under investigation.
This factor is most important when testing formulated products con-
taining several ingredients, such as enulsions or suspensions, which
can separate due to standing, shipping, or temperature changes. Dry
blended powders can segregate due to standing and shipping. Solid
substances such as powders should be moistened with sufficient
solvent to make a paste (and the quantity of solvent specified) or
should be made into a 50-percent weight-to-volume solution. £ the
bulk density of a powder sample is such that it is physically im-
possible to place 0.5-gram samples under the patches, the largest
practical amount is applied and reported.

The animals are then irmobilized in stocks and the trurk of each
aniral is loosely wrappéd with an impervious material, such as a
rubberized cloth, for an exposure period of 4 hours. After 4 hours
of exposure, the patches are removed and the resulting reactions are
evaluated as described in Table 1.

Table 1
Skin Reaction . Value
Erythema and eschar formation:

No erythema 0

Very slight erythema (barely perceptible) 1

Well-defined erythema 2

Moderate to severe erythema 3

Severe crythema (beet redness) to slight eschar 4
formation (injuries in depth)

Edema formation:

No edema 0

Very slight cdema (barely perceptible) 1

Slight edema (edges of area well defined by 2
definite rzising).

Moderate edema (raised approximately 1 millimeter) 3

Severe edema (raised morc than 1 millimeter and 4

extendine beyvond the srea of exposure

Following this initial reading, all test sites are wvashed with
appropriate sclvent to prevent further exposurc. Readings are again
made at 24 and 48 hours after the initial application. The primary
jrritation index is calculated by adding the values for erythema or
eschar formation, and cdema at 4, 24, and 48 hours on intact and
abraded skin (12 values) and dividing by six to obtain an individual
score on cach rabbit. The combined average of the six individual
scores is the primary irritation index.

A materizl is considered to be corrosive when tissue destruction
is observed on any of the six intact skin sites with or without
similar destruction on the atraded areas. The ratio of tissue
destruction observed on both intact and abraded skin sites is recorded.

-3-



(WORK PAPER)

.- B. SKIN IRRITATION INDEX CONF DENTIAL
COMPOUND C(\I;sfaqe‘f 2040 (/ %o ‘S;/uf':\} Date 9/4//72

. 7
PRODUCT DESCRIPTION_ WA/ fe Groules disoplyedn. Hy 0 operator A rir

Erythema-eschar

Rabbit Obfervation r“>6¥ﬁ§ﬁﬂ%;4€%¥aiign- Sum
No. Skin 4 hr.!'24 hr.!48 hrYV'A J24 124 hr.! Total Scorex

i‘rad’ “30

Intact | Q D O O 0
7 Abraded s_e___ *‘e\
2 Intact | 9 O O O 0
> Abraded '

3 Intact | 0 C O 0O 5
? Abraded

O

O
O
&

4 Intact .[) C?

eO Abraded

5 Intact | O 0 Q Q) 0 0

\( Abraded

6 ‘fnftgc t O 0 Q) O Q ®)

\iL Abraded (I)

Primary Irritant ScOre --==-----mmecmce e me e mee e

“Score = sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score L.
and Irritant Classification: nOn-\rnt%+

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive ?/V ?@ e/é

Abraded Corrosive




(WORK PAPER)
B. SKIN IRRITATIOV INDEX

C MFIDENTIAL
COMPOUND Cwae,«SFZD‘tD f 10 % Sil TS Date 9/’/72
7
PRODUCT DESCRIPTION t/hif qfemdfs dislod 5 Hy O operator A4 11
Erythema- eschar g
Rabbit __.. Observation . Edema Observation um
No. Skin 4 hr.!24 hr.148 hr. 4 hr.'24 hr.124 hr.! Total | Score*

\q..ba\( [l 3o

1 Intact | ¢ L} L 3 =2 3 2 7,00
, ) 7 =

Abraded _4{__, f2f~
2 Intact L__(L u L_{ g 2 2 IS b.00

Abraded

3 »FIntact lf L+ L{ :L :L B g L.co

Abraded
4 Intact | 7 L4 L{ l f v} | 4 4. 67
D Abraded '
5 Intact O :3 ‘ L{ ) | a 1o 3.33
\( Abraded
iss
(l 6 Intact L{ q \__l O I 5 < 00
Abraded 32 0¢ .
7/
Primary Irritant ScOre =--=========-e=momoomcmmmeemm oo -- <35

*Score = sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score .
and Irritant Classification: é?k??; C;WTO&VQ_

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4L hr. 24 hr., 48 hr.
Intact Corrosive H/b SVL @2

Abraded Corrosive




[~ 35 /- {( (WORK PAPER)
SKIN IRRITATION INDEX -

COMPOUND W CONFIDENTIAL bate SLY-22

PRODUCT DESCRIPTIONM{W OperatorMM
. b4

Erythema-eschar

Sum

Rabbit Observation Edema Observation
No. Skin L hr.!24 hr.148 hr. 4 hr.'24 hr.124 hr.| Total Score®
D’% lyllntact 2 /,,2 ) O Qt/ H,00

- O
6 Abraded L) | Y H 2 2
O

/D% ntact
lzyfxbraded

(0% 3 ﬂntact
I q - Abraded

/ N 4 Intact

J/ Abraded

O-§9 Intact

” Abraded

17 | 3.6

~—_—

] O
q ) ;
O O

O &
G

[ S 2,50

AR S
~——

Y | Y.00

N

Q
3
O
2
O
]
Ly o1 26 | 9.33
)
O
2
O
2

\
(\

——

-5

ENNIAYS

ID‘%‘&%Intact ) q 2 S,éé
Abraded C C
! [ 1
Primary Irritant SCOTe ----==-====-mc oo mmmm=comoooo oo oo 3. ca
“Score = sum of individual values for each rabbit divided by six.
Observations: CScnAz  gak nbraded Side

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabboits;

Evaluation of Observation time
Test site skin reaction - 4 hr. 24 hr. L3 hr.
Intact Corrosive o/¢ e Oz

Abraded Corrosive J/G S/ G/é




7"‘(2/03’7 - (WORK PAPER)

B. SKIN IRRITATION INDEX

coxeouns BaTZlr '"CONEIDENTIAL _ pate S~ Y-72

{

'PRODUCT DESCRIPTION MW Operatorﬂ&fm

' Erythema eschir S
Rabbit Observation Edema Observation um
No. Skin 4 hr.'24 hr 148 hr, | 4 hr.124 hr.124 hr.| Total }|_ Score*

1 nt‘a,t?-g H G Y v ¢l {/
/ Abraded L/ L[ L( L/ L
Zﬂln[t/:g{:’ L? L{
Abraded O
/6" - /
39 Intadt C/ (_( S

A
‘s\ T

Abraded Ly © . (_,/

'74 I {t’ 2 |- / ( c(. (1
Yo 914 1 1 P

y QL’ //-) d s | ¢ L/

ol Null i Nall bt ol e
O~ << 1T Lc < T <
-
=

a(at ' L

t C /

%brad%eii 7 L( (j L/
IR A Y

g % Abraded L/ L:/ L[ L/ L( R,(

[4
Primary Irritant Score -=-==-----===-=--=--=---c---o---osooooososoeoss

TScore = sum of individual values for each rabbit divided by six.

Observations: Tor  EjcwaR . KLl€eoliu T/O

Skin Irritant Score

Ratio regarding six rabbits;
Observation time
Test site 4 hr. 24 hr. 48 hr.

Intact , : &/e ©ls /o
Abraded Corrosive C/z 6/ <z




L=V o> /-
B. SKIN TRRITATION INDEX ‘

a . : ‘
COMPOUND @(//_LM

(WORK PAPER)

Date 8‘

(
PRODUCT DESCR{PTION

CONFIDENTIAL — MM

Erythema-eschar

Rabgit Observation Edema Observation Sum
No. Skin/} 4 hr.!24 hr.148 hr. 4 hr.124 hr.124 hr.| Total | Score=x
1 Inca’z’é L C{ ‘| ’ L/ « 4 ?
12 Abradcid C[ y ¢ L/ a /
29/ Int:/a)c:?t”:7 L/ (‘{ L} L/ L(_ (’/ g
I Abraded [7 (,( L) L/ c[ L/
/”4 v C L
39/ Intgcg ‘7' (,/ / (7/ ( [ ?
2 Abraded L/ » y (/ y y
4 Int:ici:% ' (7’ (/[ L/' L/ L/ (,/ /57
gg # Abraded L[ ;f L,/ C-/ C/ g
5 4 Inta’ét%7 (-f C[ i L/ ({ (,/ y
g{ Abradiad c/ (// (,/ (T/ (f L/
6 mtd& (-( C( L/ L/ ¢( c,/ g
1

Zf Abraded

Primary Irritant Score

*Score =

Observations:

L ToTal Goconz T O

Skin Irritant Score
and Irritant Classification:

sum of individual values for each rabbit divided by six.

Evaluation of

Ratio regarding six rabbits;

Observation time

Test site skin reaction 4 hr. 24 hr, 48 hr.
Intact Corrosive 675 C/é 6/6
Abraded Corrosive Q/é\ éj/5 é/[




(WORK PAPER)__

B.  SKIN TRRITATION INDEX [-4037-
compouNd__Qlead CrHaRGe CONEIDENTIMse_ §-25-22
PRODUCT DESCRIPTION Clear, cwleetedd Liguid Operator_ M, O
_ . Erythema-eschar
Rabbit OQbservation Edema Observation Sum

No. S}fgin 4 hr.)'24 hr.148 hr. 4 hr.1 24 hr. 2 hr,! Total Scorex
gt 771/izitact < q 2 2 A 2 '_,bq/ g i
30, Abraded :k 2\ 2 1 ’;\ 2 %7' % T
2 mmeact | 0 | A1 2 | 0} 12| w7y WAR..
1
A.d
%{7 Abraded l Q\ 5 O 3\ 2 % | w/g
3 Intact 0 | \ ®) O \ 51_1 -
S mraded ;| 5 | o 0 5 | 77 4?
4 Intact K Ks g4 .2 2 2 é-pﬂ > <
)72 Abraded| 3 3 3 2 2 5 %;JU 2%_

5 Intact | 3 3 | = 2 2 2 L5 ~
‘200 Abraded t%ézr 3.3 2?’ 5
f h 4 H <2 2|2 g 2‘7

6 Intact | () 2 l O | ! —é\\h - o
zl ? Abraded O 2 | O ( ‘ = T8
Primary Irritant SCOYe =—=--======== - oo 3.20

*Score = sum of individual values for each rabbit divided by six.

Observations: 55642/ ‘(or.nct'o-\ - aérea’ca/ p?fc[n R l/(a

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 43 hr.
Intact Corrosive O/p . °/

. \ !
Abraded Corrosive /b /b /e




(WORK PAPER) 7295~ —.

'B. SKIN IRRITATION INDEX
COMPOUND Qo o kT = AAMEI~nCaiTiag Date  F- ) S- 702
, T CONT EI‘H L
PRODUCT DESCRIPTION__ Y ilow cologecd A~ ulEOperator__m, C&
bg Erythema-eschar Sum
R 1t —Observation | Edema Observation
aNol Skin 4 hr.!24 hr.148 hr. 4 hr,'24 hr. i B8 hr.| Total Score*
23 Risht
177 e 4 s H va It Lt o Y o
Goa Abraded| L H 4 L ‘t 4 S / N
2 Intact Lf 9 LT lf e L‘T / (
:7‘f3 Abraded H n ﬂ | l
.l 4l il
L
3 Intact LT Q» L Lf L+ " /
gﬂia7kbraded LT L; Lt Lf §+ 4
4 Intact 'Lt - W Lf Lt n |
Abraded |
5 Intact Q %# L+ LT 4 - I g
232 Abraded H i It I L " \ /
6 Intact ? I Lf- Lf \_l(_ H’ [
‘ A 5
2\/9 Abraded L L u 1 it . 24 %

Primary Irritant Score

“Score

= sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score
and Irritant Classification:

CSCAB/‘ tn 21(

Coryos/ v4

Test site

Evaluation of
skin reaction

Ratio regarding six rabbits;
Observation time
4 hr. 24 hr. 48 hr.

Intact

Abraded

Corrosive

Corrosive

Ye
e




B.

SKIN TRRITATION INDEX

(WORK PAPER) J=¢p n>-¢

coMPOUND___ O Roww  OETER 6T CONFIDENTIARate £-/S-22

PRODUCT DESCRIPTION

CRecnl  Colored , (3Ravw (&

Operator . g, 8

Erythema-eschar

Rabbit Observation Edema Observation | Sum
rio. i:&:;\é\t AL;;ZJ 2::17:.148;1:. 4 :.'24‘ hr.: 24 hr. T;tal Score*
77 Abraded| 4T | U > L 4 L; 7 /Lf &
2 Intact 17*‘ " L » 4 !
)07 Abraded yt] o y y . /
3 Intact | Q¥ | o L_f It . / |
))fAbraded H* ¥ ; " N !
4 Intact Lfi L l : ” ¢ ‘\
‘25 ? Abraded T Tl \ L " (
5 Intact [ 4 % n y i l
2 ¢$Abraded L #t L y v L
6  Intact| [ T Y iN { }
A7¢ 572y X 4 + | 4

Primary Irritant Score

“Score

Observations: —’Iv Oft.\ Sort. Swirunde

= sum of individual values for each rabbit divided by six.

Skin Irritant Score
and Irritant Classification:

tese o

d (r g£c4e.»-

CONOSI/{

Test site

Evaluation of

skin reaction

Ratio regarding six rabbits;
Observation time
48 hr.

4 hr. 24 hr.

Intact

Abraded

Corrosive

Corrosive

%
%




(WORK PAPER) 7
B. __ SKIN TRRITATION _INDEX I=9037-

COMPOUND.__ ORY S TameT 2090 CONFIDENTIN;e ¥-16-722

PRODUCT DESCRIPTION_ Lu#iTé  GrAasul e Operator__~- ¢.Q
1 /ma?tp L 4 bolon Ly 24 #. ¥
1207 45 raded 4 Y 7, L LF q} '
2 ’,Intact IT Ly Lf Lo | 4 g }
)3 abraded Lo |y N v |y |4 20 g
3 Intact Lf Ly % - ¥ Lt 24 /Z‘
/k/o;?Abraded » Ly o ¥ ) 2 24 7?
Intact Lf Ly Ly Lt L/L ) 2 4 ?
Q?QAbraded L v | ou ( It N 24 Q>
5 Intact o » Lt b L) n ZL'L Q /
78 v |y |y |uN | o | s |2ulg |
6  Intact | 4 y y L L v | 2w b (
o @ Araded L 4 0 e Lo 2o ,_; &
Primary ITTitant SCOTE =-==-==m=m=m=mcmm - mmmm oo ooee -- &

*Score = sum of individual values for each rabbit divided by six.

Observations: ¢/~ 2/{

Skin Irritant Score
and Irritant Classification: Cﬁﬂf()fll/(

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction - 4 hr. 24 hr. 48 hr.
Intact Corrosive b/‘l

Abraded Corrosive % —




(WORK PAPER)—=L
B. SKIN IRRITATION INDEX 7=%037-4%
COMPOUND___ (O O LR 232 oONFIDENTIAk. $-/c- 22

PRODUCT DESCRIPTION' "Grter culomced L4 urcd Operator /1 “1-CG&

. Erythema-eschar
Rabbit Observation Edema Observation Sum
No. Skin 4 hr.! 24 hr.148 hr. 4 hr.!'24 hr.124 hr.| Total Score¥
1029
tact ( [ ! | | | - -
):50: Abraded \ | | | | l == TN

2 Intact O | -

| l / ‘ A L7

/&0;7 Abraded ( 1 l | (v A

0 l
3 Intact { l ] ‘
‘ l [ Y hatly YU 2
) 7 & sbraded { [ s i ad
{ ( l
A Intact 1 ' O |
% 0 | < H— %3 —
:3 Abraded 1 ! l C) .
/ o
5 Intact | D 0 O O
Abraded ° O 3 ':;0
rade
29 9) \ ( o | O \
6 Intact O 0 2 |
! | 1 . 1
I 3? abraded o { I O 5 (

Primary Irritant Score ---=--r-em-mcmcmom e e l-bl
*Score = sum of individual values for each rabbit divided by six.
Observations:

Skin Irritant Score

and Irritant Classification:

Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive C?Z —

3 0 —
Abraded Corrosive /2




\WURKN rArnng

.. B._SKIN IRRITATION INDEX CONFINENTIAL T=L03 - Y
COMPOUND ORY MmeET o0 ' Date SP-/6->>
PRODUCT DESCRIPTION_ usts7s _ Grawvie Operator__stm- cq
VR bg. Erytggma—eschar Sum
it servation ervarti
aNo. Skin 4 hr.i24 hr.148 hr. 4 hr.!24 hr.124 hr.| Total | Score*
Jo¥s
| 1 ‘7Intact 17‘ b L(, L(‘ [,L Lf— Q@_’ 8’
)X Abraded] M | y V- iU b L / (
/izd’lIntact o " (L L Lr - }
Abraded
1 I % 4 | 1 /
3 5 Intact Lf' U\ L 17 L{. (
Abraded .
27y e |y lu |y
4 Intact % L l{ L{ L éf
L Abraded
Ny R N R |
5 Intact Lt L LT b Y U \
ASQAbradEd L{ L{ " L[f - L'L )
‘ 6 Intact | Lt L ” 24 L ™ /
Jé-q_Abraded [__( L Lt — L L QQI %
Primary Irritant SCOre -===== === e oo m i m e ecee oo i?’

#Score = sum of iIndividual values for each rabbit divided by six.

Observations:

Skin Irritant Score .
and Irritant Classification: Corrosiy ¢

Ratio regarding six rabbits;
Evaluation of Observation time

Test site skin reaction 4 hr. 24 hr. 48 hr.

Intact Corrosive (’/(a

Abraded Corrosive % —_—




B. SKIN IRRITATION INDEX

Qe

T-459037-/0

loe Abraded

6 Intact

coMPOUND__ DRV pRT ¢ eo Date_ &-21-72
PRODUCT DESCRIPTION U #iTE GRmwul & Operator sam /] ¢
‘ Erythema-eschar
Rabbit Observation Edema Observation Sum
No. Skin 4 hr.'24 hr,148 hr, A hr.'24 hr.124 hre,! Total | Score*
Kah IPRE
q 1 Intact Lf“ — Lf L?‘ " Lt L{)
IOZ Abraded| L* | | \ 4 ( /
2 Intact 4 / \ b \
2 0;7 Abraded B j ] L \
3 Intact HF / Q
) ﬂ Abraded P / L |
4 Intact | fr / ﬁ;
,? (i Abraded Lt | \ Lf \
5 Intact %. %
¢ ¥
: 4
) 5

2 '9 Abraded

Primary Irritant Score

~“Score =
Observations: * G‘:d.':j ool + ESCh2m

eschy o 2

Skin Irritant Score
and Irritant Classification:

sum of individual values for each rabbit divided by six.

Evaluation of
Test site

skin reaction -

Ratio regarding six rabbits;
Observation time

4 hr.

24 hr.

48 hr.

Intact Corrosive

Abraded Corrosive




(WURKK FAPEK)

~ B.  SKIN IRRITATION INDEX DEC o NS
L - s y
COMPOUND ORYORTH L D CONFIDENT}AL- Date__£-22-22
PRODUCT DESCRIPTION W H T& GRAnUL I=. Operator ~~m_/—.~
‘ ' Erythema-eschar
Rabbit — Observatjon | Edema Observation Sum
No. Skin 4 hr.!24 hr.148 hr. 4 hr.'24 hr.18% hr.| Total | Scorex
L [0 4S ' y .
1 " Intact # L+ ot Lf H o Lj s A
C)g” Abraded [ Ly ( \
| 3
2 Intact H’ \ ‘f ; /) //
Abraded | | {
5(’ raae L,\ ] )7L / \ /
] gl
I
630;’ | Aztaztd R - {" |
rade :
- 7 I
4 Intact | 4 } Lf // /
{
2@ Abraded | I \\ \ /
5 Intact ¥ \ \ \\
4 sl \
239 Abraded Hx, Lk ] / \
6 Intact % Y X { !
Abraded ] \
278 | & ? N
\
Primary Irritant ScOre =-====--=m--cmcrcmcm e e e mc e e e |
*Score = sum of individual values for each rabbit divided by six.

Observations: * wleeratim
83(‘[,2_,_ ™ 2[/

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

. Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive

Abraded Corrosive




(WORK PAPER)

B. SKIN IRRITATION INDEX } T=¢%037-)72
COMPOUND ECoVOOE T (‘m\,lpjﬁ.f:' IAl  Date F—-2)- 22
“WNTETTTTTETST e 1T iy
PRODUCT DESCRIPTION__G@Rcen) Cpavwl & - Operator 1~/ c &
- Erythema-eschar

Rabbit Observation g ‘ Sum

No. Skin 4 hr.! 24 hr.148 hr. 4L hr.'24 hr.:24 hr.| Total | Score*

rrak e

lﬂt Intact b(l‘ H Lf' H‘ Lf’g/ S,.

70:’ Abraded i \

2 Intact ( 4%,

| : S

?0;) Abraded

1 2
1 =
y 1
LA H
3 Intact Lr | CT
9o hbraded , Lt & /
4 Intact it {' Lr | \ j
25? Abraded m . k 7. ) [
5 Intact LT N Z+ j (
20 § Abraded A \ L { \
' 6 Intact lf \ L{ \ )
2 29 Abraded| \ L ) \

Primary Irritant Score -=----rmemcecccm oo c e e e e e m e

*Score = sum of individual values for each rabbit divided by six.

Observations: Cﬂ&f£¢/~ﬁh a//

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive

Abraded Corrosive




’ (WURIN FAFLK)
B. SKIN IRRITATION INDEX 7—49037-13

COMPOUND. © /M4 ot joR s CONFIDENTIAL  pace - 22- >3

PRODUCT DESCRIPTION (C(FAR  Colur¢rdd  Liouicl.  Operator M~/ c g

' Erytggma-eschar Sum
Rabbit servation Edema Observation
aNo. Skig) 4 hr.'24 hr.148 hr. 4 hr.'24 hr.: & hr.| Total Sceorew
- 8 . ’ ’ +
1% Intact Lt (’f’ L Lf Ly Ly
100’7 Abraded L{ Lk Y z_f L //'
| 2 Intact [7 L+ LT lf L%, Lf
] )57 Eoraded 4oL , Y d e
36a Intact L ¥ q L7L Lf‘ \L Lf
Abraded ’ ,
12 Hf Y 7 o e L
4 Intact | 7’*‘ B L Lf (L —f
1
2?2 Abraded
4l u |y YRR
5 Intact LT L% L L{ L Lt
Abraded ' '
797w | vy | H e | B
6 Intact L+ L L 4 n éng
d}iAbraded Lk (/{ y \/\ \J[ g(_f
Primary Irritant Score ----=-===--=--e-c--ccocoocooooooooooo-o-
*Score = sum of Individual values for each rabbit divided by six.
Observations: .
@’O/WL
¥ ‘\/&r., l,ﬁ‘f!.-....,q
Skin Irritant Score
and Irritant Classification:
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction - 4 hr. 24 hr. 45 nr.
Intact Corrosive

- Abraded Corrosive




COMPOUND

B.

(WORK PAPER)
[~ 2037274

SKIN TRRITATION INDEX

Mool

CONFIDENTIAL

Date §F—-x2- 72-

ligud Operator M=~ /c.a

PRODUCT DESCRIPTION_Q (AR |, VEllew colerid

Erythema-eschar

Rabgit Observation Edema Observation Sum
No. Skin 4 hr.'!24 hr.148 hr. 4 hr.'24 hr.124 hr.| Total Score*
P B 2 ead
1 Intact o
)57 Abraded| Y
Dea
2 Iﬂigit %f LT ___~_§\‘
] (’/ aa Abraded Ly ¥
3 -‘Intact Y %f Ly ZT b L%
/50? Abraded L—t l—/L q o - ‘\/
4 Intact | %f L+ - Le L L7
3/ Q, Abraded (_(L L‘( k( v L% k{
L
5 Intact -7 Q?
A2 G Abraded| ——
~& —
6 Intact EL____——————'—‘“”__J e
A3 G sbraded) ¥

Primary Irritant Score

*Score

= sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score

and Irritant Classification:

Test site

Ratio regarding six rabbits;
Observation time
4 hr. 24 hr. 48 hr.

Evaluation of
skin reaction

Intact

Abraded

Corrosive

Corrosive




-

B. SKIN IRRITATION.INDEX

(WUKK FPAFEK)

T=903>+15
Y-22-22

cOMPOUND. e e Oteas e CONFIDENTIAL .

PRODUCT DESCRIPTION

Vet ovs

6\/44-4/ ol

Operator At~ /c L

Erythema-eschar

Rabgit Observation Edema Observation Sum
No. %Skigg_ 4 hr.!24 hr.148 hr. 4 hr.'24 hr.124 hr.| Total | Scorex
N1 ??%;?;ét Lf H> Lt tp Ly
/éo’l Abraded Lf Lh — [_;L a8 17‘
2 Intact %7%~ 4» Le Lf - %L
]75'- Abraded ] y » Lf . »
3 Intact LT#L Ly C+ Lf Lf u
) 5 abraded ¥ 0 L Ly ¢ »
4 Intact Zf - Z%, Lf Lt LF
Y, 9_ Abraded y / L L > Lo
5 Intact % Lt H { ﬁé'
O Abraded
a ! 4 1y | lu
. 6 Intact T Lt Lf ‘ L,L
36 ? Abraded| I » l L

Primary Irritant Score

“Score = sum of individual values for each rabbit divided by six.

Observations: Yy

}C er zyt‘)'v\ S

pe r('or;iv He skin

Skin Irritant Score

and Irritant Classification:

Test site

Evaluation of
skin reaction

Ratio regarding six rabbits;

Observation time

4 hr.

24 hr.

48 hr.

Intact

Abraded

Corrosive

Corrosive




B. SKIN IRRITATION LINDEX : /903 )6

COMPOUND Rovwe * CONFIDFNTIAL bate_ P-23-22
PRODUCT DESCRIPTION WHI TS GrAULE Operator A~ /CA
' Erythema-eschar v
Rabbit Ol?servation ; Sum
No. Skin 4 hr.! 24 hr.148 hr. 4 hr.124 hr.1 B8 hr.| Total | Score*
oY 2
13 Intact )Q— Ly - Lt
&) /
I J Abraded (5’ L > L Ly

&
Ca
2 Intact é?, Lt L é} e - LA
.2 @ Abraded % n Lt @ r Lt
i(%%)Intact 6{ ‘L; !T [% Lt Lt
\?K Abraded L{— Lt 4 L{» L L
4 Intact | Lf [,‘_ Ly Lf L H_
L./Z; Abraded (y oo |y L v
5 Intact Lr Lf Lt HL Lf L,
Sd‘j Abraded L_(. (‘[- Lt L.{L o »
6 Intact %L Lt L1 %\ ot LF
G @Abraded @« H LT L(‘ Lf ”

Primary Irritant ScOre -=-=em-mmmcecc e e e e m

#Score = sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive

Abraded Corrosive




(WURK PAPEK)

B. SKIN IRRIT?TION INDEX ) T=9037- )7
GOMPOUND_ San;iTizer CONFIDENTIAL Date__ P-23-22
PRODUCT DESCRIPTION 1o 7,7 ¢  fOpcwd &R Operator Y /c&
R Erythema-eschar
Rabbit Observation Edema Observation Sum

No. Skin 4 hr.!24 hr.148 hr. 4 hr.'24 hr. & hr.| Total | Score*
S5
/ﬁaé* %ntact Ef LT Lf %f { :2\ 2
767 b 2
raded| L W z_( , =< 2
2 Intact LT Y L{ \EV‘ | - \
S Aoraded A B '7’1‘\ \ \
3 Intact ” Ly Lt Lf>f ( x
g Abraded X ( /
7 IR
4 Intact | Lf Lt L{f Hé\ | }
JO 5> poraded | | | |
T = |
5 Intact L ﬁf LT { O O
braded
”0>' Abrade L‘t LT L{ ( O O |
6 Intact L( LT LT { © )
) Abraded
RS 19 lu o |0
Primary Irritant Score --=--=-=-ccccmmmmc e cmce e e e oo
“Score = sum of individual values for each rabbit divide% by six.
S 4
Observations: N U ~ T
esclar s oM | SR AL
\>// 'ip L<Séo
I

Skin Irritant Score )
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
48 hr.

4 hr. 24 hr,

Test site

skin reaction

Intact

Abraded

Corrosive

Corrosive




(WORK PAPER)

B.  SKIN IRRITATION INDEX T U029

CONFIDENTIA

COMPOUND Sod ;v AMMETAS L caTlE ﬁ/u/f\/a/(oUJLDate F£-23-22
PRODUCT DESCRIPTION W 4/ 7¢ GRArvLE Operator st /e
“ ' Erythgma-eschar , St
Rabbit Obserration Edema Observation
aNo. Skis 4 hr.' 24 hr.148 hr. 4 hr.! 24 hrf124 hr.| Total Scorex
3 )
1 Intact | «—u.
) Abraded|
Ao <58
_ 2 Intact
"L’qu\,
5”/2;7 ] Abraded| __ ] L
\\\“3/7 " Intact %. Lf %f 3 9. “+
braded|
/S e e e S O N I
4 Intact | Lf LT Lr' 3 Lf Ef
Abraded
jeo” s o e S O IV
5 Intact if Lf By ﬁf %
-
,‘) o?!Abraded » ¥ ’ = o
“ “r
6 Intact Lr Lt ” By L o
)9 Abraded L{ Lf Lf 3 (7[
Y

Primary Irritant Score --=--cmm oo e e

*“Score = sum of individual values for each rabbit divided by six.

Observations: CSc[,Z\,_-‘\\ =((

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction - 4 hr. 24 hr. 48 hr.
Intact Corrosive

Abraded Corrosive




437/ (WORK PAPER)
. B.__SKIN TRRITATION INDEX ' -
COMPOUND M—— W = ' . Date S5 — 72—
PRODUCT DESCRIPTION Operator_mw
Sum |

' Erythema-escharz
Rabbit Observation Edema Observation
No. Skin 4 hr.!24 hr.148 hr. 4 hr,124 hr.124 hr.| Total | Score*

;j T logktact Lf H & — L
] %7 Abraded

l

H

2 Intact Lr \
L(
't

20 Oz Abraded

3 Intact

> Abraded
1

4 Intact

22‘? Abraded

5 Intact

230’p Abraded

6 Intact

:2 7 Zo Abraded

Primary Irritant Score --====m-=--=cccmmece o eemeo

o e N B B B B O A = i W B

*Score = sum of individual values for each rabbit divided by six.

Observations: €A61;1k£,¢éf

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive

Abraded Corrosive




- (WORK PAPER)
B. §KIN IRRITATION,INDEX C/O /=20 ©

COMPOU‘\I . Date &-IDE&D 2D

€O
PRODUCT DESCéIPTIO OperatorM

bb Erytggma eschar
Rawolt Skin 4 hr.! SZ”%’?TZS hr. Wy?rlon.r- Total Score*
y (33 )
4Y?A{ Intact Lf C* Lf ﬁf Lf- Lf
2SS Abraded| y | va r/
2 Intact bf / LT
Abraded
2657 i R
v3 ‘ Intact {f % \
275—, Abraded L l C-{l \
4 Intact q [ A \
dea Abraded Lf \ Lf \
5 Intact tf \ o \
Abraded
2907 ¢ | H l
6 Intact Lr L* { J
3603 Abraded " T L{ \ !

Primary Irritant ScOre =---==c=mmcmcmmm e eeee e

“Score = sum of individual values for each rabbit divided by six.

Observations: egdhe— N -2 ((

Skin Irritant Score
and Irritant Classification:

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive

Abraded Corrosive




-

convouns_ Tz - 7 " CONFIDENTIAL Date S

PRODUCT DESCRIPTION

B.  SKIN TRRITATION INDEX 7:%/05 /——2/ (WORR PAPER)
IE-RD

OperatorMLZﬂ_%

: Erythema-eséhar
Rabbit Observation

[4

Sum

Edema Observation
4 hr.'24 hr.: 24 hr.l Total

Scorsew

No. Skin 4 hr.!24 hr.148 hr.

? %%:Lct LT LT

LT

:},cfa Abraded

)

L

[

Abraded

4
({
2 Intact %
Q~

3 Intact

13 a," Abraded

4 Intact

3(_/0% Abraded

5 Intact

'
]
| e e} P \*.
b —p—

:}é;da Abraded

6 Intact

Bnll Rull o NN Sl e S =

w Abraded

Primary Irritant Score ---===-=mmmcmcmcmcm e e e

*Score = sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score
and Irritant Classification:

Evaluation of

Test site skin reaction -

Ratio regarding six rabbics;
Observation time

4 hr.

24 hr.

45 nr.

Intact Corrosive

Abraded Corrosive




(WORK PFAPER)

B.  SKIN IRRITATION INDEX 7=Y0372-23
COMPOUND N2 Ens = JOI0IP st TPk hates  9-79-72
PRODUCT DESCRIPTION (rvellow CiQuid Operator

: Erythema-eschar COIVFIDENTIAL g
Rabbit Observation um
No. Skin 4L hr.!'24 hr.!48 hr. 4 hr.'24 hr,1 24 hr.| Total Score*
1 ?Intact , O L/ 2 O 2 b, 7 b, 50
S5  Abraded| O < M L/ L/ J 2
2 Intact | | 2 2 O- o) 2 S L),)7)
_ Abraded
Se S T e I R A B
3 Intact Q ) 2 2 O 2 20 5,00
Abraded| (x “ = ¢ ‘
S2 w O O O 0 O O I
4 Intact / ¢ J 2 O 2 ;{ j 3. 50
SP Abraded g_( 2 3 J O J
5  Intact | o / H | QO | 2 |Q7) |wso
57 Abraded 7 ~ L_[)‘ L, \‘5 O 2
6 Intact ’ @ %{’R 5 O 9, / ? 3.17
@b Abraded Q , %@\ 3 6
Primary Irritant Score ---=====-=m----e--memecocoooooemmemooo oo 1—/‘ 2

*Score = sum of 1individual values for each rabbit divided by six.

. & g PRY;
Observations: "’./4644 JiowS

7 TRy T EIT
EJcrar - J (,thr/gu(.-J o 7 s J ) Re)
Coam oo~ )

S/TES, TREEEy  CUAIIFY VG 7HrS

Ve: Qourre Jjrve .,

Skin Irritant Score o
and Irritant Classification: L), R QorRoITVE
Ratio regarding six rabbits;
Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive Y Y5 Q/é

Abraded Corrosive Q/& 3/6 ‘Vé




| (WORK PAPER)
B.  SKIN IRRITATION INDEX | 7"» Qo037-RY

* : - . R ' .. Ac
COMPOUND  K)) - X- ETeylwaxXL 10132002 100k0 i TH 0ic Date P-17-72

Tresedl ecraeT

PRODUCT DESCRIPTION _7e€smss olrer Liovid Operator s/ g
: Erythemg-eschar N
Rabbi Observati CONRDENEIAL10n | Swm
aNo%t Skin 4 hr.’gzr%i.izg hr. 4 hr.,! 24 hr.:24 hr.,| Total Score*
1 ‘7%§htact } L/ Lj ! < < 3 ) S.17)
L/:} Abraded 52 (-} Y 2 Y -
2 Intact 9 2 ‘f ) 2 ! Q 07 L/: Pro
Abraded -
2 N Y LD <
3 Intact } Q L/ ] 2 ) ;2’7 (_2150
Abraded| - . C
2 1 S A 2
4 Intact \fZ N L/ O 1 { ;2 i? 9,50
Abraded ¢
R S I % -
5 Intact i & L’ &5 1 | 9?5 (,//7
Abraded
rade (:B (J L‘ { :2 ZL
6 Intact Z ﬁ L/ [ I Z¥ <§12 5,33
Abraded
N Yl2. 1S | 2
Primary Irritant Score =----=-=-=====-==----e--oooococo-ooooooo- -- 4,5

TScore = sum of individual values for each rabbit divided by six.

C)tuap el
I B

Observations:

Skin Irritant Score L - €
and Irritant Classification: }‘ED Corr ey

Ratio regarding six rabbits;

Evaluation of Observation time
Test site skin reaction 4 hr. 24 hr. 48 hr.
Intact Corrosive o/ '24% ©/s

Abraded Corrosive 622 -S4a ?22




COMPOUND
'PRODUCT DESCRIPTION

B.

SKIN IRRITATION INDEX

T 000 sy L

QLR

(WORK PAPER)
]~ 9e37-k5

hy 02/ 24 € /.Date c7‘/"'7—7'2

——,

S LV /
Colortesy Louief Operator 14 /CG

Erythem;-eschar

uUNHDENTIAL

Rabglt Observation Edema Obseyvation Sum
No. Skin 4 h?.’24 hr.148 hr. 4 hr.'24 hr.:24 hr.| Total Score*
1 i%lntact é{ Lf &/ (( 6{ Kf

Abraded ﬁ( vy L{ q Y
2 Intact C{ L{ L( C( Kf. L/

Abraded L/ gj C7 Y‘ (1 7
3 Intact k/ Y L/ v (-/

Abraded Q[ k] L[ %/ C( H
4 Intact L/ L} L( Q Q{ LT

Abraded k) (; \7 L1 (/ L/
5 Intact HL k‘ “ 97 Q/ (7

Abraded| ' L ‘ \

rade < k{ [ L/ ; ({

6 Intact L} \1 k{ C{ (1 (/

Abraded QT ‘

Primary Irritant Score

¢
[

“Score

= sum of individual values for each rabbit divided by six.

Observations:

Skin Irritant Score
and Irritant Classification:

Test site

Evaluation of
skin reaction

Ratio regarding six rabbits;

Observation time

4 hr.

24 hr.

48 hr.

Intact

Abraded

Corrosive

Corrosive




compound

Opcrdtor

EXYE TOXICITY

étarting Date 7'/7'772

T No.

Rabbit No. 5;83

Concentration

Solvent

CONFIDENTIAL

Experimantal Design

-

Dosage

PH

=)

Date|Bcdy | Time |Time Cornea - Iris Conjunctivae Tot.
Wt.Xo| Dosed|Obs.Hr.| Onaclirea|Score |Irit.IScore |[ExvIEd.Dis.sc.Scere
Jediq7e A 9TadeTio] — ))o

| e =




EYE TOXICITY

T No.

»

Rabbit No. §Sf>

Opecrator Starting Date 2.)7- &
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Triage of 8(e) Submissions

Date sent to triage: NON-CAP CAP

Submission number: /9‘16?4 TSCA inventory: @ N

Study type (circle appropriate)f

Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group 2 ¢ Emie Falke (1 copy total)

AN

SBTOX SEN w/NEUR

G

Group 3 - f! lizabeth Margosches (1 copy each)

STCX CT0X EPI RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO 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 / -3 pages

Notes:

Contractor reviewer : Ju Date: _ [ / |7! 9b
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BOTTLEX, CIPEX, COMPLETE, CROWN DETERGENT, CRYSTAMET 2040,

DRYMET DD, DRYORTH, DRYORTH LD, ECONODET, MILDUPRUF, MOOV,

ONE SHOT CLEANER, ROUND, SANITIZER, ANHYDROU SODIUM METASILICATE,
SOL ESCO, SUPER DESOIL, TWIN-DET, CRYSTAMET 2040 (10%), NaOH (1%)
DI-2-ETHYLHEXYL PHOSPHORODITHIOIC ACID, THIOPHOSPHORYL CHLORIDE

H

Dermal irritation is of high concern based on corrosive effects in 6/6 rabbits.

BENZENE PHOSPHORUS THIODICHLORIDE

H

Dermal irritation is of high concern based on corrosive effects in 2/6 rabbits.

BLENDET
M

Dermal irritation is of medium concern based on well-defined erythema and very slight edema
in 6 rabbits, which lessened in severity over 48 hours.

CLEAR CHARGE

M

Dermal irritation is of medium concern based on moderate to severe erythema and slight
edema in 6 rabbits, which persisted over 48 hours.

DRYLITE CLEAR

L

Dermal irritation is of low concern based on very slight erythema and very slight to slight
edema in 6 rabbits.

CRYSTAMET 2040 (1%)

L




Dermal irritation is of low concern based on no irritation in 6/6 rabbits.






