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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 4OW'rTO A ___

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 Rhbne-Poulenc Inc. ALIPAL CO-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 Rh6ne-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

* CAS Registry No. 9051-57-4
* CAS Registry No. 7732-18-5
* 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,

111111 11 0I 0I 10 11 0 I 23
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 corn
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Kwamuer 26, 1991

FEDERAL manES 8904960

Domntrcw~n Case (3790)
AM- Scte 8We CoMordaor (CAP Agreement)
office of Toic Subumutees

Ba WW Prim Agncy
* 401 M Sueet, S.W.
* WauOdnglon, DC 2046

R Report Submnitted Pursuat to the TSCA Section 8(e) Compliance Audit
Proga

CAP ID NO.: MC-AL
RP CAP REPO~RT No.: is a2.

- Deor Sir/Malam-

n belf of RhMnePouenc Inc OMP, CN526 6, Princeton, NJ 08543-5266) and its
mubsidilien the attached report is being submitted to the Environmental Protection Agency
(EPA) pursuat to the TO=i Substnce Control Act (TSCA) Section 8(e) Compliance Audit
PrgMm Snd the Agreement for a TSCA Section 8(e) Compliance Audit program (CAP

Agremnt ==cte by RPI and EPA (SECAP - 0004).

The enclosed report povides information on the, following chemical mixture;
Product Nbm* ALIPAL CO-436

CAS Regitry No.: 9051-574

CAS RegistrY, Name: MIXTUR OF POLY(OXY-I,2-ETHANEDIYL), ALPHA-
SULFO-OMEGA-(NONYLPHENOXY)-,AMMONITJMSALT,

Synonym: AMMONIUM SALT OF SULFATED
NONYLPHENOXYPOLY(ETHYLENEOXY) ETHANOL

ExcNos rein -3wo., vi-N In Achievement



PIJBUC NOTCE COPY

The title of the enclose report is;

wPrimary 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 irriating with rinse.

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

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

In !otaI, RPI is submitting six copies of the enclosed report and this cover letter: an original
and two copies, plus a sanitized original and two copies.

Further questions regarding this submission may be directed to Dr. Glenn S. Simon, Director
of Toxicology at (919) 549-2222 (Rh6ne-Poulenc, P.O. Box 12014, 2 T.W. Alexander Drive,
Research Triangle Park, NC 27709).

Sincerely,

Charles E. Moyer, Jr., Ph.D.
Director, PiLoduct Safety
(908) 821-3635

CEMjr/rc
Enclosures
017. EPA

Fxceflence in Performance-Pnrde in Achievement



-0OOD & DRUG RESEARCH LABORATORIES, INC.
106Th 17C IN0. lOX 107, WAVILY. WY 146920107 407 U&1-1

PRI2ARY EYE IRRITATION STUDY (I org ALIPAL CO-436

II

Su-bei tted to:g GAF Corporation
1361 Alps Flad
wayne, New Jersey 07470

E i-Iz~b L. Reagan .. S
FDRLE Study No. 82898 P.3soCiatC Toxicologist/

B ~StudyA 9 irector

Date: November 2, 1984 .e

Platr A7Mftc, Ph. D.
Presid~nt
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IFDRL Study Ho. 88

21Primary Eye irritation Study in Rabbits
(Wolcot~t Design)

- VDRL Test Article ID: 84-0755

Sponsor Test Article ID: ALIPAL CO-436

-. risen Irritation Scores

No.ofHours Days
Anima~ls Condition 24 48 72 7 10 13 16 19 21

" oWahu .3 35.5 31.2 17.7 17.3 20.8 18.2 16.5 16.5
t 2.3 t4.0 *6.2 *10. 7 *20.8 ± 38.7 *39.8 *40.4 t40.4

-s 30-Scn 27.0 19.7 13.3 9.3 8.7 8. 60 40 40

UWasbout *15.1 121.7 t15.9 *14.5 113.3 t13.3 t10.4 *6.9 t6.9

sed oin the scog and classification system presented in Appendix 1,

the test article Is considered to be severly irritating to the rabbit eyes

-~ wIthout a vwashout =--2 smI., .. 4tatei with a washout 30-mecoftds after

instillation.

* -2-



FDRL Study No. 8289~

Primary Eye Irritation Study in RabbitsI (Wolcott Design)

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

Compliance with Government Regulations:

I This study was conducted in accordance with
the regulations for Good Laboratory Practice
as described by the FDA (21 CFR Part 58) andI FDRL Standard Operating Procedures. All data
and pertinent records have been retained by1 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 standards1 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 cages in an environment con-
trolled room. The rabbits were provided NIH
Animal Feed A (certified) and water ad l.ibitum.
AniLM&Jl6 were identified wihear tagsr and colorI 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 suitability as test animals.
Procedure

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

1 -3-



... .. -plum of 6,.1 ml oi the test article was in-
stiledinto- oae eye of each rabbit. The test

article was instilled into the eye by gently
pulling the lower lid away from the eyeball to
form a cup into which the test article was de-
osited.

The treated ey-,s of six animals remained u-
washed and three rabbits' eyes wiere irrigated
with physiological saline 3 0-seconds after in-
stillation of the test article.

heother eye served. as the untreated control.
no teate andcontrol ee eeeaie

wit soiumfluorescein ada lrvoe
lamp at 24, 48 and 72 hours and on days 7, 10,
--L 1 - 19 -and 21 using the Draize Scale for
Scoring ocular Lesions (Appendix 1) .

Test Article Classification.

-~ - *-The ma eye irritation score and the standard
deyi&tion of the mean were determined for each
observtioun period.. The greatest man score

- - -*observed was used -to assign the test article
an ocular irritation rating in accordance with
the classification system presented in Appendix

-4-
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I Appendix I

1 Raw Data

I
I
I
I
I
I

I

I
I
I
I
I
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Raw Data

IND)IVIDUAL RABBIT EYE IR[TATZONJ SCOREs

FDRL StdyNo., F.2RL Dt:f I) '.I

FDRI. Material 10 No..: ft C& Time Dod:(

Dosage (eey)Dosed by: A?-4e CC
U ~~~Riading-------

3Abbit item Tissue -- Hour -Day-
numer24 148 172 710

- A Cornea Ooacitv
- I1

3 Cornea Areaf

2jU11l Cornea Total-(Axal x 5

(2) Iris TotalF(g)_______________ x- 5,

No0 D Conjunctiv~a Redness - -__~

8 .~.Coniunctiva Chemcsis

F Conjunctiva Discharg-e.. ..i.. .~

- (3) Coniunct4 .-va Total (D++ x2 - 10 1:

- Totals Added8 - (1+2+3) .736 .. 30o - ,*U e -q- A Cornea Opaci&ZI

D I Cornea Area L
U51 (1) Cornea Tqtal-(AxB) x 5 - _ Zu -. ~..~

C Iris19I_

* ~~(2) Iris Totalm(C) x 5 - S5 .

Rinse- - - - -

D Coal unctiva RedneOss

3 ncitiva Chemosis3qz-

- Coniunctiv Discharae 1I - 1---'A

ore vct S(3) Conjunctiva Tota (D4E+F) x 2 16 14 1 [1

_Totals Ajded - (1+2+3) 1.q1~/ 3 '

A _______________ _ Same a pait

- -(2) rsa Total () x 5 O
B Irse

n Con junctiva Redness - 2 2L 1
__E Conjunctiva Chemosi -1__ _ _ __ _ _ _ _ __ _.

P Coniunctiva Discharcie I ~
- (3) Coniunctiva Total (D+E+F) x 2 __ 4 - A4j_

________ Totals Added = (1+2+3)} -- -

Tech. Initials anid Date Si



-~ Raw Data

- INDIVIDUAL RABBIT EYE IRRITATIO.- SCORES
(FDRL)

Date:________

*DRL mc1 20.ralI No.:_ H/A Time Dosed: - H/

amae(erae: f/A Dosed by: N/A-
____ -Untreated OontralateraJ. Eye

- - - -- - eadin---- -- -- --
thb L-a TisueS--or- -Day-

-204 498 72 7X

:xn~S.rea 22Sa1.(AXeB) x S o o C),

__ __iris__ __ 0 0 - )

- 2l Zris TotalmQ2 x 0 Q ..

a conianctva, Chemosix 0r
ip -conunctiwa Discharge0 01

ft) Coiunctiva Total (D49+11) x 2 0 0 0 -~

- ~otalu A~e -a 11+2+3)- -

S Cornea Area -d~~c ~

- (1) Cornea Total.CMz) X S- ..-. 0 0

z 2 ris Total- (C) x 5 i C3IO

D Qmnnunctiva ens C -

U onnittva Owuosis0c
0 00

- 13) OmCnpva'ta D.)x _ 0 0 C' -

- ~2tals Added- 123o 0 0 0

- 2 irs otal-CC) x L)

D onilunctiva eadness
E conjunctiva Cheuiosis 0 C C

F conitJnctiva Discharae 01c

(3) coniLnctiva Total (D4E+F) x 2 __.I

_____Totals Added - (14-2+3)_~CC -0 C

Tech. Initials anid Date - ______ LN7 ~ i~~A.j'~



I. INDIVIDUAL RPJUOIT EYE IR RITATION SCORES

FDRL Study No.:___/____) _ Date:__________

rDRL Material ID No.: '-6*-7Z Time Dosed: ,(,::If

Dosage (per eye): I.t.. Dosed by.. ir ir

I --- Rea in-- ----

Rabbit Item Tissue I - IDays ----

Nuber 16_ 19 .21

A Cornea oacity

9 _Cornea Area ___

(1) Cornea Totalb(AxB) x 5 -

C iris . _

I ~~ (2) 'Iris Total-(C) x 5 -

0lln Conjunctiva Redness __

E coniunctiva Chemosis -

F Conjunctiva Discharge C
____ (3) Conjunctiva Total (D+E+F) xc 2 0 1

Totals Added =(1+2+3) f~ ;L

A ICornea oacity

1 , ~ ~ Cornea Area________I

(1) Cornea Total=(AxB) x 5 2i.-- .. I

1 ~'C iris
-O (2) Iris Total=(C) x S

D Conjurnctiva Rerless - .

E Conjunctiva- Chemos2.s 2,
F Coniunctiva Discharge__

(3) lConiunctiva Total (D-E+F) x 2 '
C .-I - Totals Added = (12+31

A Cornea Oacity _ _

-~ -, B Cornea Area \.

(1) Cornea Total (Axfl)x5

No__ (2) Iris Total=(C) x 5 -__

Rinse D [Con~junctiva Redness

E Coniunctiva Charmosis

F -Conjunctiva Discharge'

(3) Conjurictiva Total (D4E+F) x 2-- -

______Totals Added =(1+2+3) __

Tech. initials and Date ~V~ I
-8- _ _ _ _ _



--- ~ ~ ~ IDIOVIDUAL MOTTz~ EYE 1rRITATTCIN SCORES

qDfltitutM zDK 2 4 Time~ Dosd N/A

bPZI~ j ~) /A Dosed byz N/

Untreated Contralateral Eye
- - - -- Reading--- -- -- --

Day - - -i-u-

____ 
3LL 6 1.9 .21

- (a cc=*&a mg~taL-(&B X S 0. -__

(2)J iris Tgf.' Q

-it cmnimncdS cbemosSs c

i onjuZ ia. Total e+)x 2 0.~ z-
TotausAddd_(12+31 0_ a

' Cornea Area, 0c ~~*

- 1)Cornea ?oauCx)x 5C - _

/ ,.iris CLJ -- -i

(2) iris iotl-(C) x 5I 0-0

* - (3) CiuRctiva Total (DR+-?) 3c 2 0

(21~:~ 0o*- Toa0Ax-

41 (2) Iris Total'(C) x 5

E Coniunctiva hi*s

_______(3) Conunctiva otal (D+9±F)

I - - te



INDIVIDUAL RJABBIT EYE IRRITATION SCOPES

(FPL) I

FD)RL Study 14o.: !F '?ci Date: 9f21C
FDRL Material ID N4o.: S-L' 7-r Time Dosed: ,)J3/---

Dosage (per eye).-~ Dosed by. yI c C-

I - -Reading..............

Rabbit Item Tissue -I -Hour--------a
Number24 48 72

-4 Corea Opacity/

A Cornea Area /

(1)Cornea, Total-(AxB) x 5 Lc__

C Iris

(2) Iris Total=(C) x 5

*NO D Coniunctiva Redness
Ri.nse 1 _

P Con junctiva Discharge 3 5 .
(3)Conunctiva Total (D+E+F) x 2 14_

______Totals Added = (1+2+3) 343 1(0 /j h -o

qA ICornea OpacitX

B Cornea Area £

-31 ___ (1) Cornea Total=(AxB) x 5 r-,55

C Irisf

No ____ (2) Iris Total=(C) x___ 5_____________ ___1ii -n-

Rinse D}Cijuctiva Redness __

v_ _ _ _ __ _ _ _~ Coniunctiva Chemosis- -

F Coniunctiva Discharge 2. ' '
_____ (3) Coni-unctiva Total (D4E+F) x 2 L)_~ ?f

I___ Totals Added = (1+2+3) - Y - -

A Cornea Opacity I1
B Cornea Area

7 c(1) Cornea Total (AxB) x5

C Iris I Z L . .~..~

(2) Iris Total=(C) x 5- .L _ _

D Corniunctiva Re~dness 2~ ,

Coniunctiva Chemosis 2

F Conjunctiva Discharge I -

(3) Conju-nctiva Total (O+E+F) x 2 - ~c

_______ ______Totals Added = (1+2+3) .'~

- ~ LI..~Lr Tech. Initi.als and Date -



IDIVtDUAL RABBIXT EYE IRPITATIO:: SCORtES
(FDRL)

Jr- ~1W~tud7 M@.Date:__________

77t laeil ,le. / Time Dosed: JIA

Kb~ pry) /A Dosed by: H/A
Untreated Contralateral Eye

- --- Read in------
ItaS liemue *--- Bou~rg- D

24 48 172 7/L

A Cone Oaity C )

qC~ .L...Cornea ea C

- ~(2) iris Totalm fc)z -S )C

D aniuictkw4 ied-ness*Q
-t caninictiva u oi ..Q... - ... ....
V Coemctiva Discharge- ** *~.. ...... 2.

- (3) COiUnctiva Total (D)+R.F) z 2 0 L,0 >
- ~ ___ 'Totals Added = (1+2+3) to __

S Corna Area 0 e Q
r- (1) Cornea MRtaL-OUS) x 5.- 0 C) 0 0

c Zris - n ~
()iris Total-c) x S -0~'C

.L Cbnimativa ammosix.- , 0 -0
.L Conimeti,. iadiame *l

C3) CMni=etiV-a Total (DOBg-gi x 2 aVC

-Toal Aded - (1+2+31 0

A Corna ONaritr 0

( Coea Ar5e1 0 a) Q -_

- WS) 0ona ~l(a) L.-

- (2) 1ris Total-mC x S - - , c.-

D Coniunctiwa Redness 0 0'(
a COuiunctiva Chemosis- Q i* - -

3 7~ Conjunctiva Discharge __ _'j

- (3) COniwictiva Total (D-E+F) x 2 - ~ C

Totals Added - (1+2-t 1 C) r-) C

Tech. Initials and Date 4oo



I. * -INDIVIDUAL RABBIT EYE IRRITATION SCORES

FURL Study No.: *,jDt:~ k

FDRL ~tral10 NDo.:~ : Time Dosed; C?

Dosage (per eye): .,Dosed by.-~ .r

- -- - - -- Reading - - - - - - -IRabbit Item Tissue -Days---- -- --

Numrber 11 16 19 21

B Cornea Area

(1) Cornea-Total-(Axa) x 5

C irisr

NO__ (2) Iris Total-(C) x 5 ~-

Rne D- Coniunctiva Redness /

z Coniunctiva- Chemosis .

p conjiunctiva Discharge

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

______ _____Totals Ade ___2+3

A Cornea opacity _____

A Cornea Areact

______(1) Cornea Total= Max) x 5

c~ Iris
No(2) iris Total=(C) x 5--

Rne D qggnjunctiva Redness

E Coniunctiva Chernosis

F Coniunct iva Discharg~e

______(3) Coniunctiva Total -CD4E+F) x 2 CD - -

______ ______Totals Added - (1+2+3)I

Teh I iniil an



- INDWIVIDUAL 1"4BBXT EYS rm lRJA-TONZ SCORESU

~1#~~tui~I5i,71____r% DaLe:_________

t~aiiia ID No.. /A Time Dosed. N/A

sae(per are): N/A Dosed by: N/A

____ Untreated Contralateral Eye

---- Read in------

~&bbt. Item Ti'Jssue Day - ----

__~~~~~s __ _ _ _ _ _ _ _ __ _ _ _ ' 19 . .21

A Cornea Oacity -f-

a3 Cre Area n

-~~w 4]jina Tota; (cAxS) x 5

-~~ (2) Iris Ttlcc_1_( x.5 ... ~'--
a Comi ntiva Redness0

it Coniunctiva Chvisoau--

- (3) Conunctiva Ttal t(wE+F) x 2'3 3 - - - - -

- TotalsMe - rl+2+3) -- -

U Cornea krea .

- (1) Commea Total).(OUS 5__--

C Iris

11 ris %%tA1-. c) x S

Af Cool unCtiv a Cemosis---

(3) Coniti va Total (D+? y. 2 0

A Cona @1 -a-I---
3 corneafarea __

(1) Cornea Total (XB)X 0--

-__ (2) Iris Total-(C) x 5S -

D Conjunctiva __Redness -r

2 Corictiva cheisiC

F Coniunctiv Di5LSchar - * *

- () or~witiVa -1otal (D1-4F) x- cc -- - -

Totals Added . (1+2+3)C

TOCh1. Initials and Date



.- Raw Data

]ChDIVXDtJAL RABBIT EYE IRRITATIOU SCORES

(FDRL)
_____________ Date:

- -- - -Reading--- -- -- --
PAbbit itelm Tissue -Hur --- -Day-

Ewbr24 148 172 7/1 7

& Cornea -Ooacity C 0 n P1

.... L..CrnaArna V? 0 -

- (1) orneaToaL- (UpB x 5 - ~ U ~ Q C

* 0see.-
after -~(2) Iis TotaL-CC x 5 6 C

~SJ~ ,D Coanitova Redness0 - -

ation 3 Coiunctiva Chemosis J * 0 0
r coniunctiva Discharge 0 C, fl, I3 - (3)~~ Conjunctiva Total (D4F+F) x 2__ .o Cc C

- Ttas Added- (1+2+3) - IC. - Z

£ Gd A Cornea oacity

-~~ 3 ~Cornea Area ( ., ... j.

(1) Cornea Total-(AxB) x 5 .'p

Rinse - Iris5I

see. (2) Iris Totajl= (C) x S - 5 3~. - .

instill Uctiva Redness .2Lz
ation 3 cometuva Cheansis -N A

F..L. Conianctiva ischarme- . L -....

- M3 CnLuctive Total (.+)x 2 1/_ 1 1 1 __ I &__

- TMals hime - (11*2+3) 41j3~4

- (1)~Cormea-Total (AOE) x 5 .~........

Ris c Iris '

after - 2 Iris~ TOtalmC Xj S ... ~
instill- D conjunctiva RednevS ~-

- .tion ---

r= Coniunctiva, checosis 3
F C~iunctiva DiseharocC

(3) Conlunetiwa Total (D4E+F) x 2 __/'- -
________ Totals Added - (1+2+3) - . '

4.. "" ~Tech. initials and Date t



1.1 Vdc

INDIVIDUAL RABBIT EYE IRPITATION SCORESft..,.(FDRL)
FDL Study No.: Date:___________

FDRL Material ID NO.:__ NATim~e Dosed- U.'A

Dosage (per eye): N/A Dosed by: !/

Untreated Contralateral EyeIReading---- -- -- --
RIkbL item Tissue --- ours---Da y-

Numb~er 24 48 72 7 [,

~gq r A Cornea oacity

___ Cornea Area L-~

41 (1) Cornea Tot~1=(AxB) x5-

Q)iris Total=(C) x S

D Cnntie Redness -CU

E 1Conjunctiva Cheiuosis - 0 J~0~
F Covniunctiva Discharge 0 -6-

()Conjunctiva Total (Di-E4F) x 2 .. L--.. .

Totals Pdded (1+2+3) - c

A Cornea opacity 0i 0 -) I

B Corna Area __ r",

- (1) Cornea Total-'(AxB) x 5 0 0 .

C 1r13 -0 ~ *

_____ 2) Iris Total=(C) xS - 02.....~ - .

D Coniunctiva Redness- )-

B Conjunictiva Chemosis j 0-

()Conunctiva Total (D4E+F) x 2 __

_______ - Totals Added =(1+2+31-0 'c

v4- A Cornea Oacity -, 0~L..Q -L

BL Cornea Area -At C,~ -t"

3 ()Cornea T talI (AxB) x 5 C C.' C

C iris 0

1(2) Iris Total-(C) x 5 C) C

D Coniunctiva Redness L

E Con junctiva ChemosisC_(

F Coniunctiva Discharge 0

_____ 3) Coniwnctiva Total (Dt-E-tF) x 2 L:_

Tech. initials and Date



Time Domsd f, I

-. Dosed by: jAC

- -- - Plad - -.-........

16 .21

D~~ -ntv 0

-OTotm x2W -D x- -5

_!Qqj~ ~ ~ a -- -_ -(F~r

iggt&X - - a a

ll~ ~ wds - -1 +3

....... ...... LL O



ZUDZVZDUAL rPAUaT M~ XfM1TATIM OV= __7M

FURL Study ft.: 1 1 11 DaLe:_________

-FDRL buterial. ID ?To.: / Time Dosed: Mfl/A

Dosage (per eye): H/A Dosed by: N/A

Untreated Contralateral Eye__________________

I-~ ~ ~ d - - - -Ra.n---- ---
Rabbit item Tissue !Days---- -- --

Number 16 19.1

A Cornea 0oacitv

a Cornea area

______(1) Cornea ?otaFl-MB) x 5---

C Iris
.(2) Iris Thtal=(C) x,5

D Coal unctiva' Redness

a Conjunctiva .Chemosis

____ Coniunctiva ____ - -

1(3) Conjunctiva Total (D+E-+F) x 2 __i ..
_____ Totails Added -(1+2+3)

A Cornea. Opacit0y t

9 Cornea Area-_ 'C

_____ () Cornea Tota=AxB) x5 0 ** ** --. 0

C Iris 0

(2) Iris Total-C) x 5 C-)(. -

D Coniunctiva Redness
2 1Coniunctiva chemosis

(3) Cminctiva. Total (D+E+F) x 2 c' -- -4

______Totals Addpadi =1+2+33 cj .. ~ ...

A ICornea -opacity 1- - -

B Cornea Area-

______(1) Cornea Total (AX8) x 5 0C.

C Iris

(2) Iris Totala(C) x C,

D Conilunctiva Redness c

E Conunctiva Cnerosi*S -

F Con junctiven Discharg~e -. - .

_______(3) Conjunctiva Total (.'E4F') x21 - -

Toch. Initials and Dateoi
-17 - _ .Ik v
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Study No.

Date:____ __

COM4MENTS

ITech- Init.: 0214 -

I ~~Date:-~eoISi
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RaV -Data-
-Body Weight Sheet

Animal Number Initial
and Se Body Weight (kg)

Iq 3,P89 F _ _ _ _ _

ag 3,95- J-9/
(C 97 F .73

S33n 99
$-3 361 r-

-3w2-31

Tech. Init.:
Date: E5'LJC of.j, 0

Coments: Received from LaCrosse Izbortary-Animr.4s
on

-20 -



- - -- Scale for Scoring ocular Lesions -

(1) CORNEA
-- - 110- Oacity - egeo densit (area most dense taken for reading)

no Opacity 0
Scattered or diffuse area, details of iris clearly visible 1

.Easily discernible translucent areas, details of iris
slightly obscured 2

Opalescent areas, no details of iris visible, size of pupil
barely discernible 3

-Opaque, iris invisible 4
- - (B) Area-of cornea involved

One quarter (or less) but niot zero1
Greater than one quarter, but less than half 2

- - Grater than half, but less than three quarters 3
- -Greater than three quarter&, up to whole Area 4

A x BxS Total maximum - 0

kolds above normal, congestion, swelling, circumoorneal

U - injection Can y or all of these or c biaonof any
thereof) iris still reacting to light (sluggish r-ection
in positive)1

No reaction to light, hemorrhage, gross destruction (any-
or al of these) 2

A X Total maximum - 10

- ~ (A) Ba rfr to palpebral and bulbar conjunctivae

I.Vessels normal 0
Vessels definitely injected above normal. 1
Uwre diffuse, deeper crimson red, individual vessels not

aily discernible 2
Diffuse beefy red 3

(B) Ceoi
No Nminig 0
Any swelling above normal (includes nictitating menbrane) I
obvious swelling with partial eversion of lids 2
Swelling with lids about half closed 3
sitelling with lids about half closed to completely closed 4

CC) Didu~
No discharge0
Any amount different from normal (does not include smallI amounts observed in inner canthus of normal animals) 1
Discharge with moistening ol the lids and hairs juat

adjacent to lids 2
Discharge with moist aning of i he lids and hairs,* and

considerable area around the eye3

Score (A + B + C) X 2 Total maximum - 20

a) Draze, j. j., iioodar, r.- anfdCalviiry, -H.., Met hods for the Study of0
Irritation and Tox:icity Of Substances Applied Topically to the skin and
mucous membranes, J. Pharmacol. Exp. Ther., 377-390, 1944.

-21-



Classif ication of Test Akticle
Based on Iye Zrkitation -Proipejrties a

fangeLOf -eifln1 -- - ~~Mean Scoreb ein-on

Non-Irritating 0.0 - 0.5 To maintain this rating, all scores at
the 48-hour reading must be zero; other-

vise, increase rating one level.

I- Practically Greater than To maintain this rating, all scores at
Non-Irritating 0.5 - 2.5 the 48-hour reading must be zero; other-

vise, increase rating one level.

- minimally Greater than To maintain this rating, all scores at
Irritting .5 -15.0 te7-hour reading must be zero; other-j vise, increase rating one level.

M tildly Greater than To maintain this rating, all scares atI-Irritating 15.0 - 25.0 the 7-day reading must be savr other-
vise, increase rating one level.

ModratlyGreater than To maintain this rating, scores at 7 days
_ Irritating 25.0 - 50.0 must be less than or equal to 10 for 60%

or more of the animals. Also, mean 7-daY-I score must be less than or equal to 20.
If 7-day mean score is less than or equl
to 20 and more than 60% of animals show

scrsless than 10, then no-anmal
among thoe shoving scores greater thant
10O can exceed a score of 30 if rating is
to be maintained; othervise, increase
rating one level.

- - Severel Greater than To maintain this rating. scores at 7 daYs
Irritating 50.0 - 80.0 nust be less than or equal to 30 for 601

or more of the animals. Also, mean 7-
day score must be less than or equal to
40. If 7-day mean score is loe than OrI equal to 40 and more than 60% of the
animals show scores less than or equal to
30, then no animal among thos* showing
scores greater than 30 crin exceed a score
of 60 if rating is to be maintained, other,
vise, increase rating one level.

I Etremely Greater than
Irritating 80.0 - 1.10.0

a) Modificationi of Kay, 7. H. and Colandra, J. C., "Interpretation of Eye
Irritation Tests," journal of society of cosmetic Chemists, 13, 281-289U (1962)

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

c) where responses are persistent, rating will be increased by only one
level. - 22
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Appendix 11

Quality Assurance Unit Statement
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-41 -****- N*J*I- L- - -

TD1RL Study No. 3289w

-__ -- _ Tiafiua~xepoxt *wasr-viewed--as -requied-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 immnediately following their comple-

-tion. Based on these inspections and the review of the
report, this study was conducted and reported in conform~ance
with the Good Laboratory Practice regulations.

STUDY NO ........ QAU &4SPCTIO SCHEDULE (ACUThs

T4pe LOS.-----------apts mt --- --

Susan E. Albert
Quality Assurance Unit
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