14



Report Title: Primary Eye Irritation Study in Albino Rabbits
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(w/w) solution in water (unwashed eyes). Eyes were examined for up to 35 days.
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I. SYNOPSIS

Group I - (Undiluted test material, unwashed eyes) - A primary
eye irritant.

Group II - (Undiluted test material, washed eyes) - A primary
eye irritant.

Group III - (10% {w/w} solution, unwashed eyes) - A possible

primary eye irritant.
Maximum Average Score (MAS):

Group I - (Undiluted test material, unwashed eyes): 39.0

Group II -~ (Undiluted test material, washed eyes): 17.0

Group III - (10% {w/w} solution, unwashed eyes): 9.0

191-080
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TEST MATERIAL

The test material was received from The Procter and Gamble
Company, Cincinnati, Ohio on July 18, 1977. 1t was identified

as "T-7119" and was received as a pale yellow viscous liquid.

191-080
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METHOD

Four male and 5 female New Zealand White rabbits (obtained from
Kuiper's Rabbit Ranch, Gary, Indiana) were used for this study. The
rabbits weighed 2282 to 3632 grams at the beginning of the study.
They were housed individually in metal metabolism cages in temperature
and humidity controlled quarters. They were maintained in accordance
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 a minimum of 19 days prior to study initi-
ation. 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 groups of 3 rabbits each. The
animals received the test material as follows:

Group I - 0.1 ml of undiluted test material.
Group II - 0.! ml of undiluted test material.
Group III - 0.1 ml of a 10% (w/w) solution in distilled water.

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

The rabbits in Groups I and III did not receive a washout. The 3
rabﬁits in Group II received a 20 ml lukewarm water washout approxi~

mately 4 seconds following dosing.

191-080
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The treated eyes were examined in accordance with the following

schedule:

Group I Group II Group III
{Undiluted test material, (Undiluted test material, (10% {w/w} soluti
unwashed eyes) washed eyes) unwashed eyes)

1 hour following dosing 1 hour following dosing#* 1 hour following
24 hours® 24 hours* 24 hours¥®
48 hours 48 hours 48 hours
72 hours* 72 hours* 72 hours*
96 hours 96 hours 96 hours
7 days#* 7 days* 7 days®
14 days* 14 days¥* 14 days¥*
21 days* 21 days* 21 days*
28 days* 28 days¥*
35 days* 35 days*

*Sodium fluorescein examinations were conducted at these intervals.
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 surface with
distilled water and the eyes were examined with ultraviolet light.

The grading system employed in this test procedure is presented

on page 5.
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Scale for Scoring Ocular Lesions* Page S

Cornea
(a) Opacity-degree of density (area most dense taken for reading)
NOo OPACILY « ¢ o o v v v o o 4 6 6 e s e e e e e e e e e e e e e e e e e
Scattered or diffuse area, details of iris clearly wisible . . . . . . . . .
Easily discernible translucent areas, details of iris slightly
obscured . . . ¢t 0 b i e e e e e e s e e e e e e e e e e e e e e
Opalescent areas, no details of iris visible, size of pupil
barely discernible . . . . « v v ¢ o 0 U e v e e e e e e e e e e
Opaque, iris invisible . . . & © ¢ o 4 ¢ 4 it e e e e e e e e e e e e e
(B) Area of cornea involved
One quarter (or 12ss) DUL NI0L 22870 v v v v v v 4 v v o o v e e e e e e
Greater than one quarter, but less than half . . . ¢« . ¢ +© v v v 4 v o« o o
Greater than half, but less than three qUArLers. « « . « v « « o o « & o« o .
Greater than three quarters, up to whole area. . . + + v v v v v v ¢ o v w
Score equals A x B x 5 Totzl maximum :
Iris
(A) Values
Normal . . v ¢ v 6 v b i e e e e e e e a e e e 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, hewmorrhage, gross destruction (any or all
of thesSe). v +v ¢ v v v v v it e e e e e e e e e e e e e e e e e e e e e
Score equals A x 5 Total maximum =
Conjunctivae

(A) Redness (refers to palpebrazl and bulbar conjunctivae exluding
cornea and iris)
Vessels normal o & ¢ v 4 4 4 4 i i v h e e e s et e e e e e e e e e e e e
Vessels definitely injected above mormal . . . . + ¢ & ¢ & 4 4 o o & « 4 o
More diffuse, deeper crimson red, individual vessels not easily
discernible
Diffuse beefy red. . . ¢ © & & 4 ¢ 4t 4 e 4 et 4 e e e e e e e e e e e e e
(8) Chemosis
No swelling. . ¢ ¢ &« v v 4 6 4 4 o 4 & o o s o o o o o 8 ¢« s o o o o o o o
Any swelling above normal (includes nictifating membrane). . . . . . . . . .
Cbvious swelling with partial eversion of lids . . . . . . . « ¢« ¢ ¢ ¢ . . .
Swelling with lids about half closed . . . & ¢ ¢« 4 ¢ ¢ o o 4 ¢ o o o o o o
Swelling with lids about half closed to completely closed. . . . . . . . . .
(C) Discharge
No discharge « . ¢ ¢ v ¢« 4 o ¢ o o o o« « o o s o o o s o 5 v o s o o o « o &
Any amount different from normal (does not include small amounts
observed in inmer canthus of normal znimals) . . . . . « + ¢ o ¢ 4 0. .
Discharge with moistening of the lids and hairs just adjacent
to the lids. . . . . ¢ ¢ ¢ 0« v i it i e e e e e e e e e e e e e e e e e
Discharge with moistening of the lids and hairs, and considerable
area around the €¥2. . + « v 4 4 & 4 o o o 2 o 8 s 4 4 e 4 e e e e e e
Score equals (A+ B + C) x 2 Total maximum =

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

~Draize, J. H., Appraisal of the Safety of Chemicals in Foods, Drugs, and Cosmetic, Assoc
Food and Drug Officials of the U. S., Austin, Texas; 1959, p. 51, Modified according to
revision in 1964. Edited bv A. J. Lehman.
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RESULTS

Tables 1, 2 and 3 present the grade of effect with time. Tables
4, 5 and 6 show the group 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) - a primary
eye irritant.

Group II - (Undiluted test material, washed eyes) - a primary
eye irritant.

Group III ~ (10% {w/w} solution, unwashed eyes) - a possible
primary eye irritant.

When evaluated using the method described on page 7, the test
material would be further classified, based upcon the scoras obtained
as follows:

Group I ~ (Undiluted test material, unwashed eyes) ~ Severely
Irritating.

Group II - (Undiluted test material, washed eyes) - Moderately
Irritating.

Group III - (10% {w/w} solution, unwashed eyes) - Mildly
Irritating.

Maximun Average Score (MAS):
"Group I -~ (Undiluted test material, unwashed eyes): 39.0.
Group 11 - (Undiluted test material, washed eyes): 17.0.
Group III - (10% {w/w} solution, unwashed eyes): 9.0.

191-080
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Definition

Minimally
Irritating

Severely
Irritating
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T-7119: Eye Irrication in che Albino Rabbit.
TABLE 1. Group Observations (Group I - Uadiluted test material, unwashed eyes)
Examinaction Interval
a9, Posizivaslo. Josag)
dour Javs
Observations 1 24 48 2 6 7 La e I8 35
Cornea: Cornea Yormal
Dulling normal corneal luster 3/3 2/3 /3 /3 1/3 7!3\\
Coranezl opacity: very slight /3 3/3  3/3 33 /3 1w/3 “szgl /3 <;ZE//
slight 2/3 173 = 1/3
aodetrate
marked
Iris Iris Normal 3/3 3/3  2/3 23 2/3  3/3  3/3  3/3  3/3
Iridal Irritation 3/3 /3 173 1/3
Conjuncrivae: Redness: normal 2/3—3/3  3/3  3/3
very slight 2/3
slight /3 2/3 2/3 2/3 0 3/3 /3 1/3
moderate /3 1/3  1/3 /3
marked
Chemosis: normal 3/3  3/3  3/3
very slight 1/3 /3 3/3-
slight /3 3/3  3/3  3/3 213 2/3
moderate
marked
Discharge: normal 3/3  3/3  3/3 3/3
very slight 1/3
slight /3 3/3 2/3  3/3 3/3
moderate 1/3
marked 2713 2/3
Purulent Discharge 3/ 3/3 33 3/3 3 3/3 0/3 0/3 0/3 0/3
Clear Discharge 1/3 0/3 0/3 0/3 0o/3 0/3
Sodium Fluorescein/
Cltraviolet light
exanination: Negative:
(normal) == Q/3 ee= Q)] - 0/3  2/3  3/3 /3 1/3
Positive:
(comeal injury) wm— 3/3 we~ 3]3 e 3/3 173 0/3  1/3 2/3
Qther:
Corneal :pithelilal Uamage, Peeling /73 Y3 3/3 33 3/3  09/3 0/3  0/3 073
Corneal Epichelial Damage, Piling /3 0/3 /3 u/3
Pannus /3 o/3  0/3 0o/3 /3
4 Vascularization of the Cormeal Surface 273 2/3 /3 U3
- - Blanching, Conjunctivae 3/3  3/3 6/3 G/ 03 /3 0/3  0/3  0/3 /3
Patire Hemorrhage, Conjunctivas 2/3  0/3, 0/3 0/3 0/3
Loss of Hair Around the Zye 2/3  L/3 /30 /3

191-080
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T-711%: Eye Irritarion in the Albino Rabbic.
ABLE 2. Group Observations (Croup 1I - Undiluted test material, wasned eves)
Cxamination Interwal
{No. 2ositiva/No. Dosed)
Hours Savs
Observactions 1 24 8 72 35 7 14 21 28 35
Cornea: Cornea Normal 3/3 1/3 213 2/3 0 330 173 3/3
Dulling normal cormeal luster 33 zZ/3 0 3/3 0 2/3
Corneal opacity: very sligat 1/3 /3 1/3 1/3
slight
moderate
marked
Iris: Iris Normal 3/3 273 2/3  3/3 23 2/3  3/3 3/3 33 3/3
Iridal Irritation /3 173 1/3 1/3
Conjunctivza: Redness: normal 2/3  3/3  3/3 /3 3/3
very slight 1/3
slighe 2/3  3/3  3/3  3/3  3/3 /3
modezate
maried
Chemosis: normal 2/3  2/3 273 3/3 3/3
Pl very slight 1/3 /3 2/3 /3 1/3
¢ slight 2/32/3 23 143 /3
. moderate 1/3 w3 1/3 173
: marked
Discharge: normal 1/3 273 3/3  3/3 3/3  3/3
very slight /3 1/3  1/3
slight 2/3 /3 173 1/3
moderate /3 1/3 /3 1/3
marked 2/3
Purulent Discharge /3 3/3 3/3 3/3  1/3 /3 0/3 0/3 0/3 0/3
Clear Discharge 1/3 0/3 /3 o/3 0/3 0/3
Sodium Fluoresceia/
Ulcraviolets lighc
examinatioa: Negative:
(normal) 0/3  0/3 === 2/3  eea 2/3  2/3  3/3  2/3 3/3
Pogitive:
(corneal injury) 3/3 03/3 eee 1/3 aem w3 /3 0/3  1/3 0 0/3
Qthar:
3lanching, Conjunctivae 2/3  2/3  1/3 0/3 0/3 0/3 0/3 0/3 O/3  0/3
Corneal EIpiczhelial Damage, Pesling /3 33 3/3 /30 2/3 a9/3  0/3  0/3  0/3 073
fﬁﬁggneal Zpithalial Damage, Piling /3 /3
" wularization of the Corneal Surface /3 /3 /3 13

\
.- 1
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A TABLE 3.

1-7119: Eye Irrictation in the Albino Rabbit.
Group Observations (Group ITI ~{107% “w/v} solution, unwashed eves)
Exazminacion Tnterval
(No. Posizivertlo, Joses:
HOUrs “avs
Qbsarvations 7 24 2] 72 36 7 14 21
Cornea: Cornea Normzl 3/3 2/3 2/3 2/3 /3 3/3 0 3/3 0 373
Dulling neormal corneal luster 1/3
Corneal opacicty: very slight 1/3 1/3 /3
slight
moderate
marked
Iris Iris Yormal 3/3 3/3  3/3  3/3 3/3 /3 3/3  3/3
Iridal Irritaticn
Conjunctivae: Redness: normal /3 /3 1/3  2/3 0 243 3/3  3/3  3/3
very slighc /3 1/3
slight 2/3 /3 /3 1/3 /3
moderate
marked
Chemosis: normal 2/3 0 2/3 273 273 3/3 3/3 373
very slight /3 1/3 173 1/3
slight /3 173
moderate
narked
Discharge: normal 3/3 3/3 2/3 0 2/3 /3 3/3 3/3
very slight /3 1/3
slight 2/3
moderate /3
marked
Purulent Discharge 3/3 of/3 Oo/3 /3 1/3 0/3 0/3 0/3
Sodium Fluorescein/
Ultraviolet
exaniration: Negative:
(normal) 23 ee= 2/ e 3’3 3/3 373
Positive:
{corneal injury) wem 1/3 eme  1/3 eew 0/3 0/3 0/3
Other:
Corneal Epithelial Damage, Peeling /3 1/3  i/3 1/3 9/3 0/3 0/3
Blanching, Conjunctivae /3 /3 0/3 0/3 /3 0/3 0o/3 0/3

7

191-080
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T-7119: Eye Irritation in the AlbIno Rabbit.
TABLE 4, Group Average Scores (Group I - Undiluted test material, unwashed eyes)
Average Scores (Range)
Perlod
Hours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: A 0 0.3 1.0 1.0 1.2 1.8 1.0
. . . . . 0.7 1.0 0.5
(0-1.0) (1.0) (1.0) (1.0-1.5) (1.5-2.0) (0-2.0) (0-1.0) (0-2.0) (0-1.5)
B 0 1.3 4.0 3.7 3.7 2.3 1.0 0.7 0.5 0.7
(0-4.0)  (4.0)  (3.0-4.0) (3.0-4.0) (2.0-3.0) (0-2.0) (0-1.0) (0-1.0) (0-2.0)
Score 0 2.0 20.0 18.5 22.2 20.7 5.0 2.5 2.5 1.8
Iris: A 0 1.0 o 0.3 0.3 0.3 0 0 0 0
(1.0) (0-1.0) (0-1.0) (0-1.0)
Score 0 5.0 0 1.5 1.5 1.5 0 0 0 0
c . A 0.7 1.5 1.7 1.7 1.5 1.8 0.3 0 0 0
onjunctivae (0.5-1.0)(1.0-2.0) (1.5-2.0) (1.5-2.0) (1.5)  (1.5-2.0) (0-1.0)
i3 2.0 2.2 2.2 2.3 1.8 1.8 0.7 0 0 0
(2.0) (2.0-2.5) (2.0-2.5) (2.0-2.5) (1.5~2.0) (1.5-2.0) (0.5-1.0)
C 2.8 2,5 1.2 0.8 1.2 1.0 0 0 0 0
(2.5-3.0)(1.5-3.0) (1.0-1.5) (0.5-1.0) (1.0-1.5) (1.0)
Score 11.0 12.4 10.2 9.6 9.0 9.2 2.0 0 0 o
Total Score 11.0 19.4 30.2 29.6 32.7 31.4 7.0 2.5 2.5 1.8
o
i)
aQ
o
=

191-080
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T-7119: Eye Irritation in the Albliuo Rabbit.
TABLE 5. Group Average Scores (Group II - Undiluted test material, washed eyes)
Average Scores (Range)
Perlod
Hours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: A 0 0 0.3 0 0 0.3 0.3 0 0.5 0
—_ (0-1.0) (0-1.0) (0-1.0) (0-1.5)
B 0 0 0.3 0 0 0.7 0.3 0 0.3 0
(0~-1.0) (0-2.0) (0-1.0) (0-1.0)
Score 0 0 0.5 0 0 1ot 0.5 0 0.8 0
Iris: A 0 0.3 0.3 0 0.3 0.3 0 0 0 0
(0-1.0) (0-1.0) (0-1.0) (0-1.0)
Score 0 1.5 1.5 0 1.5 1.5 0 0 0 0
Conjunctivae: A 1.9 1.0 1.0 1.0 1.2 0.3 0 0 0 0
(0.5-1.5) 1.0) (1.0 (1.0) (1.0-1.5) (0-1.0)
B 2.3 1.8 2.3 2.2 1.3 0.8 0.5 0.3 0 0
. (2.0-3.0)(1.0-2.5) (2.0-3.0) (1.5-3.0) (0.5-3.0) (0-2.5) (O 1.5) (0-1.0)
¢ 2.8 1.5 0.7 1.2 0.8 0.3 0 0 0
(2.5-3.0)(1.0-2.5) (0.5-1.0) (0.5-2.0) (0-2.0) (0-1.0)
Score 12.2 8.6 8.0 8.8 6.6 2.8 1.0 0.6 0 0
Total Score 12.2 10.1 10.0 8.8 8.1 5.4 1.5 0.6 0.8 0
o
fu
(0]
[t:]
o



r-7119: %3 Eye Irritation ”i“%he Albino Rabbit. ’%3 .
J 7 §i
TABLE 7. Individual Rabbit Scores (Group I - Undiluted test material, unwashed eye) .
Rabbit Number 29236, Female
Observations
- ~ Hours ] Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: Opacity (A) 0 1.0 1.0 1.0 1.0 2.0 0 1.0 1.0 0
Area (B) 0 4.0 4.0 4.0 4.0 2.0 0 1.0 1.0 0
Subtotal (A xB x5) 0 20.0 20.0 20.0 20.0 20.0 0 5.0 5.0 0
Irls: Irritation (A) 0 1.0 0 0 0 0 0 0 0 0
Subtotal (A x 5) 0 5.0 0 0 0 0 0 0 0 0
Conjunc—
tivae: Redness (n) 0.5 2.0 2.0 2.0 1.5 2.0 0 0 0 0
Chemosis (8) 2.0 2.0 2.0 2.5 2.0 2.0 0.5 0 0 0
Discharge  (C) 2.5 1.5 1.5 1.0 1.0 1.0 0 0 0 0
Subtotal (A+3B+C)x2 10.0 11.0 11.0 11.0 9.0 10.0 1.0 0 0 0
Total Scores: 10.0 3.0 31.0 31.0 29.0 30.0 1.0 5.0 5.0 0
Sodium Fluorescein Exam: ~-~  Positive - Positive — Positive Positive Negative Hepgative Pusit:
Percent of Corneal Surface Positive: 1007 607 157 <5% 59
Other:
Dulling of the Corneal Surface X X X
Blanching, Conjunctivae X X
Purulent Discharge X X X X X
Pannus X vy
Petite Hemorrhage, Conjunctivae X L
Corneal Epithelial Damage, Peeling X X X o
Corneal Epithelial Damage, Piling X —
Clear Discharge X
X X X X

l.oss of Hair Around the Eye



T-7119: : w§

Eye Irritation { :°§e Albino Rabbit.

TABLE 7. (Cont.)

Individual Rabbit Scores (Croup I - Undiluted test material, unwashed eye)

Rabbit Number 29261, Male

Observations

Hours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: Opacity (A) 0 0 1.0 1.0 1.5 1.5 1.0 0 0 0
Area () 0 0 4.0 4.0 4.0 2.0 2.0 0 0 0
Subtotal (A xB x5) 0 0 20.0 20.0 30.0 15.0 10.0 0 0 0
Iris: Irritation (A) 0 1.0 0 0 0 0 0 0 0 0
Subtotal (A x 5) 0 5.0 0 0 0 0 0 0 0 0
Conjunc—
tlvae: Redness (A) 1.0 1.0 1.5 1.5 1.5 2.0 1.0 0 0 0
Chemosis (B) 2.0 2.5 2.5 2.5 1.5 2.0 1.0 0 0 0
Discharge (C) 3.0 3.0 1.0 0.5 1.0 1.0 0 0 0 0
Subtotal (A+B+C)x2 12.0 13.0 10.0 9.0 8.0 10.0 4.0 0 0 0
Total Scores: 12.0 18.0 30.0 29.0 38.0 25.0 14.0 ¢ 0 0
Sodium Fluorescein Exam: ~—- Positive e Positive - Positive Nepative Negative Negative Positi
Percent of Corneal Surface Positlve: 100% 70% 10% <5%
Other: -
Dulling of the Corneal Surface X X X X X
Vascularization of the Corneal Surface X X X
Purulent Discharge X X X X X X
Petite Hemorrhage, Conjunctivae X >
Blanching, Conjunctivae X X @
Corneal Epithelial Damage, Peeling X X X -
Pannus X h

loss of Halr Around the Eye



i} Eye Irritation 11 ;} Albino Rabbit, N? "

T-7119:
TABLE 7. (Cont.) Individual Rabbit Scores (Group I - Undiluted test material, unwashed eye) .
Rabbit Number 29822, Female
Observations
llours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: Opacity (A) 0 0 1.0 1.0 1.0 2.0 2.0 1.0 2.0 1.5
Area (8) 0 0 4.0 3.0 3.0 3.0 1.0 1.0 0.5 2.0
Subtotal (A x B x5) 0 0 20.0 15.0 15.0 30.0 10.0 5.0 5.0 15.0
Iris: Irritation (A) 0 1.0 0 1.0 1.0 1.0 0 0 0 0
Subtotal (A x 5) 0 5.0 0 5.0 5.0 5.0 0 0 0 0
Conjunc~
tivae: Redness ) 0.5 1.5 1.5 1.5 1.5 1.5 0 0 0 0
Chemosis  (B) 2.0 2.0 2.0 2.0 2.0 1.5 0.5 0 0 0
Discharge  (C) 3.0 3.0 1.0 1.0 1.5 1.0 0 0 0 0
Subtotal (A+B+0C)x2 11.0 .13.0 9.0 9.0 10.0 8.0 1.0 0 0 0
Total Scores: 11.0 18.0 29.0 29.0 30.0 7 43.0 11.0 5.0 5.0 15.0
Sodium Fluorescein Exam: -~~~ Positive -—— Positive - Positive Negative Negative Positive Negativ
Percent of Corneal Surface Positlve: 90% 607 60% <59
Other:
Dulling of the Corneal Surface D ¢ X
Blanching, Conjunctivae X X X
Puruleat Discharge X X X X X X g
Corneal Epithelial Damage, Peeling X X X X X e
Vascularization of the Corneal Surface X X X x ©
Corneal Eplthelial Damoage, Pillng X X o
Pannus X
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TABLE 8. Individual Rabbit Scores (Group II - Undiluted test material, washed eye)

Rabbit Number 29259, Male
Observations

llours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: Opacity (A) 0 0 1.0 0 0 0 0 0 0 0
Area (®) 0 0 1.0 0 0 0 0 0 0 0
Subtotal (A xB x35) 0 0 5.0 0 0 0 0 0 0 0
Iris: Irritation (A) 0 0 0 0 0 0 0 0 0 0
Subtotal (A x 5) 0 0 0 0 0 0 0 0 0 0
Conjunc-
tivae: Redness (A) 1.0 1.0 1.0 1.0 1.5 0 0 0 0 0
Chemoslis ) 2.0 2.0 2.0 1.5 0.5 0 0 0 0 0
Discharge (C) 2.5 1.0 0.5 0.5 0.5 0 0 0 0 0
Subtotal (A+B + C)x2 11.0 . 8.0 7.0 6.0 5.0 0 0 0 0 0
Total Scores: 11.0 8.0 12.0 6.0 5.0 0 0 0 0 0
Sodium Fluoresceln Exam: Positive Positive - Negative ——= Negatlive Negative Negative Negative Negati
Percent of Corneal Surface Positive: 70% 60%
Other:
Purulent bischarge X X X X
Corneal Epithellal Damage, Peeling X X X X
Clear Discharge X &
bDulling of the Corneal Surface X X X %
—
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Eye Irritation i1 } Albino Rabbit.

TABLE 8. (Cont.)

Individual Rabbit Scores (Group IT - Undiluted test material, washed eye)

Rabbit Number 29274, Female

191-080

Observations
Hours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: Opacity (A) 0 0 0 0 0 1.0 1.0 0 1.5 0
Area (B) 0 0 0 0 0 2.0 1.0 0 1.0 0
Subtotal (A xB x5) 0 0 0 0 0 10.0 5.0 0 7.5 0
Iris: Irritation (A) 0 1.0 0 0 1.0 1.0 0 0 0 0
Subtotal (A x 5) 0 5.0 0 0 5.0 5.0 0 0 0 0
Conjunc-
tlvae: Redness (A) 0.5 1.0 1.0 1.0 1.0 1.0 0 0 0 0
Chemosis (B) 2.0 2.5 3.0 3.0 3.0 2.5 1.5 1.0 0 0
Discharge (C) 3.0 1.0 0.5 2.0 2.0 1.0 0 0 0 0
Subtotal (A+B+C)x2 11.0 | 9.0 9.0 12.0 12.0 9.0 3.0 2.0 0 0
< -
Total Scores: 11.0 14.0 9.0 12.0 17.0 24,0 8.0 2.0 7.5 0
Sodium Fluorescein Exam: Positive Positive ___ Posgitive — Positive Positive Negative Positive Negativ
Percent of Corneal Surface Positive: 70% 807% 50% 407% 5% <5%
Other:
Dulling of the Corneal Surface X X X X X X
Blanching, Conjunctivae X X X
Corncal Eplthelial Damage, Peeling X X X X X X o
Purulent Discharge X X X X X X a
Vascularization of the Corneal —
Surface X X X X ®
Corneal Epithelial Damage, Pliling X X
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TABLE 8, (Cont.) Individual Rabbit Scores (Group II - Undiluted test material, washed eye)
Rabbit Number 29275, Male .
Observations
llours Days
Area: 1 24 48 72 96 7 14 21 28 35
Cornea: Opacity (A) 0 0 0 0 0 0 0 0 0 0
Area (B) 0 0 0 0 0 0 0 0 0 0
Subtotal (A xB x5) 0 0 0 0 0 0 0 0 0 0
Irig: Irritation (A) 0 0 1.0 0 0 0 0 0 0 0
Subtotal (A x 5) 0 n 5.0 0 n 0 0 0 0 0
Conjunc-
tivae: Redness (A) 1.5 1.0 1.0 1.0 1.0 0 0 0 0 0
Chemosis (n) 3.0 1.0 2.0 2.0 0.5 0 0 0 0 0
Discharge (C) 3.0 2.5 1.0 1.0 -0 0 0 0 0 0
Subtotal (A+B+C)x2 "15.0 . 9.0 8.0 8.0 3.0 0 0 0 0 0
Total Scores: 15.0 9.0 13.0 8.0 3.0 0 0 ) 0 0
Sodium Fluorescein Exam: Positive Positive — Negative e Negative Negative Negative Negative Negativ
Percent of Corneal Surface Positive: 40% 4L0%
Other:
Purulent Discharge X X X X
Blanching, Conjunctlvae X X
Corneal Epithelial Damage, Peelling X X X o
bBulling of the Corneal Surface X X X 09
o
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Eye Irritation In the Albino Rabbit.

. &

T-7119:
TABLE 9. Individual Rabbit Scores (Group III - 10% {w/w} solution, unwashed eye)
Rabbit Number 28760, Female - .
Observatjons e
llours Days
Area: 1 24 48 72 96 7 14 21
Cornea: Opaclty (A) 0 0 0 0 0 0 0 0
Acca ) 0. 0 0 0 0 0 0 0
Subtotal (AxBx35) 0 0 0 0 0 0 0 0
Iris: Irritation (A) 0 0 0 0 0 0 0 0
Subtotal (A x 5) ) 0 0 0 0 0 0 0
Con Junc~
tivac: Redness (A) 1.0 0.5 0.5 0 0 0 0 0
Chemosls (B) 2.0 0 0 0 0 0 0 0
Discharge ©) 1.0 0 0 0 0 0 0 0
Subtetal (A + B + C)x2 8.0 1.0 1.0 0 0 0 0 0
Total Scores: 8.0 1.0 1.0 0 0 0 0 0
Sodlum Fluorescein Exam: — Negative — Negative — Negative Negative Negative
Other:
Purulent Discharge X
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Eye Irritation i Vée Albino Rabbit.

TABLE 9. (Cont.)

Individual Rabbit

Scores (Group III - 10% {w/w} solution, unwashed eye)

Rabbit Number

28886, TFemale

Observations

Hours Days -
Area: 1 24 48 72 96 7 14 21
Cornea: Opacity (A) 0 0 1.0 1.0 1.0 0 0 0
Area (B) 0 0 1.0 1.0 1.0 0 0 0
Subtotal (A xBx5) 0 0 5.0 5.0 5.0 0 0 0
Iris: Irritation (A) 0 0 0 0 0 0 0 0
Subtotal (A x 5) 0 0 0 0 0 0 0 0
Conjunc-
tivae: Redness (A) 0 1.0 1.0 1.0 1.0 0 0 0
Chemosis (B) 1.5 1.5 1.5 2.0 1.0 0 0 0
Discharge (C) 2.0 0 0 0.5 0.5 0 0 0
Subtotal (A+B + C)x2 7.0 5.0 5.0 7.0 5.0 0 0 0
Total Scores: 7.0 5.0 10.0 12,0 10.0 0 0 0
Sodium Fluorescein Exam: — Positive ——— Positive —— Negative Negative Negative
Percent of Corneal Surface Positive: 25% <5%
Otler: )
Dulling of the Corneal Surface X
Corneal Epithelial Damage, Peeling X X X X
Blanching, Conjunctivae X X iy
Purulent Discharge X X X 2
(3]
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Eye Ixritation in the Albino Rabbit,

TABLE 9. (Cont.)

Individual Rabbit Scores (Group III - 10% {w/w)} solution, unwashed eye)

Rabb Lt Number 29251, Male

Observatlons

Hourg Days
Area: 1 24 48 72 96 7 14 21
Cornea: Opaclty (A) 0 0 0 0 0 0 0 0
Area n) 0 0 0 0 0 0 0 0
Subtotal (A xB x5) 0 0 0 0 0 0 0 0
Iris: leritation (A) 0 0 0 0 0 0 0 0
Subtotal (A x 5) 0 0 0 0 0 0 0 0
Con Junc-
tivao: Redness (A) 1.5 0 0 0 0 0 0 0
Chemosls ) 1.0 0 0 0 0 0 0 0
Dlscharge (©) 1.0 0 0 0 0 0 0 0
Subtotal (A + B + C)x2 7.0 o 0 0 0 0 0 0
Total Scores: 7.0 0 0 0 0 0 0 0
Sodlum Fluoresceln Exam: - Negative - Negative —— Negative Negative Negative
Other:
Purulent Dlscharge X
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