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Report Title: Primary Eye Irritation Study in Albino Rabbits

Test Type: Ocular Irritation

Conducting Laboratory and Location: International Research and Development
Corporation

Test Substance(s): T-7120 — 2% Octopirox in shampoo at pH 4.5

Species: Rabbit

# of Animals: 5 male, 4 female

Test Conditions: 5 male and 4 female New Zealand rabbits divided into 3 groups of 3
dosed in one eye each. Group I - 0.1 ml of the undiluted test material in unwashed eyes.
Group II - 0.1 ml of undiluted test material in washed eyes. Group Il - 0.1 ml of'a 10%
(w/w) solution in water (unwashed eyes). Eyes were examined for up to 35 days.
Results: Group I: Maximum Average Score (MAS) = 39.3; eye irritant

Group II: MAS = 10.7; eye irritant

Group III: MAS = 6.7; not an eye irritant

Study #: 191-081; see related studies 191-080 and 191-082
Report Date: 11/1/77

Accession #: 21612
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SYNOPSIS

LIV OLY

Group I (Undiluted test material, Unwashed eyes) - An eye irritant.
Group II (Undiluted test material, Washed eyes) - An eye irritant.

Group III (10% {w/w} Solution, Unwashed eyes) - Not an eye irritant.

Maximum Average Score (MAS):
Group I (Undiluted test material, Unwashed eyes): 39.3
Group II (Undiluted test material, Washed evyes): 10.7
Group III (10% {w/w} Solution, Unwashed eyes): 6.7

191-081
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II. TEST MATERIAL

The test material was received from The Procter and Gamble Com—
pany, Cincinnati, Ohio on August 4, 1977. It was identified as

"T-7120" and was received as a gold colored viscous liquid.

191-081
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METHOD

Five male and 4 female New Zealand White rabbits (obtained from
Kuiper's Rabbit Ranch, Gary, Indiana), were used for this study. The
rabbits weighed 2442 to 3037 grams at the beginning of the study.
They were housed individually in metal metabolism cages in tempera-
ture and humidity controlled quarters. They were maintained in ac-
cordance with the recommendations contained in H.E.W. Publication No.
74-23 (N.I.H.) entitled "Guide for the Care and Use of Laboratory
Animals" and were conditioned for 23 days prior to study initiation.

Water and Purina Rabbit Chow were available ad libitum.

Prior to test material administration, the eyes of each rabbit
were examined with ultraviolet light after instillation of one drop
of a 2.0 percent sodium fluorescein solution. Rabbits exhibiting

corneal lesions were discarded.

The 9 rabbits were divided into 3 group of 3 rabbits each. The

animals received the test material as follows:

Group I - 0.1 ml of the undiluted test material (unwashed eyes).

Group II - 0.1 ml of the undiluted test material (washed eyes).

Group III - 0.1 ml of a 10% (w/w) solution in distilled water
(unwashed eyes).

The test material was placed into the cupped conjunctival sac of the
right eye of each rabbit following which the eyeiids were gently held
together for one second. The left eye served as the untreated con-

trol for each rabbit.
The rabbits in Groups I and III did not receive a washout. The
3 rabbits in Group II received a 20 ml lukewarm water washout approxi-

mately 4 seconds following dosing.

191-081
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The treated eyes were examined in accordance with the following

schedule:

Group 1

{(Undiluted test material,
unwashed eyes)

1
24
48
72
96

7
14
21
28
35

hour following dosing
hours#
hours
hours¥*
hours
days*
days*
days*
days*
days*

Group II
(Undiluted test material,
washed eyes)

1 hour following dosing*
24 hours*
48 hours
72 hours*
96 hours
7 days*®
14 days¥*

Group III
(10% {w/w} Solution,
unwashed eyes)

1 hour following dosing
24 hours*
48 hours
72 hours*
96 hours
7 days*
14 days*

*Sodium Fluorescein examinations were conducted at these inter-
vals., After grading the eye reaction, one drop of sodium fluorescein
was instilled directly onto the corneal surface of each rabbit.

After a few seconds, excess stain was flushed from the corneal sur-
face with distilled water and the eyes were examined with ultraviolet

light.

The grading system employed in this test procedure is presented

on the following page.
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Scale for Scoring Ocular Lesions*

Page 5
Cornea
(A) Opacity-degree of density (area most dense taken for reading)
NO OPACILY v v v ¢ & o o o e o o o o o o o o o a4 o v o 4 . e e e e e e
Scattered or diffuse area, details of iris clearly visible . . . . . . . .
Easily discernible translucent areas, details of iris slightly
obscured . . v . v e 4 h e e e e e e e e e e e e e e e e . . e e s
Opalescent areas, no details of iris visible, size of pupil
barely discernible . . . ¢ « ¢ ¢« ¢ ¢ v 4 4 e e et e e 4 e e e e e e e e
Opaque, iris invisible . . . « ¢« v « ¢ v v o o e 0 e s e e e e e e e e e
(B) Area of cornea involved
One quarter (or less) but MOL ZEYO « o « o o o « o o o o s o o o o o o o o o
Greater than one quarter, but less than half . . . « . . . « ¢ ¢« v « o « « .
Greater than half, but less than three quarters. . . . + ¢« « o « o o &+ o o &
Greater than three quarters, up to whole area. . . « « . « ¢« « ¢ o o« + o o &
Score equals A x B x 5 Total maximum =
Iris
(A) Values
NOTMAL © ¢ ¢ v & o o & o o o s & 4 4 e o 4 e s 4 e e e e e e e e e e e e e

Folds above normal, congestion, swelling, circumcorneal injection
(any or all of these or combination of any thereof) iris still

reacting to light (sluggish reaction is positive). . . . . « + ¢« . « .« . .
No reaction to light, hemorrhage, gross destruction (any or all
OF these). v v v v ¢ v o o o o € o o o o 8 4 e e e e 4 e e e e e e e e
Score equals A x 5 Total maximum =
Conjunctivae

(A) Redness (refers to palpebral and bulbar conjunctivae exluding
cornea and iris)

Vessels nNormal .+ v ¢ o ¢ 4 4 s o & e s s e e e e s 4 e s s e e s b s e e s
Vessels definitely injected above mormal . . . « « + « o & o ¢ 4 ¢ 4 o 4 . .
More diffuse, deeper crimson red, individual wvessels not easily

discernible

Diffuse beefy red. « + ¢ o o« ¢ o 4 4 4 6 e 6 s s s s w s s s e e s e e e s
(B) Chemosis
No swelling. o « o o ¢ o+ o ¢ 4 o & o o o o o o o o o o o o« o o s o e o 0 s .
Any swelling above normal (includes nictitating membrane). . . . . . . . . .
Obvious swelling with partial eversiom of lids . . . . + ¢ + ¢ ¢« ¢ ¢« « &+ o &
Swelling with lids azbout half closed . . . . . « « ¢« & & ¢ v o o o v o ¢ o &
Swelling with lids about half closed to completely closed. . . . . . . . . .
(C) Discharge
No discharge « . ¢ ¢ v v v o o o o o o o o s o o o o o o s e e 4 e e e e o s
Any amount different from normal (does not include small amounts
observed in inner canthus of normal animals) . . . . ¢« « « ¢ v ¢ ¢ & o «
Discharge with moistening of the lids and hairs just adjacent
to the 1ids. « « v « v v 4 4 4 v e e s e e e e e s e e e e e e e e e e
Discharge with moistening of the lids and hairs, and considerable
area around the @ye. . « .« + ¢ « ¢« + ¢ e e s e e e 4w e e e s s e e e e s
Score equals (A+ B + C) x 2 Totzl maximum =

The maximum total score is the sum of all scores obtained for the cornea,
iris, and conjunctivae. Total maximum score passible = 110.

w N O

WO

*Draize, J. H., Appraisal of the Safety of Chemicals in Foods, Drugs, and Cosmetic, Asscc.

Food and Drug Officials of the U. S., Austin, Texas; 1959, p. 531, Modified according to
revision in 1964, Edited by A. J. Lehman.
191-081
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IV. RESULTS

Tables 1, 2 and 3 present the grade of effect with time. Tables
4, 5 and 6 show the average scores. Tables 7, 8 and 9 present the

individual rabbit scores.

Based upon the data, the following results were obtained:

Group I (Undiluted test material, Unwashed Eyes) - An eye
irritant.

Group II (Undiluted test material, Washed Eyes) - An eye
irritant.

Group III (10% {w/w} Solution, Unwashed Eyes) - Not an eye
irritant.

When evaluated using the method described, the test material
would be further classified, based upon the scores obtained, as
follows:

Group I (Undiluted test material, Unwashed Eyes) - Moderately
irritating to the eye.

Group II (Undiluted test material, Washed Eyes) - Moderately
irritating to the eye.

Group III (10% w/w Solution, Unwashed Eyes) - Minimally
irritating to the eye.
Maximum Average Score (MAS):.
Group I (Undiluted test material, Unwashed Eyes): 39.3
Group II (Undiluted test material, Washed Eyes): 10.7
Group III (10% {w/w} Solution, Unwashed Eyes): 6.7

191-081
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T-7120: Eye Irriration 1n the Albino Rabbit,
* TABLE 1. Group Observations (Group I ~ Undilured test material, Unwashed Zyes)
Examipation Interval
{(No. Positive/No. Dosed)
Hours Javs
Observatziouns 1 24 48 72 25 7 14 2 23 33
Cornea: Cornea Normal 273 2/3 273 2/3
Dulling normal corneal luster 1/3 1/3 /3 1/3  1/3
Corneal opacity: very slight  3/3 2/3 3/3 273 2/3 2/3
slight /73 1/3 /3
moderate
natked
Iris: Iris Normal 1/3 3/3 3/3 3/3 3/3 3/3
Iridal Irritation 3/3 2/3 3/3 3/3 373
Conjunctivse: Redness: normal 1/3 2/3__3/3 3/3  3/3
very slight 1/3 /3 173
slight 3/3 2/3 3/3 3/3 2/3 1/3
moderate 1/3
marked
Chemosis: normal 1/3 3/3 /3 3/3
very slight 3/3 3/3 273
slight 2/3 373 3/3 3/3
moderate
narked 1/3
Discharge: normal /3 2/3 2/3 3/3  3/3  3/3  3/3
very slight 1/3 1/3 T
slight 3/3 3/3 1/3 1/3
moderate 3/3
marked
Purulent Discharge 3/3 373 3/3 2/3 173 /3 o/3  0/3  0/3  0/3
Sadium Fluorescein/
Ultraviolet lighe
examination: Negative: -—- 0/3 - 0/3 e . 1/3 /3 3/3 3/3 3/3
(normal)
Positive: - 3/3 - 3/3 e 2/3 /3 9/3 0/3  0/3
(corneal injury)
Qther:
Petite Hemorrhage, Conjunctivae 3/3 0/3  0/3 0/3 0/3 0/3 073 a/3  0/3  0/3
Blanching, Conjunctivae 3/3 0/3 0/3 0/3 0o/3 /3 0/3 0/3 0/3 073
Dendritic Vascularization /3 0/3 o/3 9/3

191-081
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T-7120: Eye Irritation 1n the Albinc Rabbic.
" TABLE 2. Group Observations (Group II - Undiluted test material, wWashed Eves)
Examination Interwval
(No. Positive;No. Desed)
Hours Javs
Observations 1 24 43 72 26 7 la
Cornea: Cornea Normal 3/3 1/3 /3 u/3 0 3/3 3/3 373
Dulling normal corneal luster 173 /3 2/3
Corneal opacity: very slight /3 1/3
slight
moderate
marked
Iris Iris Normal /3 2/3  3/3  3/3 3/3 3/3
Iridal Irritation 3/3 2/3  1/3
Conjunctivae: Redness: normal 1/3 /3 e——-3/3
very slight /3 1/3 2/3
slight /3 1/3 3/3 2/3 1/3
moderate 2/3 2/3
marked
Chemesis: normal /3 1/3 1/3 3/3
very slight 1/3 1/3 1/3 1/3 /3 2/3
slight 2/3 /3 173
moderate 2/3  1/3
marked
Discharge: normal /3 2/3  3/3 2/3 3/3
very slight 1/3 1/3
slight /3 2/3
moderate 1/3 2/3
marked 273
Purulent Discharge 3/3 3/3  2/73 1/3 9/3 1/3 0/3
Sodium Flucrascein/
Ultravieclet lizht
examination: Negative: 0/3 0/3 ==  3/3 e 3/3 3/3
(normal)
Positive: 3/3 3/3 e==  0/3 = Q/3 0/3
(corneal injury)
Other:
Petite Hemorrhage, Conjunctivae 3/0 0/3  i/3  0/3  o/3 0/3 0/3
Blanching, Conjunctivae 3/3 /3 0/3 0/3 0/3 0/3 0/3

191-081
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T-7120: Eve Irritacion in the Albino Rabbit.
TABLE 3. Group Observations Group IIT - (107 (w/w} Solutiom, Unwashed Evas)
P Examination Interval
: (No. Positive/Mo. Josad)
Hours Davs
Observations 1 4 48 72 EL) 7 14
Cornea: Cornea Normal 3/3 3/3 3/3  3/3 3/3 3/3 3/3
Dulling normal corneal luster
Corneal opacity: very slight
slight
moderate
marked
Iris: Iris Yormal /3 3/3  3/3  3/3 343 3/3 3/3
Iridal Irritation 2/3
Conjunctivae: Redness: normal 2/3 ~273 0 3 3/3 3/3 3/3
very slight /3 173
slight /3
moderate
marked
Chemosis: normal /3 3/3  3/3  3/3 3/3 3/3
very slight 2/3 1/3
slight 1/3
moderate
marked
- Discharge: normal 3/3 3/3 3/3  3/3 3/3 3/3
very slight
slight 3/3
moderate
marked
Clear Dischargze 3/3 0/3 0o/3 0/3 0/3 0/3 0/3
Sodium Fluorssceia/
Ultraviolet light
examination: Negative: wem  3/3 eem 33 e . 3/3 3/3
(normal)
Positive: == Q3 == 0/3 e 0/3 0/3
(corneal injury)
Other:
Blanching, Conjunctivae 3/3 0/3 0/3 0/3 0/3 0/3 0/3
Petite Hemorrhage, Conjunctivae 3/3 0/3 0/3 0/3 0©/3 0/3 0/3
A,
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T-7120: Eye Irritatlion in the Albino Rabbit.
TABLE 4. Group Average Scores (Group I - Undiluted test material, Unwashed Eyes)
Average Scores (Range)
Period
Hours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: A 1.0 0.7 1.0 1.3 1.3 0.7 0.7 0 0 0
(1.0) (0-1.0) (1.0) (1.0-2,0) (1.0-2.0) (0-1.0) (0-2.0)
B 4.0 2.3 3.0 3.3 2.3 1.0 0.3 0 0 0
(4.0) (0-4.0) (2.0-4.0) (3.0-4.0) (2.0-3.0) (0-2.0) (0-1.0)
Score 20.0 8.1 15.0 21.5 15.0 3.5 1.1 0 0 0
Iris: A 1.0 0.7 1.0 1.0 1.0 0 0 0 0 0
' (L.0) (0-1.0) (1.0) (1.0) (1.0)
Score 5.0 3.5 5.0 5.0 5.0 0 0 0 0 0
Conjunctivae: A 1.2 1.5 1.3 1.3 0.8 0.5 0.2 0 0 0
(1.0-1.5)(1.0-2.0)(1.0-1.5) (1.0-1.5) (0.5-1.0) (0-1.0) (0-0.5)
B 2.7 2.3 2.2 2.0 1.0 1.0 0.2 0 0 Q
(2.0-4.0)(2.0-2.5)(2.0-2.5) (2.0) (1.0) (1.0) (0-0.5)
¢ 2.3 1.0 1.2 0.5 0.2 0.3 0 0 0 0
(2.0-2.5) (1.0) (1.0-1.5) (0-1.0) (0-0.5) (0-1.0)
Score 12.4 9.6 9.4 7.6 4.0 3.6 0.8 0 0 0
Total Score 37.4 21.2 29.4 34.1 24.0 7.1 1.9 0 0 0
o
v
oo
[¢]
[
o



1-7120: Eye Irritation in the Albino Rabbit. Page 11
f‘x‘s, Group Average Scores (Group II - Undiluted test material, Washed Eyes)
Average Scores (Range)
Period
Hours Days
Area: 1 24 48 72 96 7 14
Cornea: A 0 0.3 0.3 0 0 0 0
(0-1.0) (0-1.0)
B 0 1.0 1.0 0 0 0 0
(0-3.0) (0-3.0)
Score 0 1.5 1.5 0 0 0 0
Iris: A 1.0 0.7 0.3 0 0 0 0
(1.0) (0-1.0) (0-1.0)
Score 5.0 3.5 1.5 0 0 0 0
Conjunctivae: A 1.7 1.7 1.3 0.8 0.5 0.3 0
(1.0-2.0) (1.0-2.0) (1.0-1.5) (0.5-1.0) (0-1.0) (0-0.5)
e B 1.8 2.3 2.0 1.0 0.3° 0.5 0
(1.5-2.0) (1.0-3.0) (1.0-3.0) (0-2.0) (0-0.5) (0-1.0)
C 2.8 1.7 0.8 0.2 0 0.2 0
(2.5-3.0) (1.0-2.0) (0-1.5) (0-0.5) (0-0.5)
Score 12.6 11.4 8.2 4.0 1.6 2.0 0
Total Score: 17.6 16.4 11.2 4.0 1.6 2.0 0

S

.
]

\_.-
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T-7120: Eye Irritation in the Albino Rabbit. Page 12
g&&kﬁ 6. Group Average Scores Group III - (10% {w/w} Solution, Unwashed Eyes)
Average Scores (Range)
Period
Hours \ Days
Area: 1 24 48 72 96 7
Cornea: A 0 0 0 0 0 0
B 0 0 0 0 0 0
Score 0 0 0 0 0 0
Iris: A 0.7 0 0 0 0 0
(0-1.0)
Score 3.5 0 0 0 0 0
Conjunctivae: A 1.2 0.2 0.2 0 Q 0
(1.0-1.5) (0-0.5) (0~-0.5)
B 1. 0.2 0 0 0 0
Pt (0.5~2.0) (0-0.5)
C 1.0 0 0 0 0 0
(1.0)
Score 6.8 0.8 0.4 0 0 0
Total Score: 10.3 0.8 0.4 0 0 0
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Eye Irritation in 5}e AlblIno Rabbit.

T-7120: ”
TABLE 7. Individual Scores (Group I - Undiluted test material, Unwashed !
Rabbit Numbexr 29255, Male
Observations
Hours
Area: 1 24 48 72 96 7
Cornea: Opacity (A) 1.0 1.0 1.0 1.0 1.0 1.0
Area (n) 4.0 3.0 3.0 3.0 2.0 1.0
Subtotal (A x B x 5) 20.0 15.0 15.0 15.0 10.0 5.0
Iris: Irritation (A) 1.0 1.0 1.0 1.0 1.0 0
Subtotal (A x 5) 5.0 5.0 5.0 5.0 5.0 0
Conjunc-
tivae: Redness (A) 1.0 1.0 1.0 1.0 0.5 0.5
Chemosis 1) 4.0 2.0 2.0 2.0 1.0 1.0
Discharge (C) 2.0 1.0 1.0 0.5 0 0
Subtotal (A+B + C)x2 14.0 8.0 8.0 7.0 3.0 3.0
Total Scores: 39.0 28.0 28.0 27.0 18.0 8.0
Sodium Fluorescein Exam: ~=~ Posgitive —— Positive ——— Positive Neg:
Percent of Corncal Surface Positive: 80% 407% 5%
Other:
Purulent Discharge X X X X
Corneal Epithelial Damage, Peeling X X X X X
Blanching, Conjunctivae X

~+1-081
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Eye Irritation 1. )b Albino Rabbit.

TABLE 7. (Cont.)

Individual Scores (Group I'- Undiluted test material, Unwashed

Rabbit Number 29262, Female

Obsexvations
Hours
Area: 1 24 48 72 96 7
Cornea: Opacity (A) 1.0 0 1.0 2.0 2.0 1.0
Area (B) 4.0 0 2.0 3.0 2.0 2.0
Subtotal (A xB x5) 20.0 0 10.0 30.0 20.0 10.0
Iris: Irritation (A) 1.0 0 1.0 1.0 1.0 0
Subtotal (A x 5) 5.0 0 5.0 5.0 5.0 0
Conjunc-—
tivae: Redness (A) 1.0 2.0 1.5 1.5 1.0 1.0
Chemosis (B) 2.0 2-5 2-5 2.0 1.0 l.O
Discharge «©) 2.5 1.0 1.5 1.0 0.5 1.0
Subtotal (A+B+ C)x2 11.0 11.0 11.0 9.0 5.0 6.0
)
Total Scores: 36.0 11.0 26.0 44 .0 30.0 16.0
Sodium Fluorescein Exam: ~-= Pogitive --—  Positlve ~--~  Pogitive Pos
Percent of Corneal Surface Positive: 907 30% 30%
Other:
Purulent Discharge X X X X X X
Petite Hemorrhage, Conjunctivae X
Corneal Epithelial Damage, Peeling X X X X X X
Blanching, Conjunctivae X

Dendritvic Vascularization

191-081
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Eye Irritation i. %le Albino Rabbirt.

191~081

T-7120:
TABLE 7. (Cont.) Individual Scores (Group I - Undiluted test material, Unwashed
Rabbit Number 29276, Female
Observations
Hours
Area: 1 24 48 72 96 7
Cornea: Opacity (A) 1.0 1.0 1.0 1.0 1.0 0
Area (B) 4.0 4.0 4.0 4.0 3.0 0
Subtotal (A xB x?5) 20.0 20.0 20.0 20.0 15.0 0
Iris: Irritation (A) 1.0 1.0 1.0 1.0 1.0 0
Subtotal . (A x 5) 5.0 5.0 5.0 5.0 5.0 0
Oonjunc-
tivae Redness (A) 1.5 1.5 1.5 1.5 1.0 0
Chemosis (B) 2.0 2.5 2.0 2.0 1.0 1.0
Discharge (c) 2.5 1.0 1.0 0 0 0
Subtotal (A+3B + C)x2 12.0 10.0 9.0 7.0 4.0 2.0
Total Scores: 37.0 35.0 34.0 32.0 24.0 2.0
Sodium Fluorescein Exam: ---  Positive ---  Positive ~--—~  Negative Neg
Percent of Corneal Surface Positive: 95% 807
Other: )
Purulent Discharge X X X
Blanching, Conjunctivae X
Petite Hemorrhage, Conjunctivae X
Corneal Epithelial Damage, Peeling X X X X



T-7120: Eye Irritation in the Albino Rabbit. Page 16

Téﬁ&ﬁ 8. Individual Scores (Group II - Undiluted test material, Washed Eye)

Rabbit Number: 29265, Male
Obsarvations

Hours Days
Area: 1 24 48 72 96 7
Cornea Opacity (4) 0 1.0 1.0 0 0 0 0
Area (8) 0 3.0 3.0 0 0 0 0
Subtotal (A x B x35) 0 15.0 15.0 0 0 0 0
Iris: Irritation (A) 1.0 1.0 1.0 0 0 0 0
Subtotal (A x 5) 5.0 5.0 5.0 0 0 0 0
Conjunctivze: Redness (A) 1.0 2.0 1.5 1.0 6.5 0.5 O
Chemosis (B) 2.0 3.0 3.0 1.0 0.5 1.0 ©
Discharge <) 3.0 2.0 1.5 0 0 0.5 0
. "M
Subtotal (A+ B+ C)x2 12.0 14.0 12.0 4.0 2.0 10.0 O
Total Scores: 17.0 34.0 32.0 4.0 2.0 10.0 ©
Sodium Fluorescein Exam: Positive Positive --- Negative --- Negative Nej
Percent of Corneal Surface Positive 4072  50%
Other:
Blanching, Conjunctivae X
Purulent Discharge X X X : X
Corneal Epithelial Damage, Peeling X X
Petite Hemorrhage, Conjunctivae X
i
\

171-081



T-7120: -« Eye Irritation in the Albino Rabbit. Page 17

TsdE 8. (Cont.) Individual Scores (Group II - Undiluted test material, Washed Eye)

Rabbit Yumber: 29272, Female

Observations
Eours _Davs
Area: 1 24 48 72 96 7
Cornea: Opacity (4) 0 0 0 0 0 0 (
Area (B) 0 0 0 0 0 0 (
Subtotal (A x B x35) 0 0 0 0 0 0 (
iris: Irritation (A) 1.0 0 0 0 0 0 (
Subtotal (A x 5) 5.0 0 0 4] 0 0 (
Conjunctivae: Redness (a) 2.0 1.0 1.0 0.5 0 0 C
Chemosis (B) 2.0 1.0 1.0 0 0 0 C
Discharge (C) 3.0 1.0 0 0 0 0 0
S~
Subtotal (A + B+ C)x2 1.0 6.0 4.0 1.0 0 0 0
Total Scores: 19.0 6.0 4.0 1.0 0 0 0
Sodium Fluorescein Exam: Positive Positive --- Negative --- Negative Neg
Percent of Corneal Surface Positive 107 <5%
Other:

Blanching, Conjunctivae X
Petite Hemorrhage, Conjunctivae X X
Purulent Discharge X
Corneal Epithelial Damage, Peeling

be e
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TABLE 8. (Cont.) Individual Scores (Group II - Undiluted test material, Washed Eye)
£

Rabbit Number: 29287, Male

Observations

Hours Davs
Area: 1 24 48 72 96 7 ]
Cormnea: Opacity (a) 0 0 0 0 0 0 (
Area (B) 0 0 0 0 0 0 (
Subtotal (AxBx35) 0 0 0 0 0 0 C
Iris: Irritation  (A) 1.0 1.0 0 0 0 0 (
Subtotal (A x 5) 5.0 5.0 0 0 0 0 (
Conjunctivzae: Redness (a) 2.0 2.0 1.5 1.0 1.0 0.5 (
Chemosis (B) 1.5 3.0 2.0 2.0 0.5 0.5 (
Discharge (C) 2-5 2.0 1.0 0.5 0 0 C
-~
N Subtotal (A+ B+ C)x2 12.0 14.0 9.0 7.0 3.0 2.0 C
Total Scores: 17.0 19.0 9.0 7.0 3.0 2.0 C
Sodium Fluorescein Exam: Positive Positive --- Negative --- Negative Neg
Percent of Corneal Surface Positive 10%  35%
Other:
Purulent Discharge X X X X
Blanching, Conjunctivae X X :
Petite Hemorrhage, Conjunctivae X
Corneal Epithelial Damage, Peeling X

4 -
L0
'
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~ARALE 9. Individual Scores Group III - (10% {w/w} Solution, Unwashed Eye)
Rabbir Number: 29227, Male
Observations
Hours Davs
Area: 1 24 48 72 96 7
Cornea: Opacity (4) 0 0 0 0 0 0 (
Area (B) 0 0 0 0 0 0 (
Subtotal (A x B x5) 0 0 0 0 0 0 (
Iris: Irritation (&) 1.0 0 0 0 0 0 (
Subtotal (A x5) 5.0 0 0 0 0, 0 (
| Conjunctivze: Redness (a) 1.5 0.5 0.5 0 0 0 (
Chemosis 3) 1.0 0.5 0 0 0 0 (
Discharge () 1.0 0 0 o] 0 0 (
e
— Subtotal (A+ B+ C)x2 7.0 2.0 1.0 0 0 0 (
Total Scores: 12.0 2.0 1.0 0 0 0 (
Sodium Fluorescein Exam: ——~- Negative --- Negative ~--—- Negative N¢
Other:

Petite Hemorrhage, Conjunctivae
Blanching, Conjunctivae
Clear Discharge

el
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14

TABLE 9. (Cont.) Individual Scores Group III - (10% {w/w} Solution, Unwashed Eye)
e -

Rabbit Number: 29243, Male

Observations
Hours Davs
Areas 1 24 48 72 96 7
Cornea: Opacity (a) 0 0 0 0 0 0
Area (B) 0 0 0 0 0 0
Subtotal (A xBx3S) 0 0 0 0 0 0
Iris: Irritation  (4) 0 0 0 0 0 0
Subtotal (A x5) 0 0 0 0 0o 0 4
Conjunctivae: Redness (a) 1.0 0 0 0 0 0 (
Chemosis (B) 2.0 0 0 4] 0 0 {
Discharge (C) 1.0 © 0 0 0 0 {
i ;
Subtotal (A+ B+ C)x2 8.0 0 0 0 0 0 {
Total Scores: 8.0 0 0 0] 0 0 {
Sodium Fluorescsin Exam: --— Negative --- Negative --- Negative N

Blanching, Conjunctivae
Petite Hemorrhage, Conjunctivae
Clear Discharge

b b 4
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TABLE 9. (Cont.) -Individual Scores Group III - (10%Z {w/w} Soluti)on, Unwashed Eye)
_ﬁﬁ”ﬁ
Rabbit Number: 29284, Female
Observations -
Hours Davs
Area: 1l 24 48 72 96 7 14
Cornea: Opacity (&) 0 0 0 0 0 0 0
Area (B) 0 0 0 0 0 0 0
Subtotal (A xBx35) 0 0 (0] 0 0 0 0
Iris: Irritation (A) 1.0 O 0 0 0 0 0
Subtotal (A x35) 5.0 0 0 0 0 0 0
Conjunctivse: Redness (A) 1.0 0 0 0 0 0 0
Chemosis (8) 0.5 0 0 0 0 0 0
Discharge (C) 1.0 0O 0 0 Q 0 0
‘gﬁmk
Subtotal (A + B + C)x2 5.0 © 0 0 0 0 o]
Total Scores: 10.0 0O 0 0 0 0 0
Sodium Fluorescain Exam: --— Negative --- Negative --- Negative Negativ
Other:
Petite Hemorrhage, Conjunctivae X
Blanching, Conjunctivae X
Clear Discharge X

.
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