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I. Introduction

At the request of E. I. du Pont de Némours & Company washed and

a

unwashed eye irritation tests were conducted with a sample identified as

H-8583.
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II. Summarz

The results of the cye irritation tests conducted with H-8583 are

summarized below.

Maximum
Test Conditions Irritation Score Rating
Washed Eye  20-Second 6.0/110.C Minimally Irritating
Contact Period ‘ '
11.0/110.0 Minimally Irritating

Unwashed Eye
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IIl1. Investipational Procedure

Younn albino rabbits of the New Zcaland svtrain were used to evaluate
the eye irritating properties of the test material. The test method was pat-
terned after that or Draize et gl*

The test material “was insti'lled into the conjunctival sac of the right
eye of each of two rabbits. After an exposurc period of 20 scconds, the
right eye of one animal was rinsed for one minute with 150 ml of tap water
whilc the right eye of the oth'.e_r animal vrem.ained unwashed. At each scoring
int}ervél-the cornea, iris, and :palpebral conjunctiva were examined and graded
for irritation and ‘injury accoraing to a standard scoring system*. The maximum
possible score at any one exarir;ination and scoring éeriod is 110 points, which
indicates maximal irritation a.nd démage to all three ocular tissues.. Zero
score indicates no irritation. _:The scoriﬁg system is presented in Table I..
In this scoring system, speciatj'l emphasis is placed upon irritation or damage
to the cornea, while less empbasis is placed upon damage to tile iris and
conjunctiva.

After the cumpletion of the test, the scores werc analyzed, and a

descriptive eye irritation ratirig was assigned to the test material. The cri-

teria used for assignment of the descriptive rating are the frequency, the

extent, and the persistence of irritation or damage which occur to the three

ocular tissues.

\n

* Draize, John H., Woodard, Geoffrey, and Calvery, Herbert O., "Methods
for the Study of Irritation and Toxicity of Substances Applied Topically to
the Skin and Mucous Membranes," J. Pharm. & Exp. Ther. 82, 377 (1944).
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o . . TABLE !

Eye Irritation Test - Albino Rabbits

Seale of Weighted Scores for
Grading the Severity of Ocular Lesions

Ocular : Draize
Tissues ' ; Description Grade !
Cornea Opacity (A) i
Opacity - Degree of density (area which is
most dense is taken for reading).
Scattered or diffuse area, details of iris
clearly visible. R ‘ 1
Easily disc-erni‘h}le translucent areas, dctails
of iris slightly obscured. 2
Opalescent areas, no details of iris visible,
size ‘of pupil barely discernible. 3
Opaque, iris invisible. 4
‘> ) Area of Cornea Involved (B) T
\,») ‘ One quarter (oi_'. less) but not zero. 1
Greater than ore-quarter but less than one-
half. ' ; : 2
Greater than one-half but less than three-
quarters. o ' 3
Ureater than three-quarters, up to whole
area. 4
Score equals A x B x 5 " Total maximum = 80
Iris Values (A)
F.:ds above no¥mal, congestion, swelling,
circumcorneal injection (any or all of these
or combination of any thereof), iris still
reacting to light (sluggish reaction is positive). 1
No reaction to light, hemorrhage, gross
2

destruction (any or all of these).

Score equals A x 5 Total maximum = 10
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o . ' TABLE 1. continued
Eye Irritation Test - Albino Rabbits

Scalc .f Weighted Scores for
Grading the Severity of Ocular lLusions

Ucular ‘ : Draize
Tissues e Description . Grade
Conjunctiva Redness (A) _

" Redness (refers to palpe.bral conjunctiva only).
Véssels definitely injected above noymal. 1
More diffuse, depper crimson red, individual
vessels not easily discernible. 2
Diffuse beefy red. 3
Chelosis (B)
Any swelling above normal uncluaes nictitating
" membrane). 1
Obvious swelhng with- part1al eversion of the
lids. 2
Swelling with hcﬂs about half-closed. 3
Swelling with 11ds about half-closed to completely
clnred. . 4
Discharge (C) A
Any amount different from normal (does not in-
clude small amount observed in inner canthus
of normal amrhals) 1
Discharge with. mo1stemng of the lids and hairs
just adjacent to the lids. 2
Discharge with moistening of the lids and hairs

and considerable area around eye.

Score (A +B +C)x2 Total maximum = 20

Note: The maximurs total score is the sum of all scores obtained for the cor:.ca,

iris, and conjunctiva.
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The rating is arrived at !q'y sclecting the maximum irritation score

at one. 4, 24, 48 or 72 hours: after instillation. If the rate of dissipation

of injury dics not mect the requirements defined for the descriptive rating
appropriate for & particular mjxm'erical score, the descriptive rating is
1
. 5 :
raised by one or more levels.. The rating systém is presented in Table II.

'
f
i
i
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TABLE I

Eye Irritation Test = Albino Rabbits

Classification of Test Matecrials

Based. on Eye Irritation Properties

Rating

Definition

Non-Irritating

Practically

Non-Irritating

Minimally
Irritating

Mildly
Irritating

Moderately
Irritating

Severely
Irritating

Extremely
Irritating

‘Range.

0.0 - 0.5
>0.5 - 25
>2.5 - 15.0
>15.0 - 25.0
>25.0 - 50.0
>50.0 - f80'0
>80.0 - 110.0

To maintain this rating, score at the
24-hour reading must be zero; otherwise,
increase rating one level.

To maintain this rating, score at the
24-hour reading must be zero; otherwise,

increase rating one level.

Te maintain this rating, score at the
72-houtr reading must be zero; otherwise,
increase rating one level.

To maintain this rating, score at the
7-day reading must be zero; othcrwise,
inércase rating cne level.

To maintain this rating, score at 7 days

must be < 10, otherwise increase rating

one level.

To maintain this rating, score at 7 days
must be < 30, otherwise increase rating

one level.
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Eye Irritation Test - Albino Rabbits

g
:
TABLE III . ’ W
2
4

TEST MATER'AL: H-8583
FORM ADIUNISTERED: Instillation (0.1 ml, Undiluted)
DESCRIPTIVE RATING: .

$~>mmm0m<m"EEWSMLE.H&NWEQSW ‘ M
UNWASHED EYE: Minimally Irritating %

oy ‘rerepovopey 1S3 1018 7P

Conditions Tissue : . Hour Hours Hours Hours  Hours Hours Jays
Washed Eye, - Cornea (D-A) 0 0 0 0 0 0 0
20~-Second Iris 0 . 0 -0 0 0 0 0
Contact Conjunctiva (R-S-D) _6 (2-1-0) 6 (2-1-0) 4 (1-1-0) ¢© .0 0 0
Period* Total 6 6 4 0 0 0 0
Unwashed Cornea (D-A) 0 0 0 0 0 0 0
Evye Iris 5 .5 0 0 0 ., 0 0

Conjunctiva (R-S-D) _6 (2-1-0) 6 (2-1-0) 4 (1-1-0) 4 (1-1-0) 0 0 0

Total 11 11 4 ‘4 0 0 0
Note: Sterile sodium fluorcscein strips were used at each scorin

g interval starting with the 24-hour scoring to verify the
presence or ahsence of corneal irritation.

* The eye was washed for one minute with running tap water (approximately 150 ml of water).






