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April 5, 2011

By Facsimile (202- 564-8955) & U.S. Mail
Attention. TSCA Declassification Coordinator
U.S. EPA

Office of Pollution Prevention and Toxics
Document Control Office (7407M)

1200 Pennsylvania Ave., NW mms NO CHI

Washington, DC 20460

Re: TSCA Section 8(e) Supplement;
EPA Document Control Number 8EHQ 1191 1708 88920000354

Dear Sir/Madam-

Rhodia Inc. is the successor in interest to the former Rhdne-Poulenc Inc. ALIPAL C0O-436 product and related
manufacturing and business assets that are the subject of the referenced TSCA 8(e) submission, dated November
26, 1991. The former Rhéne-Poulenc (now known as Bayer CropScience Inc.) contributed these assets to Rhodia
Inc. by way of an Asset Contribution Agreement between the companies, dated January 1, 1998. As such, Rhodia
Inc. is the proper party to provide EPA with an updated confidentiality determination for the information contained
therein.

After reconsidering the substance of the referenced TSCA 8(e) submission, Rhodia Inc. hereby agrees to declassify
from confidential business information to public information all of the bracketed information identified in and redacted
from the Public Notice Copy of this filing.

More specifically, Rhodia Inc. agrees that the chemical names and Chemical Abstract Service (CAS) Registry
Numbers of the chemical substances associated with the referenced product that are associated with the following
CAS Registry Numbers may be declassified and made public from EPA's TSCA 8(e) file

e CAS Registry No. 9051-57-4
o CAS Registry No. 7732-18-5
e CAS Registry No 64-17-5

Should you have any questions, or require any further information, please let me know. Thank you.

Very truly yours,

Sy 0 O

Judith L. Kranetz
Manager, Regulatory Compliance & Product Stewardship
Rhodia Novecare

Cc: Scott M. Sherlock, Attorney Advisor
Environmental Assistance Division
Office of Pollution Prevention and Toxics

JLK/
Ref. 11-0009.doc

CN 7500 Cranbury, New Jersey 08512
Direct Telephone 215-369-9734, Direct Fax. 609-860-5927
E-mail. Judith.Kranetz@us. rhodia.com
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INITIAL SUBMISSION: PRIMARY EYE IRRITATION STUDY OF RLIFAL
CO-436 IN NEW ZERLAND WHITE RABBITS (FINAL REFORT) WITH
ATTACHMENTS AND COVER LETTER DATED 112691 (SANITIZED)

Chemical Catogory .
ALIPAL CO-436
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PUBLIC NOTICE COPY

T *~Aua: Section 8(¢) Coordinator (CAP Agreement)
o Office of Toxic Substances

L 401 M Street, S.W.

. - Washington, DC 20460

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

CAP ID NO.: SECAP - 0004
RP CAP REPORT NO.: RPS - 0029

"% Dear Sit/Madam:

On behalf of Rhone-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(¢) Compliance Audit
Program and the Agreement for a TSCA Section 8(e) Compliance Audit Program (CAP
Agreement) executed by RPI and EPA (SECAP - 0004).

The enclosed report provides information on the following chemical mixture;
Product Name: ALIPAL CO-436
CAS Registry No.: 9051-57-4 [

J

CAS Registry Name: MIXTURE OF POLY(OXY-1,2-ETHANEDIYL), ALPHA-
SULFO-OMEGA-(NONYLPHENOXY)-, AMMONIUMSALT,

]

Synonym: AMMONIUM SALT OF SULFATED
NONYLPHENOXYPOLY(ETHYLENEOXY) ETHANOL

9992 000035Y 5




The title of the enclosed report is;
"Primary Eye Irritation Study of Alipal CO-436 in New Zealand White Rabbits”
The following is a summary of the adverse effects/exposures observed in this report.

This material is a severe ocular irritant without rinse, with blistering of eyelid,
and moderately irritating with rinse.

The pH of a 10% ajueous solution is 6.5 - 7.5.

RPI has not previously submitted any TSCA Section 8(e) notices or premanufacture
notifications on the subject chemical mixture.

In *otal, RPI is submitting six copies of the enclosed report and this cover letter: an original
and two copies, plus a sanitized origina' and two copies.

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,

oS 22,8

Charles E. Moyer, ir., Ph.D.
Director, Pioduct Safety
(908) 821-3635

CEMjr/rc
Enclosures
017.EPA

Excellence in Performance—Pride in Achievement




FOOD & DRUG RESEARCH LABORATORIES, INC.
-ROUTE (7C, P, O, BOX 107, WAVEKLY, NY 148920107 607 565-8131

or D
ALIPAL CO-436 ﬁb
IN
NEW ZEALAND WHITE RABBITS

PRIMARY EYE IRRITATION STUDY }9

u PR
-- e am—

GAF Corporation
1361 Alps Road
WYayne, New Jersey 07470

L. Reagan,
FDRL Study No. 8289B Azsociate Toxmicologist/
Study Rirector

Date: November 2, 1984 P 2
aterxr acci, Ph, D.,
Presidént

This roport is subaitted for the excimsive we of the persen, partnership, or corparation 1o whom it is add-sssed, and meither the report or the name of these
Laboratories nor of oay mombers of iy sioff, may be woed in conmection with the advertising of sale of sap product or pracess withost weitten authorizatien.
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FDRL Study MNo.

Primary Eye Irritation Study in Rabbits
(Wolcott Design)

FDRIL, Test Article ID: 84-07S55

Sponsor Test Article ID: ALIPAL CO-436

Mean Irritation Scores

——

Days,

Bours ___ ___
24 48 72 7 10 13 16 19

- WithOut & washour and =mcdsrate

39.3 35.5 31.2 17.3 20.8 18.2
22,3 4.0 26.2 $20.8 $38.7 139.8

27.0 19.7 13.3 8.7 8.7 6.0
215.1 £21.7 £15.9 13,3 £13.3 $10.4

Based on the scoring and classification systems presented in Appendix I,

the test article is considexed to be severely irritating to the rabbit eyes

s oam s

awmd madoavabale §
- =

ivatine with a washout 30-seconds after

. imtj,llation.




FDRL Study No. 8239B

Primary Eye Irritation Study in Rabbits

(Wolcott Design)

To determine the ocular irritation potential
of the test article when administered to
albino rabbits by the method described below.

Compliance with Government Regulations:

This study was conducted in accordance with
the regulations for Good Laboratory Practice
as described by the FDA (21 CFR Part 58) and
FDRL Standard Operating Procedures. Aall data
and pertinent records have been retained by
FDRL and are available upon request,

Experimental Design:

Animals and Animal Care

Nine young adult New Zealand White rabbits
were obtained from LaCrosse Industries, Inc.,
Schenectady, New York for use in this study.

All housing and care conformed to the standards
established in "Guide for the Care and Use of
Laboratory Animals" DHEW Publication No. (NIH)
78-23. Animals were individually housed in

wire mesh bottom cagas in an environment con-
trolled room. The rabbits were provided NIH
Animal Feed A (certified) and water ad libitum.
Animals were identified with ear +ags and color
coded cage cards and acclimated for a minimum

of 5 days. During this period, the rabbits

were examined daily with respect to their general
health to assure their suitahility as test animals.

Procedure

Prior to the test initiation, the eyes of each
rabbit were examined with sodium fluarescein and
an ultraviolet lamp. Only those rabbits whose
eyes were free of irritation and corneal lesions
were used.




A volume of (.1 ml of the test article was in-
—#tilled into one eye of each rabbit. The test
- article was instilled into the eye by gently

o pulling the lower lid away from the eyeball to

= form a cup into vwhich the test article was de-
= - - ‘posited.

The treated eyss of six animals remained un-
washed and three rabbits' eyes were irrigated
with physiological saline 30-seconds after in-
stillation of the test article.

-~ - Phe other eve served as the untreated control.
- The treated and control eyes were examined
with sodium fluorescein and an ultraviolet
lamp at 24, 48 and 72 hours and on days 7, 10,
- 13y 16, 19 and 21 using the Draize Scale for
. Scoring Ocular Lesions (Appendix I).

Test Article Classification

The mean eye irritation score and the standard
deviation of the mean were determined for each
observation period. The greatest mean score
observed was used to assign the test article
an ocular irritation rating in accordance with
the classification system presented in Appendix
I. . )
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Appendix I
Raw Data




—

Raw Data
. INDIVIDUAL RASBIT EYE IRRITATION SCORES
(FDRL)

FORL Study Mo.: £ 2£9 5 pate:

9h !

FORL Matsrial ID No.: fY¥ -075% Time Dosad:
Dosage (per eye): Q. Jond Dosed by:

lc) 3 (.51

mee. CC

Tissue

Comea _Opacity

fd’
rmea Area

A
37.51 (1) Cornmea Total=(AxB) x S
Iris

(2) Iris Total=(c) x 5

Conjunctiva Redness

Conijunctiva Chemcsis

Conjunctiva Discharqge

_(3) conjunctiva Total (D+E+:) x 2
Totals Added = (1+42+3)

_Comea Opacity

Commea Area

{1) Cornea Totai=(AxB) x 5

Iris

(2) Iris Total=(C) x5

Conjunctiva ____ Redness

Conjunctiva ____ Chemosis

unctiva Dis

{(3) conjunctiva Total (D+E+F) x 2
Totals Aided = (1+2+3)

cornea _Opscity

coxnea Area

{1) Cornez Total (AxB) x S

| Iris

(2) Iris Total=(C) x 5

Conjunctiva Redness

Conjunctiva Chemosis

Conjunctiva Discharge 2
{3) Conjunctiva Total (D+E+F) x 2 o4

Totals Added = (1+2+3) o

» A -
Tech. Initials and D:teﬁ - \Q\\b\i“\ I"[w/!‘/




INDIVIDUAL RASBIT EYE IRRITATION SCORES

(FDRL) )

52898

Date: %Ad//f‘}’/

Time Dosed: N/B
Dosed hy: N/A

Reading -~ =~ = = = = -
——==Hours———w= -Day-
24 148 | 72 7 |0

8] [ r

(o ; o

o

iva

Confunctira diems.is

_Conjunctiva ° _ Discharge

3" iva al (DESF

1 2 (14243)

Cornea v Opacity

(1) Cornea Total=(AxB) x-S

Ixis

|_(2) Xris Total=(C) xS

unctiva dnsss

Conjunctiva Chenmosis

_Conjunctiva ____ Dischaxge

| (3) contunctiva Tota) (DiEer) x 2.

Totals Mided = (142+3)

(2) Iris Total=(C) x -

unctiva _edness

] _Conjunctiva Chemosis

Conjunctiva pischarge

(3) Conjunctiva Total (D+E+F) x 2

Totals Added = (1+2+3)

slelPpPpkloplcPPllclep shlelolebblollelelolcl oo

‘L év\

Tech. Initials and Date \
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INDIVIDUAL RABBIT EYE IRRITATION SCORES
[for )

FDRL Study No.: 2K

Date: gt ]

FDRL Material ID No.: Beg ol : Time Dosed: JOIT

Dosage (per eye): Ll Dosed by: ,mip -~

Reading - -

- e ew e -

.21

Cornea Opacity

ornea Area ; \
(1) Cornea Total=(AxB) x 5 . 1
Iris

(2) Iris Total=(C) x 5

“ | Conjunctiva Redness
Conjunctiva Chemosis

Conjunctiva Discharge

{(3) Conjunctiva Total (D+E+F) x 2

tals Added = (1+2+3)

Cornea _Opacity

Cornea __Area
(1) Coxnea Total=(AxB) x 5

Ixis
{2) Iris Total=(C) x S

Conjunctiva Redness

Conjunctiva Chemssis

Conjunctiva Discharge

{3) Conjunctiva Total (DHE+F} x 2
Totals Added = (142+43)

Cornea Opacity

Cornea Area

{1) Cornea Total (AxB) x 35

Iris

(2) Iris Total=(C) % S

Conjunctiva Redness

Conjunctiva Charosis

Conjunctiva PDischarqge

{(3) Conijunctiva Total (D+E+F) x 2

Totals Added = (14+2+3)

Tech. Initials and %ate




IRDIVIDUAL PABRIT EYE IRRICATION SCORES

Date:

‘Time Dosed:.

M NZA,
N/A ' Dosed by: __N/A
o -t e
16 19 | - l 21
¢ ; Pr
0 ‘r-
o <& . \ .
- . 0O [e \
" 4 (2 x 1m S olo ) \
i D v‘v--‘—gj.unetig. . Redness ¢ O ¢ \
4. % | conjunctiva . Chemosis c .l o £ |
. P _mjuncti\n Dischaxqe C o) (4] : \
) 3) Conjunctiva Total (DHE+F) x2 | = | © o \
...} Totals Added = (1+243) ' o 1o, Q. \-_
L& ocomes  ooacity < lo e 6
B__| cornea __Avea - o O G (3
(1) Cornea Total=(AxB) x 5 v 1o o) o
", c | _JIris — C 0 ¢ o
nia 2 ' _| (2 zris Total=(c) xS c 1o o o
Y x” | b | confunctiva - Redness ¢ 1o 0 0
l B Conjunctiva ) Chenssis e 1.0 < e
N 1 » va__ Discha Fom - 0 6
(3) conjunctiva Total (DHEF) x 2 o) o o 10_
Totals Added = (142+3) o lo o) 2
A Cornea Opacity e :
.B Cornea - Area < \ \
1) Cornea Total (AxB) x S ¢ |\ \ J\
n""\ (S Ixis ¢ \ ’ l \
~° (2) Iris Total=(C) x 5 o \ \ \
" D Conjunctiva ;ngggess ~ \\ ‘\ \
Conjunctiva Cherosis ) ! \ \
F Conjunctiva pischarqe N \ X
(3) Conjunctiva Total (msEiE) x2 | ¢ | \ \
Totals Added = (3+2+3) < \\ - \
- 21.2a%~ and Date 9..\\")?“ ) r“ﬁ/d ,'?73 S'J;'{




FDRL Study

.. P
avs v  wocs wea
et r——————

INDIVIDUAL RABBIT EYE IRRITATION SCORES
(FDRL)

Wo.: §255 50 Date: _?/'/ﬂﬁ{//% —

FDRL Material ID No.:_JSY-C 785 Time Dosed:  jo ' 3f

Dosagz2 (per

eye): O ) ek Dosed by: mac  CC

Rabbit
Nuxher

Tissue

Cornea Opacity

¢4

Cornea Area

737

(1) Cornea Total=(AxB) x S

Iris

(2) Iris Total=(C) x S

Conjunctiva Redness

Conjunctiva Chemosis

Conjunctiva Discharge

(3) Conjunctiva Total (D+E+F) x 2

Totals Added = (1+42+3)

Cornea Opacity

Cornea Area

(1) Cornea Total=(AxB) x S5

Iris

(2) Iris Total=(C) x 5

_Conjunctiva ___ Redness

Conjunctiva Chemosis

Conjunctiva Discharge

| (3) Conjunctiva Total (D+E+F) x 2

Totals Added = (1+2+3)

Cornea Opacity

coxnea Area

(1) Cornea Total (AxB) x 5

Iris

{2) Iris Total=(C) x 5

Conjunctiva Redness

Conjunctiva Chemosis

Conjunctiva Discharge

(3) Conjunctiva Total (D+E+F) x 2

Totals Added = (1+2+3)

G n

Cortirent L T

Ly
Tech. Initials and Date 4}\6\6
g - ¥




INDIVIDUAL RASBIT EYE IRRITATION SCORES

(FDRL)

Untreated Contralateral Eye

Date:

Tire Dosed:

9 a4 fe

Dosed by: N/A

- ~Reading = = = = = « =

Hours ~Day-
48 |72 JO

M

k>

0

oPlIokP

Totals Added = (132+3)

(1) Cornea Total=(AxR

Iris

2) Iris Total= x5

va Redness

30006:«9500

loo.QD C‘Ovciocoo

000‘3(}050‘:} Pbhbicbbltlcbike b Gl
Ik b chpnos Ot:-aooea.\.-cq o

)

{2) Iris Total=(C) x S

¢
\

_Conjunctiva ___ Redness

&

ctiva Chemosis

unctiva Pischarqge

3) Conjunctiva Total (D+E+F) x 2

Totals Added = (1+2+3)

leklelelelelole sl [o

Tech. Initials and foe %’\\b\

Rlale b |
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INDIVIDUAL RABBIT EYE IPRRITATION SCORES

FDRL Stud_v No.: WAy Date: 3 ,,-‘,l‘ J -

FDRL Material ID No.: aw..-~34y Time Dosed: 'C. ¢

Dosage (per eye): Lo Dosed by: jm +n L

------ Reading = = = = = ~ -
rissyue =} — == === bays - = -~ - =

Bunder 16 19 .23

A Cornca Opacity _ o ¢ {

Cornea Area_ c 1 C X \

A\ (1) Cornea Total=m(AxB) x 5 ' z - \

c_ | Iris

" s c X
'No (2) Iris Total=(C) x 5 o = X‘ K
| Rinse | p '} conjunctiva Redness 1A \ !
| E Conjunctiva chemosis o I X
- 4 C \ \
(3) Conjunctiva Total (D+E+F) x 2 | ~ > : \
> 1o

Totals Added = (1+42+43)

' F Conjunctiva Dischaxrge
!

a__| comea Opacity e \ )
B Cornea __Area ~ K X
e (1) Cornea Total=(AxB) x 5 & Y ) \ \
PR c Iris o \ \
N (2) Iris Total=(C) x 5 A \ \
Rinse b | conjunctiva Redness o 1 \ \
Conjunctiva Chemcsis 7 L \ \
P Conjunctiva Discharge c i \ \s
(3) Conjunctiva Total (JFE+F) x 2 } < \ \ ‘
Totals Added = (1+243) < \ \
a Cornea Opacity ! C ‘\ l;
B Cornea Area ; L L

RSte {1) Cornea Total (AxB) x 5

Iris

Uy |-
¥

(@]
T

) {2) Iris Total=(C) x 5
Rinse A ‘
D Conjunctiva Redness \ ¢ \
Conjunctiva Chanosis - C .“

F Conjunctiva Discharge 8 |

(3) Conjunc :iva Total (D+E+F) x 2
Totals Added = (1+243) o ) )

— T \

2}
Tech. Initials and Dafgj ‘ﬁ-\b\,—\ ,-h \
- - o T .

A B A = S S =
2 %
Q
0




INDIVIDUAL MABBIT EYE IRRITATTON SCORES

tlld’ “O- : % ey wop (R Date:
N/A ‘Time Dosed: N/A

) : N/A ’ Dosed by: N/A
Untreated Contralateral Eye .

“jagisa

"

Opacity
Ares
ea Tote .=(AxB) x5

: 2) Irxis 3L ] xS
* ] Conjunctiva ] Redness
_Confjunctiva . _Chemosis
Conjunctiva ___ Dische
{3) Conjunctiva Total (Di+E+F) x 2
Totals Added = (142+3)
‘Cormea __arvea -
1) Cornea Total=(axB) x S
|_Iris —
_{2) Iris Total=(C) x5
_conjunctiva _ _ Redness
|_Conjunctiva  Chemosis
Con va
'3) Conjunctiva To DHESP) x 2
_Jotsls AAded = (13243)
_Cornea __Opacity
_Cornea Area
(1) Cornea Total (AxB) x5

Icis

(2) Iris Total=(C) x5
Conjunctiva Redness

Conjunctiva Cherosis
Conjunctiva pischarge

(3) Conjunctiva Total {D+TIF) x 2
Totals Added = (1+2+3)

Toch. Initials and Date . ”E\a\ .

o Plolole b P lopPloh

% d
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Raw Data
INDIVIDUAL RABBIT EYE IRRITATIGN SCORES

_ (FDRL)
5;59 g Date: ﬂﬁ%/&/
, rm ﬁah:hl ID No.:_JY -0755 Time Dosed: ’ /g:lzj
“bosage (per eyed:___ 0. [l Dosed by:___pmac

Reading ~ =~ = = = - -
Hours ~Day-
48 | 72 7
2 ¢ [0y
0 ¢ N

-

| Conjunctiva Redness

Conjunctiva emosis

Conjunctiva Discharqge
{3) Conjunctiva Total (D+E+F) x 2
_Totals pdded = (142+3)
ea ‘ cit
Cornea Area
(1) Cornea Total=(AxB) x 5
_Ixis
{2) Iris Total={C) xS
Conjunctiva Redness
Conjunctiva Chemosis

nctiva Di.
3 va Total (D+E+
~Totals Mded = (}+2+3)
—Opacity
__Coxnes Axea
1 1
_ixis
_{2) Iris Total=(C) x 5
|_Conjunctiva ____ Redness
_Conjunctiva ____ Chenosis
_Conjunctiva ____Discharce

{3) Conjunctiva Total (D+E+F) x 2
Totals Added = (l+2+3)

%~L’°ooo o A

[~
(>3

K,

bc?

.
I AS
-~

\oV

Tech. Initials and Date g‘f,\i-'
-14 -




FDRL Study No.:

INDIVIDUAL RASBIT EYE
(FDRL)

22599 A

IRRITATION SCORES

9/2d J§4

Date:

FDRL Material ID No.: __ N/A — Time Dosed: NSA
Dosage (per eye): /A — Dosed by: M/A
Untreated Contralateral Eye
——————— Reading = = = = « ~ -
Rabbit Item Tissue Hours ~Day-
Number 24 |48 |72 7 /L
q , Cornea Opacity ¢ ¢ [ s -
g 2 cornea Area 4] L % ’ A
] ,54 ' {1) Cornea Total=(AxB) x 5 2 o ol IR
3% c | rris g le | ¢ S
(2) Iris Total=(C) x S ole e o} o
D | Conjunctiva Redness ¢ 9 fa) . v
E Conjunctiva Chemosis 0 U ) A P
F Conjunctiva a Discharge 0 e 1 0 Z o8
(3) Conjunctiva Total (D+E+F) x 2 > 4= - ~to
Totals Added = (1+243) i ~ 1o - 1<
, A Cornea Opacity (4] 0 0 - -
Xq - B Cornea __Area clolo 7
—
0 (1) Cornea Total=(AxB) x 5 Sl odc c <
324’ c | 1ris o160 0 r 1 ¢
.' {2) Iris Total=(C) x 5 2 ol k=] o | <
D Conjunctiva Redness s) o 0 o £
E | Conjunctiva Chemosis coloulo o e
r Condunctiva Discharge N1 o o) L z
' {3) Conjunctiva Total (D+E+F) x 2 ol c c o 1 O
| Totals Added = (142+3) cl cleo olo
ga{ - a Cornea Opacity ol o )
l Cornea Area /4] ¢ L < 0
37_52 (1) Cormea Total (AxB) x S < b C = o
l F___s_ Iris 9] ) C 4 L2
(2) Iris Total=(C) x5 o lc C 2 o
Conjunctiva Redness 4 ¢ 0 < c
' E Conjunctiva Chemosis C L 1 ¢ £ ¢
Conjunctiva Discharge o) ¢ ¢ T
| {3) Conjunctiva Total (D+E+F) x 2 O e -~ |
- Totals Added = (1+2+3) o S = oL<
. b
. Tech. Initials ar:d féacf ‘%)\S%-X :’Tf}{, 7/;1/? v;,;‘lkf e besics




19

Reading = = = = = = =
= -Dm

.21

X -

-

]

"

L
3

'g, N

o

| ]

ey

Totals Added = (1+2+3)
Tech. Initials and Date
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rer IEIC{




" 'INDIVIDUAL TABSIT E¥E IREITATION SCORES

FDRL Study Mo.: SR £ ] Date:

O;”)u,’-yi

- FDRL Material ID Mo.:  N/A Time Dosed:___ n/a

Dosage (per eye): N/A " posed by: N/A
- Untreated Contralateral Eye

Rabbit Item Tissue
Kuxber

Corneca Opacity ]
Cornea ) Area \ -

{1) Cornea Total=(AB) x5

Ixis

(2) XYris Total=(C) x S

Conjunctiva i Redness

Conjunctiva . _Chemosis

Conjunctiva Discharge

{3) Conjunctiva Total {D+E+F) x 2
tals Added = (142+3)

_Cornea Opacity

Cornea )

(1) Cornea Total=(AxB) x S

Iris

(2) Iris Total=(c) x5

Conjunctiva - Redness

Conjunctiva ) Chemosis

Conjunctiva ___ Discharce

ChiebhblCbiniel

(3) Conjunctiva Total (DFE+F) x 2

Totals Added = (1+2+3)

Cornea Opacity

olo |C

_Cornea Area

[¢]
(9

(1) Cornea Total (AxB) x 5

Oy

Izris

(2) Iris Total={(C) x5S

0

Conjunctiva Redness

Conjunctiva Cher0sis

Conjunctiva Discharge

(3) Conjunctiva Total (D+E4F) x 2

Totals Added = (13+2+3)

Tech. Initials and 107at_‘_-‘ oi;\\a\’s*




REDARATION.

- Concentration Preapared: undil

Preparation: - #gr: $-3v-Fy
et Initials/Date




Study No.:

Date:

Tech. Init.: mMacC —~

Date: %5&6‘ ge ol




" = .,Rl_a,wvna\.ta . ._: X ~ .;-_...-’1 Sl -
Body Weig 't Shee!'r

Initial
' Body Weight (kg)

Teck. Init.: MAC..
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Scale for écoring ocular Lesions
Codes? —

(1) CORNEA :
T 7T U(RY  [Opacity-degree of density (area most demse taken for reading)
o ) No Opacity

Scattered or diffuse area, details of iris clearly visible

Easily discernible translucent areas, details of iris
slightly obscured

Opalescent areas, no details of iris visible, size of pupil
barely discernible

Cpagque, iris invisible

One quarter (oxr leas) but not zero

Greater than one guarter, but less than half

Gieater than half, but less than three quarters
I - Greater than three gquarters, up to whole area
AXBXS Total Maximum = 80

“(2) 1m18
T (A)  Values
" 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, hemorrxhage, gross destruction (any
or all of these)

Total Maximum = 10

{31 CONJUNCTIVAR _
Redness (refers tobpalpebral and bulbar conjunctivae

Vessels definitely injected above normal

Moxe diffuse, deeper crimson red, individual vessels not
easily discernible .

Diffuse beefy red

Chemosis

No swelling .

Any swelling above normal (includes nictitating membrane)

Obvious swelling with partial eversion of lids

Swelling with lids about half closed

Swelling with lids about half closed to completely closed

Discharge

No discharge

Any amount different from normal (does not include small -
amounts observed in inner canthus o>f normal animals)

Discharge with moistening of the lids and hairs just
adjacent to lids

pischarge with moistaning of the lids and hairs, and
considerable area around the eye

Score (A+ B+ C) X2 Total Maximum = 20
a) Draize, J. H., Woodard, . and Calvery,
Irritation and Toxicity of Substances Applied Topically to the skin and
Mucous Membranes, J. Pharmacol. Exp. Ther., 377-390, 1944.
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- Based on Eye Irritation Properties?

— .- Rating - .-..-Range of __._ .. . . Definition®
. Mean ScoreP

Non~Irritating 0.0 -~ 0.5 To maintain this rating, all scores at
: - : the 48-hour reading must be zero; other-
wise, increase rating one level.

Practically Greater than To maintain this rating, all scores at
Non-Irritating - 0.5 - 2.5 the 48-hour reading must be zero; other-
wise, increase rating one level.
Minimally Greater than To maintain this rating, all scores at
Irritating 2.5 - 15,0 the 72-hour reading must be zero; other-
wise, increase rating one levesl.

.. Mildly Greater than To maintain this rating, 2ll scores at
Irritating 15.0 - 25.0 the 7-day reading must be zero; other-
T wise, increase rating one level.
@ Nodsrately Greater than To maintain this rating, scores at 7 days
. l . . .. _Irritating 25.0 -~ 50.0 must be less than or equal to 10 for 60t
- . or more of the animals. Also, mean 7-dy
score must be less than or eqgual to 20.
1f 7-day mean score is less than or equal
to 20 and moxe than 60% of animals show
scores less than 10, then no animal
among those showing scores greater than
10 can exceed a score of 30 if rating is
to be maintained; otherwvise, increase
rating one level.

]

To maintain this rating. scores at 7 days
must be less than or equal to 30 for 60V
or more of the animals. Also, mean 7-
day score must be less than or equal to
40, If 7-day mean score is less than or
equal to 40 and more than 60% of the
animals show scores less than or egual to
30, then no animal among those showing
scores greater than 30 cin exceed a score
of 60 if rating is to be maintained, other-
wise, increase rating one level.

- -
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Extremely Greater than
Irritating 80.0 - 110.0

a) Modification of Kay, J. H. and Colandra, J. C., "Interpretation of Eye
Irritation Tests,” Journal of Society of Cosmetic Chemists 13, 281-289
(1962) .

b) Mean score for rating is taken from the observation time which has the
highest mean score.

¢) where responses are persistent, rating will be increased by only one
level. - 22 -
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Qﬁality Assurance Unit Statement




FDRL Study No. 3289B

This final report was reviewed as. required by Good
Laboratory Practice Regulations for non-clinical laboratory
studies, 21 CFR Part 58 and the study protocol. Inspections
" were accomplished as noted, and reported to the study
director and management immediately following their comple-~

- tion. Based on these inspections and the review of the

report, this study was conducted and reported in conformance
.. with the Good Laboratory Practice regulations.

1 ﬁ/r/m .

Quality Assurance Unit
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