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RECOMMENDATION

D279123, page 2 of 2

- The submitted studies are acceptable. The test material identified in the study
reports appears to represent the subject product The resulting acute TOXICIty
Categories are listed in the table below

: Table' Acute toxicit

regulator status Cutrme®- Ult

Submitted study,

Eye Irri‘tation .

Submitted study;

MRID 455332-09 |

_Acceptable/ Category 11

Acute Oral : - Acceptable/ 11
Toxicity MRID 455332-05 Tox Category III E
* Acute Dermal Submitted study, Aeceptable/ Catég'ory I IO
Toxicity MRID 455332-06 ;
Acute Inhalation | Submitted study, Aoceptable/ Category IV v
Toxicity MRID 455332-07 .
Eye Irritation -Submitted study, ‘Acceptable/ Category I
' ~ MRID 455332-08 | . (not corrosive) ‘
II,

Skin Irritation

|. submitted study,

MRID 455332-10

 Acceptable/ Categor_y' 1,

corrosive

Skin

Sensitization

Submitted study,

Acceptable/ Non-sensitizer

Non-sensitizer

MRID 455332-11

‘The second eye irritation study was presumably submitted to resolve the initia] ’
study's Tox Category indication, which could reasonably be considered ambiguous.

- (One of six.animals in the Unrinsed group in the initial study had unresolved corneal

opacity. If notfor that animal, the results in other five of six would indicate
Category III). The two studies considered together suggest Tox Category II.

ProdUct labeling .

In the proposed Iabel (EPA Recelved date 10/30/2001) the following revisions are
required in the “Hazards to Humans and Domestlc Animals” section, as per the
Label Rewew Manua/

e Change the word WARNING to DANGER.

[ ] Add the statements “Corroswe Causes sk|n burns.”

e Add the statement “Wear protectlve clothlng and [*] gloves " (*SpeC|fy type -
of gloves.) .

On the label front panel, the word WARNING must be changed to DANGER.

~ The proposed First Aid statements are acceptable.




. Reviewer: W PoweII

[

DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING

Attachment to 02/20/2002 Memorandum- Regardlng Data Package D279123
(Cutrlne® Ultra, EPA File Symbol 8959- LG) ‘ :

‘ Antlmlcroblals D|V|S|on

_ Review date: 02/20/2002

Product No.: 8959-LG .
DP Barcode: D279123"

" MRID No.: - 455332-05

Report No.: 6009 (Study No. .)
Study Complet|on 05/22/1998 -
Author George E. Moore ‘

Conclus:on S ' '
LDg,: 910 mg/kg females (no C. L. ), P £
970 mg/kg males (95% C:L. 800 mg/kg to 1240 mg/kg),
1000 mg/kg sexes comblned (no C.L), . :
Toxicity Category: III ~ -~ = | - - SR
Classification: Acceptable’ ' ‘ :
Quality Assurance (40. CFR’ §160. 12) Included
Def“C|enC|es None noted '

Testmg Facility: Product Safety Labs 725 Cranbury Road East Brunswnck New
Jersey 08816 . ; g :

Test Materlal Cutrlne UItra Lot #GW1829A a que viscous I|qU|d
Test Animal: Rat Sprague Dawley derlved alblno

Age: Young adult -

Weight: Males 198-240. gr; Females 160-203 g

Source Ace Ammals Inc - Boyertown PA

Test Method'

" Three doses - 500 1000 “and 2000 mg/kg - of. the test materlal undiluted were
administered orally by gavage in single doses to fasted healthy rats, 5 per sex.

Clinical observations were .conducted at. least once daily for the 14- day observation "
period or until mortallty Body weights were recorded on Day 0 prior to dosing,. and
on Days 7 and 14 or after death. . Gross necropsy was conducted on all animals:
thoracic and abdomlnal caV|t|es were examlned :

o
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Results:

Mortality‘data is summarized in the table below. Median lethal dose can be =

- .observed to be bet\‘Neen 500 and 2000 mg per kg body weight. This pIaces the test

substance in Tox Category III for acute oral toxnaty (defined as 500 mg/kg < LDsy
<

= I3

5000 mg/kg) Estlmated LD50 values were calculated at 910 mg/kg for the females -

-(no confidence limits reportable), 970 mg/kg for the males (95% confidence limits -

800 mg/kg to 1240 mg/kg), and 1000 mg/kg for sexes combined (no confidence
limits reportable) All mortality in all three dose | groups occurred between. the In|t|al

: and Day 7 observatlons

" Table: Mortahty Results

Number Dead/Number Tested

Dosage
(mg/kg) | Males . Females | Total
500 o5 | wysc a0
1000 3/5. .25 5/10
12000 .55 5/5 | 10/10

oL
S

Clinical signs in the 2000 mg/kg dose group observed at cage-side included

hunched posture, hypoactivity, piloerection, signs of diarrhea, pronation." All

- surviving rats (500 and 1000 mg/kg dose groups) appeared to have normal weight
~ gain during the study. , ‘

Necropsy observatlons in.the 2000 mg/kg dose group included reddened lungs,
discolored liver, extremely red gastrointestinal tract, gaseous distension of :
stomach. In the 500 'mg/kg dose group, with. the exception of moderately red lungs
and red gastrointestinal tract in-one female, necropsy observations were limited to

.slightly red lungs (WhICh is often seen foIIowmg the’ Iaboratory s CO, euthanasia

procedure).

+
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING

Attachment to 02/20/2002 Memorandum Regardlng Data Package D279123
(Cutrlne® Ultra, EPA File Symbol 8959 LG):

‘Reviewer: W. Powell o . L -
~© Antimicrobials Division " b
. Review date: 02/20/2002 S BRI "
Product No.: 8959-LG " «i .~ L , P ]
DP.Barcode: D279123 . = . PR . S
MRID No.: 455332-11 o - ‘ S ’
“Report No.: 6013 (Study No.) e Co
Study Completion: 05/21/1998 [ o .
Author: ' George E: Moore " o : .

. Conclusnon - ‘
"LDsy: 2460 mg/kg females (no C L. ),
"~ 5000 mg/kg males (observed),
. . ‘Sexes combined: not appllcable
'TOX|c1ty Category: III
Classification: Acceptable ‘ '
Quality Assurance (40 CFR §160. 12) Included
DeFC|enC|es None noted .

Testmg Facmty Product Safety Labs 725 Cranbury Road East Brunswmk New :
Jersey 08816 ' . . .

.., Test Materlal Cutr|ne UItra Lot #GW1829A a blue VISCOUS I|qU|d

Test Anlmal Rat, Sprague Dawley derlved alblno ,

", Age: Young adult ) ST
Weight: Males 223-283 g, Females 203 238 g ' :
Source Ace Anlmals Inc - Boyertown PA

, Test Method

' Three doses = 2000 3000, and 5000 mg/kg - of the test materlal undiluted were
~ applied to the dorsal and'trunk area of 5 rats per sex (2000 and 5000 mg/kg dose
- groups) or 5 female rats: (3000 mg/kg dose group) ‘A'gauze pad was applied and.
. covered with a tape wrapping. This dressing was removed after a 24 hour exposure

' period, and the treatment site was then gently wiped with water. and clean towel.

Theanimals were observed for signs of toxicity at'least once daily for 14 days.

. Body weights were recorded on Day 0 prior to dosing, and on Days 7 and 14 or

" after death. - Gross necropsy was conducted on all anlmals thoracuc and abdomlnal
cavities were examlned : g N .

Yo
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o Results"
'Mortallty datais’ summanzed in the tabIe beIow Observed median Iethal dose .»
(LDs,) in the males was above 5000 mg:pet-kg body weight: Estimated LDs, in the -
females was calculated at 2460 mg/kg (no confidence limits reportable) ‘This:
‘places the test substance.in Tox Category III for acute dermal toxicity (defined as .
2000 mg/kg < LD < < 5000 mg/kg) LD, for sexes combined was not calculated, -
~'based on significant difference in mortality, in the males vs. in the females. Al f '
_mortality (females only) m the three dose groups occurred between the In|t|al and
Day 7 observatlons : :

‘."Table Mortallty Results o

: B Number Dead/Number Tested
Dosage | Ny ] —
(mg/kg). -Males | -Females e Total )
2000 | o5 o5t | - o2/10
3000 | (notest) | -~ 35 .| - 35
5000 . | 0/5 45 | 410 |+

‘ Cllnlcal sngns in the 5000 mg/kg dose group observed at cage- snde mcluded
hunched posture, reduced fecal volume, soft feces, irregular’ respiration, and eschar
and erythema/edema present at.dose site. All surviving: rats gained weight-during,
the study. 3/8 surviving rats.in the 2000 mg/kg dose group and 2/6 survivors.in~ .. -

- the 5000 mg/kg group falled to ga|n welght over the Frst week of the 14-day '
observatlon perlod :

-+ Necropsy observatlons noted in the study were Ilmlted to dlscoloratlons in the
,gastromtestmal tract (brown green red) and Iungs (red or somewhat red)

s
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DATA REVIEW FOR ACUTE INHALATION TOXICITY TESTING

~ Attachment to 02/20/2002 Memora‘lndum Regarding Data Package D279123
(Cutrine®- Ultra, EPA File Symbol 8959-LG)

Reviewer: W. Powell
"~ Antimicrobials Division
Review date: 02/20/2002
Product No.: 8959-LG
DP Barcode: D279123
MRID No.: 455332-07
Report No.: 6048 (Study No.)
Study Completion: 05/19/1998 o
Author: Gary Wnorowski S,

Conclusion:

LCs,: > 2000 mg/L (Males, Females, and Combined), observed
Toxicity Category: IV

Classification: Acceptable

Quality Assurance (40 CFR §160.12): Included

Deficiencies: None noted

Testing Facility: Product Safety Labs; 725 Cranbury Road East Brunswick, New
Jersey 08816

Test Material: Cutrine Ultra, Lot #GW1829A, a blue viscous liquid

Test Animal: Rat, Sprague-Dawley derived, albmo

Age: Young adult

Weight (at study initiation): Males 250-296 g, Females 190-210 g
Source: Ace Animals, Inc. - Boyertown PA

Test Method:

Following pre-test trials to determine a suitable test atmosphere, five rats per sex
were exposed to an aerosol of the test material for 4 hours (plus an atmosphere
equilibration period of 15 minutes). A whole body chamber was used. The
exposure concentration was determined gravimetrically as 2.07 mg per liter of air,
based on samples taken from the breathing zone at six intervals during the
exposure period. Particle size distribution was assessed based on cascade impactor
analysis of two samples taken from the breathing zone during the exposure period;
a Mass Median Aerodynamic Diameter (MMAD) was determined for each sample.
Chamber airflow, temperature, and relative humidity were monitored throughout
the exposure period. Clinical signs were recorded at least once daily for a 14 day
.observation period. Body weights were recorded prior to exposure and again on
Days 7 and 14. Gross necropsy was conducted on all animals.

45533207 DER ‘ , i Page 1 of 2
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" Results:

- There was no mortallty The study{therefore p'Ia'c‘es the test material in Category IV '
for acute inhalation toxmty (daned as LCy> 2.0 mg/L) based on'the observed

LC,, >.2.07 mg/L. - ‘ . :

Observations. post exposure typically |ncIuded |rregular resplratlon dyspnea

hunched posture, hypoactivity, and facial staining. In addition, 1 animal had ocular S )

- discharge (red), corneal opacity (right eye), and reduced fecal volume. Necropsy
- findings were unremarkable, other than'slight red lung. discoloration.in 10/10 -
animals. All animals galned welght durmg the study, though 1/10 lost welght
durlng the Frst 7 days

Exposure data are summarlzed in the table below.

Table' Ex osure condltlons :

||Exposure level (mg/L) - GraV|metr|c concentratlon 2,07
(average of 6 values) L

MMAD (um) (average of-.2 values). BERRE . 3.1

GSD (um) (average of 2 values) o . 1.6

Nominal chamber concentratlon (mg/L) , . 24.7

| Tgo - 99% atmosphere equnllbratlon time- (mlnutes) 1 15.1 -

Chamber total air flow (L/mln) (average) o | 45.7 (range
e 45.6.t0 45.9) ||..

IChamber temperature (°F) — | - 71to 74

Chamber relatlve humldlt ) L 47 to 65

45533207 DER . S A _Page 2 of 2

-




- -
RSN

-
<
w
=
=
OB
o
Qo
L
>
—
e
o
o
<
=
[«
88
2]
=

DATA REVIEW FOR PRIMARY- EYE IRRITATION TESTING

A Attachment to 02/20/2002 Memorandum Regardlng Data Package D279123
- (Cutrlne® Ultra, EPA File Symbol 8959- LG)

‘Reviewer: W. Powell

: - . Antimicrobials Division.
Review date: 02/20/2002 '
Product No.: 8959-LG

. DP Barcode: D279123

MRID No.: 455332-08 5 . o
Report No.: 6011 (Study No.) ' T v
Study Completion: 05/26/1998 ' o T Co
Author: George E. Moore

Conclusion:
“ Toxicity. Category: I

* Classification: Acceptable

Quality Assurance (40.CFR §160 12) Included ,
Def‘cuencues None noted , o o ' ' o e

Testing Facility: Product Safety Labs 725 Cranbury Road East Brunswxck New

Jersey 08816

' ‘Test Mater|al Cutrine UItra Lot #GW1829A a blue V|scous I|qu1d

Test Anlmal Rabblt New Zealand aIblno
Age: Adult '
. Weight: Not indicated .
Source DaV|dson s Mill Farm - South Brunswmk NJ

Test Method:
0.1 mL of the test substance was. |nst|IIed undlluted into the conJunctlval sac of one

eye of each of 9 rabbits that were pre-screened for eye abnormalities. Upon
instillation, eyelids of the treated eye were held together for approximately-1

- second. The untreated eye served as a control: (Actually, both eyes were treated

with anesthetic.) The treated eyes of 3 rabbits were rinsed with physiological saline
20-30 seconds after test substance instillation. This Data Review addresses this
'Unrinsed' droup only. The treated eyes of the other 6 rabbits were not rinsed.
Severity of ocular irritation was graded according to the Draize criteria at 1, 24 48,

- and 72 hours after instillation and Days 4,7, 10, 14, 17, and 21. Fluorescein dye -

was employed 24 hours after lnst|IIat|on and subsequently as needed to confirm
reversal of corneal damage. :

45533208 DER R o  Page1of2
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Ay
. Resdlts |n the Unrinsed group:
The numbers of animals (in the “Unrinsed” dose group) having ‘positive’ lrrltatlon
" ’scores (as deﬁned by EPA guudellnes) at each observatlon t|me are.indicated in the

. following table. -

Table Irr|tat|on |nC|dence

Number of ! p05|t|ve’* irritation scores (Dralze crlterla)

Area observed'., ' P per no. of animals tested )
o 1 '24 . 48 'i 72. | Day Day ‘ Day | "pay | pay | pay
"Hour | Hrs Hrs Hrs .|'" . 4 7 10 . 14 | 17 21

Cornea .l 0/6 ’6/6 5/6 2/6 . 2/6 " 1/6 1/6 I/G 1/6 1/6
ris - | e [ se | 36| el 16| o6l o6 | o6l ose | ose
_Conjunctivae: .| ‘ : e | ‘ A e

Redness ‘ 6/6. 6/6 | "'6/6 2/6 | 2/6 0/6 | 0/6 +.0/6 0/6 0/6

swelling | 5/6 | e/6 | 3/6.] 276 | 2j6 | 276.] 1/6 | o/67] o/6 | os6 |

T X ’Posmve by EPA gwdelmes .

Corneal opacuty was Ilmlted to grade 1 (deﬂned as coverlng scattered or dlffuse

* area, details of iris. clearly .visible) but persisted in 1/6-animals through Day 21, .
Moderate iridal mvolvement was observed in'as many as 5/6 animals, this occurring |
‘at 24 hours,and subsiding in all affected animals by Day 7. 'Positive’ conjunctival »
redness was observed,in 6/6 animals through 48 hours; subsiding in all rabbits by
Day 7. Maximum severlty of. conJunctlval redness was grade:2 on the Draize. scale -
(defined essentially -as diffuse, crimson red but not beefy red, individual vessels not
~easily discerniblé). Maximum severity of con]unctlval swelling was grade 2 on the

~ Draize scale (deflned as obV|ous swelllng with partlal ever5|on of lids, lids- Iess than
half closed) ' - : - ~

The data place the test materlal in acute Toxicity Category I for eye irritation, based
- primarily on unresolved corneal opaC|ty in 1/6 anlmals o

The age of the anlmals was not specified further than that they were adults.’ Body
~weight also was-not indicated. However, this is not expected to affect the study
outcome, as only healthy anlmals were sa|d to be used ' :

’ The sexes of the. anlmals were reported as b5 males and 4 females Which of these
were placed in the '"Unrinsed' dose group was not specnﬁed However this should
not affect the study outcome : : :
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| DATA' REVIEW FOR PRIMARY: EYE IRRITATION TESTING

Attachment to 02/20/02 Memorandum Regardlng Data Package D279123
: (Cutrine®- Ultra, EPA File Symbol 8959- LG)

Reviewer:  W. Powell | s
ST “"Antimicrobials Division’
. Review date: 02/20/02
- Product No.: 8959-LG..

DP Barcode: D279123

‘MRID No.: 455332-09

Report No.: 10992 (Study No.)
Study . Completion 09/06/2001
Author Danlel J. Merkel

Conclusmn

Toxicity Category I

. Classification: Acceptable

. Quality Assurance (40 CFR §160.12): Included
Deficiencies:: None noted :

Testmg Facmty Product Safety Labs; 2394 Route 130 Dayton New Jersey 08810
Test Material: Cutrme UItra Lot #1362919 a ‘blue VISCOUS Ilqwd

Test Animal: Rabblt ‘New Zealand aIb|no

‘Age: Young adult

Weight: Not indicated

Source Dawdson s Mill Farm - South Brunswick, NI

' Test Method

'0 1 mL of the test substance was instilled undiluted into the conjunctival sac of one
eye of each of 6 rabbits (2 per'sex) that were pre-screened for eye abnormalities.
© Upon instillation, eyelids of the treated eye were held together for approxnmately 1
second. The untreated eye served as a control Severity of ocular irritation was
graded according to the Draize criteria at 1, 24, 48, and 72 hours after instillation
and Days 4, 7, 10, 14, and 17. FIuoresceln dye was employed 24 hours after
instillation and subsequently as needed to confirm reversal of corneal damage.

Results

The numbers of anlmals with ‘positive’ |rr|tat|on scores (as defined by EPA
gwdelmves) at each observation time are indicated in the following table.

L
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Table Irrltatlon |nC|dence

Number of posntlve’* irritation scores (Dralze crlterla)

" Area observed : ‘ - per no. of anlmals tested. |
‘ o1 | 24 | a8 32 Day | Day'| pay | Day | Day :
“Hour | Hrs-] Hrs™ Hrs | .-4 N/ -10 | 14 17 |

comea | o/6 | 6/6 | 6/6 | 5/6.| 376 | 2/6 | 2/6 | o/6 | o/6

s L o/6 | 56| 5/6 |~2/6.| 1/6"| o/6 | o6 | o/6 | os6 | <.

"},C'C'_Jnxjunctivae; ' - ' | o '_ S R
Redness | 6/6 | 6/6 | 6/6 | 6/6 | 4/6 | 0/6 | 0/6.| 0/6 | 0/6 o
swelling .. | 6/6 | 576 1576 |- 576 | 2/6 | o/6 | o6 | or6 | os6f -

* 'Positive! by EPA guudellnes ’ v 4

Corneal opaC|ty reached grade 3 (deflned as: havmg opalescent areas no- detalls of
iris visible, size of pUpI| barely discernible) in.1/6 animals at Days 4 and 7 - and N
. grade 2 in 1/6 animals at Days 4 and 7 - resolving in both animals by Day 14

: Corneal opacity was limited to grade 1 (defined as covering scattered or diffuse
area, detalls of iris cIearIy visible) in the other 4/6 animals, resolvmg by Day 4 in

1/6 and by Day 7'in.3/6 animals. Iridal involvement (grade 1 on the Draize scale)
.'was observed in-as many as 5/6 animals, thls occurring at 24 and 48 hours and

- subsiding in all affected animals by Day 7. 'Positive'. conjunctival redness was .

observed in 6/6 animals through 72 hours, subsiding in all. animals by Day 7.

. Maximum severlty of conjunctival redness was-grade 2 on the Draize scale (defined

essentially as diffuse, crimson red but not beefy red, individual vessels not easily
~discernible). ‘Maximum severity ‘of conjunctival swelllng was grade 2 on the Draize -
- scale (defined as obV|ous swelllng W|th partlal eversion. of I|ds lids Iess than half
'cIosed) Lo : "

4

."The data- |nd|cate acute Toxucuty Category II for eye |rr|tat|on based on cIearlng of
corneal opaC|ty in all affected anlmals ' . \

~Animal body welghts were not |nd|cated However th|s should not affect the study
.outcome - : : . :

| 45533209 DER R - Page 2 of 2
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DATA REVIEW FOR PRIMARY DERMAL IRRITATION TESTING
Attachment to 02/20/02 Memorandum Regardrng Data Package D279123 y o b
L (Cutrme® Ultra,. EPA File Symbo| 8959 LG) . :

R‘eviewer: W Powell’.
' Antimicrobials D|V|S|on

© Review date: 02/20/02

Product No.: 8959-LG - . ~ ~ - . R
DP Barcode: D279123 o :

MRID No.: - 455332-10° *. .
- Report No.: 6012 (Study No.)

-+ Study Completion: 05/26/1998

Author: - .- George E. Moore.

" Conclusion:

- Toxicity Category: I

. Classification: Acceptable - o .
Quality Assurance (40 CFR §160 12) Included

" Deficiencies: None noted E

- Testing FaC|I|ty Product Safety Labs; 725 Cranbury Road East Brunswrck New .-
Jersey 08816 . o o .

,_Test Materlal Cutrlne Ultra Lot #GW1829A a blue V|scous |IqUId

~ Test Animal: Rabblt New Zealand albmo o , o

+ . Age: Adult

Weight: Not indicated e _
Source: DaVIdson s Mill Farm South Brunswmk NJ .

Test Method' ‘

~ 0.5 gram of the undlluted test materlal was applled to a 6cm? dose site on each of
" 6 rabbits (3 per sex) and covered with gauze and wrapping. After 4 hours, the
dressing was removed and-the dose site gently wiped.i The test .sites were.
observed for dermal effects at approximately' 1, 24; 48, and 72 hours and Days 7,
10, ahd 14 after removal of the dressings.. Severlty of erythema and edema was '
.scored usmg the Dralze crlter|a , :

: Results:

The data 4|nd|cat'e corrosivéness-and To$<|C|ty Category 1 for- brlmary dermal .

~ . irritation.. This is notwithstanding the fact that the Primary Dermal Irritation Index _

for erythema and edema was calculated as 3.3, which'is Classified as moderately
-|rr|tat|ng Severe erythema (grade 4 on Draize scale) was’ noted in1/6 anlmals at

455332_'10 DER & e ~© Page 1of"2_




72 hours, in 2/6 on Days 7 and 10, and in 1/6 on.Day 14. Eschar was noted at
dose site in 1/6 animals at 72 hours, in 4/6 animals on Days 7 and 10, and in 1/6
on Day 14. Brown discoloration at dose site was noted in 3/6 animals at 72 hours.
Blanching at-dose site was noted in 1/6 animals-at 24 and 72 hours and in 2/6
animals at 48 hours. Desquamation at dose site was noted in 2/6 animals on Days
7 and 10, and in"3/6 on Day 14 :

. The age of the anlmals was not specified other than that they were adult (and body
- weight was not indicated). This should not affect the study outcome, as the test
ammals were screened for health and for skin abnormalltles
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DATA REVIEW FOR DERF)IAL'SENSITIZATION'TESTING )

Attachment to 02/20/02 Memorandum Regardlng Data Package D279123
(Cutrlne® Ultra, EPA File Symbof 8959- LG)

Reviewer:  W. Powell : -
- - Antimicrobials Division

Review date: 02/20/2002-

Product No.: 8959-LG

DP Barcode: . D279123 .

MRID No.: . 455332-11

Report No.: 6013 (Study No.)

Study Completion: 05/21/1998

Author: George E. Moore

Conclusion: .

, Toxicity Category: Non-sensitizer - ‘
Classification: Acceptable '

Quality Assurance (40 CFR 8160: 12) IncIuded
Deficiencies: None noted

. - Testing FaC|||ty Product Safety Labs 725 Cranbury Road East Brunswmk New
Jersey 08816 . .

- Test MateriaI: Cutrine Ultra,' Lot #GW1829A, a‘b,lue viscous liquid

Test Animal: '

Guinea pig, Hartley albmo male

Age: Young adult : '

- Weight: 309-418 grams (at study |n|t|at|on) :
,Source DaV|dson s Mill Farms South BrunSW|ck NJ :

' P05|t|ve Control; 1-chloro- 2 4- d|n|trobenzene (i.e., dmntrochlorobenzene DNCB), -
light-yellow to brown crystals -

Test Method:

Following an initial screening to determine appropriate concentrations, 0.4 mL of
25% w/w test material in distilled water was applied to clipped sites in a test group
of 10 male guinea pigs. Each treated site was occluded for 6 hours with a Hilltop
Chamber. This procedure was repeated twice for a total of three induction
applications, with the exception: that the concentration was reduced from 25% to
15% for second and third inductions due to severe erythema and was relocated to
“an adJacent site. - 13 days after third |nduct|on dose, 0.4 mL of 12% w/w test
material in distilled water was S|m|Iarly applied as:a challenge to naive sites in the
test group, and to a naive control group of 5 ammals ‘

45533211 DER - , o S . " Page 1 of 3
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. Observations' for erythe’nﬁa at each test site were made at approximately 24 and-48

hours after each treatment Reactlons were scored accordlng to the followmg scale

of severlty

'Table Gradmg scale

Erythema . "| Score
'No reaction ' | - 0
1Very-'faint erythema, usually non—conﬂue'nt, " 05 .
K Fain't'erYthema, u‘sually'conﬂuent | | 1 ,
Moderate erythema - | g
Severe erythema with or without edenﬁa 3

A p05|t|ve control study was also conducted in: accordance with, and apparently

concurrently with, the above procedure for'the definitive study." 0.08% w/w DNCB
in 80% aqueous ethanol was used for |nduct|on 0. 04% w/w DNCB in acetone was

‘used for challenge :

: 'Results:

The followmg table shows the average erythema scores (in accordance W|th the g

Table: Erythema reactions -

.above gradlng scale) for each set of observatlons

Test material"' -

Application . Test Material-:' -:Pos;'épntrol_'_

o 24 Hrs 48 Hrs 24-Hrs 48 Hrs

Induction #1 . ‘13 | 125 | o 45 045
Induction #2 065 | 035 | 1.7 | 14
Induction #3 47 | 185 | 24 | 25
HCh'aIlénge - test‘group 1 021‘15, 0.0 |~ 1.1 | ‘1.05

Naive Control Group . | ‘0.1 0.0 01 | 00

In the defnltlve study (Cutnne Ultra test materlal), the concentratlons selected for R

. 45533211 DER

-.induction.and challenge appear appropriate based on preliminary screening results
. IReactlon was severe-in some animals after third induction, but this should" not affect
- the study outcome(naive sites were used for challenge). Erythema reaction to

~ Page20f3
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; challenge in the test group was.comparable to reaction in the naive control group,
the study therefore does not indicate dermal sensntnzatlon

P05/t/ve control: _
In the positive control study with DNCB, erythema reaction to challenge in the test
group was significantly greater than in.the naive control group. The study. therefore
indicates a sensitization response to the DNCB and satlsﬂes the historical p05|t|ve
control data requnrement - R

o

45533211 DER o .. Page3of3 -

17





