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The Procter & Gamble Company
NA Regulatory & Technical RelationsP&G One Procter & Gamble Plaza (C-6)
Cincinnati, OH 45202
www. pg .com

U.S. EPA
Office of Pollution Prevention and Toxics
Document Control Office (7407M)
1200 Pennsylvania Ave., NW
Washington, DC 20460
Attn: TSCA Declassification Coordinator

Re: Declassifi!cation Activity-Health and Safety Filing
8EHQ-0892-1 0394 (EPA DON 88920008688)

Dear Sir/Madam:

The Procter & Gamble Company (P&G) provides this submission to amend the Public Display Version
of our submission pursuant to the TSCA Section 8(e) Compliance Audit Program (CAP) under terms of
CAP Agreement # 8ECAP-0003.

This amended submission is composed of the following:

(a) new information provided in this cover letter and its attachment(s); and
(b) the unaltered original submission which directly follows.

Any CBI substantiation which appears in the original submission is no longer applicable as the
information which was originally claimed CBI is disclosed in this revised submission.

Should you have any questions concerning this amended submission, please contact me at (513) 983-
2531 or froelicher.im@pp.com.

Sincerely,

THE PROCTER GAMBLE COMPANY

Julie roelich
NA Regulatory & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202
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EPA DCN 88920008688



Attachment 1

Public Display Version

Chemical Identity CAS RN

Water

I sopropanol

Pine oil

Ammonium hydroxide

Potassium hydroxide

Fatty acids, C8-18 and C1 8-unsatd. 67701-05-7

Benzenesulfonic acid, 2,5-dichloro-4-[4,5-dihydro- 6359-98-4
3-methyl-5-oxo-4-[(4-sulfophenyl)azo]- 1 H-pyrazol- 1 -
yl]-, disodium salt

9,1 0-Anthracenedione, 1 ,2-dihydroxy- 72-48-0

Benzenesulfonic acid, 2,2'-(1 ,2-ethenediyl)bis- 4193-55-9
[5-[[4-[bis(2-hydroxyethyl)amino]-6-(phenylamino)-
1 ,3,5-triazin-2-yl]amino]-,disodium salt

Fragrance

8EHQ-0892- 10394 Page 2 of 2
EPA DCN 88920008688
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Public Display Copy
August 19, 1992

Document Processing Center (TS-790) E&PC9Z -(c3jTLI /.I 1-
Office of Toxic Substances
Environmental Protection Agency51200
401 N St. S.W.
Washington, D.C. 20460

Attn: Section S(e Coordinator (CAP Agreement)

This submission is being made pursuant to the TSCA Section 8(e) Compliance Audit
Program and th. terms of CAP Agreement # SECAP-0003. This report discharges our
Company obligation to report the attached data under TSCA Section S(e). The filing of
these studies does not indicate that we agree that "substantial risk" exists. We are
following the agency's guidance and the terms of the CAP agreement, but we expressly
disclaim that the filings reflect a decision that these materials pose any significant
human or environmental safety risks.

The material identified in the attached report as 07188 is a confidential mixture. The
composition of the mixture is appended as Attachment 1. The zeport is titled "Acute
Oral Toxicity (LOo) Study in Ratsm. Any correspondence relating to this submission
should reference study * 939-20028.

The attached study report indicates oral admin~istration of the test material resulted
in pharmacotoxic signs including ataxia and decreased motor activity following oral
administration of 3160, 4640, 6810, 10000, and 14700 mg/1I-g of the test material.
Decreased respiratory rate, decreased limb tone, and prostration were observed in all
but the low dose group. Aggressive hostility was observed in the 6810 and 10000 mg/kg
groups, and absent placing reflex in the 4640, 6810, and 100010 mg/kg groups. The acute
oral LD5O is calculated to be 6408 my/kg.

We do -not believe fidig in t~his r flirt- r aom it Iw u Ulflrt a Irtbfl~uifl ff

substantial risk to human health or the environment Nevertheless, we are submitting
this report to discharge any potential liability under TSCA Section 8(e).

To our knowledge, this report has not been the subject of a prior submission to EPA
under the provisions of TSCA.

The specific chemical constituents and percentage composition of this mixture is
claimed as confidential business information. A sanitized version of this submission
containing generic chemical names has beon included as part of this submission.
Answers to the seven questions required to substantiate this claim of confidentiality
are provided below:

1. Confidentiality of the chemical constituents and their percentages should be
maintained indefinitely. There are no plans for this information to be otherwise
disclosed, and this technology has significant commercial value.

2. To our knowledge, there have been no government confidentiality determinations
made for this mixture.

3. The specific chemical identity and exact proportions of the constituents of this
mixture have not been disclosed outside the Company. There are no plans to
disclose publicly the exact composition of this mixture at any time in the
future.



4. Measures for protection of the compositional information include "need to know'
internal restriction within the Company. An internal code is used to protect the
identity of the material. Information is maintained in locked files. Employees
leaving the Company are contractually bound not to disclose Company secrets.

5. The exact composition of this mixture has not appeared in advertising or
promotional literature, MSD sheets, a%~ publications or any other media available
to the general public or competitors.

6. Disclosure of the information claimed as CBI would result in sub~stantial harm to
the Company's competitive position. This formula provides an important
commercial opportunity for a competitor. Knowledge of the exact composition of
this mixture could enable a competitor to duplicate the formula without R&D cost,
thus providing an unfair competitive disadvantage to the Procter & Gamble
Company. Development of this formula req~uired many technically trained
personnel, hundreds of hours of research and development, and significant capital
investment valued in aggregate at Anj competitor
would normally be required to make a similar investment to duplicate the formula.
Disclosure of this informa~tion would allow a competitor to duplicate the formula
without incurring significant R6D costs, thus doing substantial harm to our
competitive position.

7. The information we have identified as confidential is not health or saf--y data.

Any questions concerning this submission, may be directed to me at (513) 627-5551.

Since rely,

THE PROCTER ANID GAMBLE COMPAN~Y

Richard H. Hall, Ph.D.
Manager
Regulatory &Government Affairs
The Procter &Gamble Company



* Attachment, Z

Public Display Copy

Water

Isopropanol

Pine oil

ratty acid

Amnium hydroxide

Potassium hydroxide

Colorant

Substituted stilbene

Fragrance



SPONSOR: The P-1rocter and Gamble C.~pany

7EE7 M R!AL: B7188

SLCBJECT: Acute oral Toxicitv (LD 5 0 )
Study in Rats.

.uIlS4 P. D * A.
Dire /tor 1, ,1 e Toxicology

pe tudies

Avnrove!:i D. 'C.*fford Jessup, Ph.D.
Associate Director of Resear ch

Date: -'' io
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U. Test 'Material . ........... 2

U.Method......................................3

I.Results..................................4

A. !ortalitry and .LD soValues ...................... . .. .. .... 4

B. ?har~acororxic Signs...............................4

C. Body Weights ............................... 4

D. Necropsy Findidgs..........................4

1. R.ats wbhich died- during the study period. ........... 6

R.Sats which were sacri-ficed following 14 days of
observation............................. .. ...... 7

Appendix 1

LD 5 - R.ecord of Individual Dose Level

App~endix 2

Acute Oral Toxicity Observation Data
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* . I,~t~'r~z...j.in-zai Ro'sc.urc; and evCQ'h tCap rin

Page 1

I.SYNOPSIS
T-he acute oral Lfl5- and 95Z confidence limits of combined male and

femAle rats were found to -be:

6408 (5144 -7928) mg/kg.

191-169



10 Page 2

II. 7ESTMCA

-be test material was received from The Procter and Gamble Company.

Cincinrati, Ohio, on October 25, 1977. It was id etified as "Sample

C->de B7188, Submitter code B71S8, Request Ltr. #BSBTS 473" and was re-

ceived as a ye-low liquid.

191-169



Jwrra._;'24na RLs turc anid De velop1?writ Corporation

Page 3

Twenty-fi":-e =ale and 25 female rats of the Charles River CD strain

(obtained frorm Charles R_:iver. Breeding Laboratories, Inc., Portage, !1ich-

igan) weighing from ZZ^C ;o 286 (pre-fasting body weight) were used for

this studv- 7he rats were housed by sex in groups of 5 rats per cage in

banging wire-mesh cages in -.emp>erature and humidity -controlled quarters.

They were maintained in acco rdance with the recommendations contained in

H.E.W. Publication No- 74-23 (N.I.H.) entitled "Gulde* for the Care and'

Zse of Labora==rv Animals". The rats were conditioned for a Minimum Of

14 days prior =a stud- Lnitiation. Water and Purina Laboratory Chorw

were available ad libi=:_, except for an overnight period of 18h to 20

hours immediat-ely preceing oral administration during which -food., but

not u-ater. was ijiithhel.

The test -t~erial was admninistered orally by gavage, a s received,

undiluted, at =he folbow-ing. dosage levels to male and female rats: 3160,

1.6-0, 6810, 10000 and 14700 mg/kg.

Five rats of each sex were used at each dosage level. Volumes admin-

istere-d were a" follows:

3160 mg/kmg level - 3.31 mi/kg.
4640 mg/kg level - 4.86 =l/kg.
6810 mg/kg level. - 7. 14 'mifkg.

10000 =g/kg level. - 10.48 al/kg.6
147100 mg/kg level - 15-41 mi/kg.

Observation-s for pharmocotoaxlc- signs and mortality wer e made at 1/4,

112, 1, 2, 4 and 24 hours and dai-ly thereafter for a total of 14 days.

Body weights -. ere recorded prior to fasting, immediately preceding dosing

and at 14 days. All razs which died on study wer-e subjecteid to gross

*necropsy exare-tion as were all survivars at the end of the 14 day ob-

s ervat Lon period.

191-169



Intrna IpilR--scarch atd Develop, nent Corporation

Page 4

IV. RE.SUL= S

A. MORAlIvY AS\D LD_ n VALUES:

Dose -Mrtality Data

Num >er of Deaths
Dosage HIrs. Da-7s Total
Level 0-4 11 2 3 4 5 -6 7>14 Mortalities
mg/'kg MFM FM. F M FM FM F MF MF Male lFe1ejiTotal

3160 2 0/5 2/5-2/10
4640 015 0/5. 0/10
6810 1 1 2 11/5 4/5 5/101

110000 5 3 5 14/5 5/5 9/101
14700 55/5 5/5 10/10

Ac,,;: e 0OralI LD am ! 95: Confiden~ce Limits

UCobined Male a;nd Female Rats: 640.8 (5144 -7928) mg/kg.

Statistical Reference

Caoutations were performed by M. R. Bruce, Statistician, The Proc-

ter and Gamble Courpany, using the computer program BLISS 17, written by

D. J-. Finney, 'University of Edinburgh. Scotlandi.

B. ?RAZRYAC0'1TCXIC SI(CIS:

See attached Appendlx 2.

C. NODY WEIGHITS:

All surviv-Ing rats exhibited normal body weight gains with the ex-

ception. of the male rat (176972) at the 10000 mg/kg dosage level which

exhibited a less than normal body weight gain.

D. 5LECa0PSY FINDINGS:

Necropsy observationms were noted as indicated on pages 5 and 7.

191-169



JnterTpaticint2 RI'Search and Devedop'nent Cor,7oratton

Page 5

1. FRats whtich disdr~the study period:

Gross Necropsy. Dosaite Level mg/ka
Observations: N~ber Exhibiting Sign/Number Secropsied

31100000 IOO 14700

YMaIe Pma e Yale *r-Ie !Male IFemale IMale 'IF- ale Male Female

Lungs, can- 4 3 / / /gest ion 2f2 V/1 4/4 1 /4 2/

Stomach, fluid I
fi~lled ________________ /1 3/4 -3/4 5/5 5/5 5/5

Stomach, di-I
tension ___________ ___ __ /a j2/4 I 25____

Stomach, mu- I11 ____ __ / _______

cosa, thic- _I___
oeed ___________ ~ / 214 1/5 3/ 4

erd fild____I ___ 1/1 1/4 2 /4 315 3/5 4/5

tins 1-
t~idar id -l-14 _114 3/ - /

Lier, mot-{-
teni n 1I 115

Stomach, glan-

cosa, dark
red foci 1___ 1_ _ /4 1/4 ____ ___ ___

Matted feces I
around ano-,1 : __ _ _ _ _ _ _ __ _ __ _ _ _ _ _ _ _ _ _

genita e
gion _____ re-_ 

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ ___

Dry red a-
t erialI_ _ _ _ _ _ _ _ _ _ _ __ _ _

aratmd nose 1______ ___________15

@191-169



birernarional Rescarch and Developm~yent Corpo rat ion

Page 6

Gross \eczopsy Dosage LevelI mg/kg
Obser-varions: Nt=-ber Zxlhibiting Si.-i'%umber Necropsied

3160 4406810 10000 14700

Mal e I .ae Male Female M-ale Female Male Female Male Female

Stomach, can- I.
ta ins brightI
red or pink i
oi-ly us-
teriLal1' _____ __1/4

Red stain .Viboiuu.. mouth_
Tntestizes con-I

tain light redoi.II
t emrial*_______ 1/4 1,/4 115 _____

_ Liver, pale .w co'zratian 1!14 1i4_____

around mouth 11

O 191-169



InrernaIlioraIa ResearCh an~d Developbzent Corporation

Revrised ?age 7

2. Rats wh~iizh were sacrificed fcLw~:.days o obser-vation:

Observations: Nubosxhbiag Level Nmg/k Necropsied

hale F7ecale Mal e Ln17e MlFeae Male F-uale

N-gross lesions 4/5 2/5___ 1/4_____________ 1/1 1

1.ungs, conzestion I __-_ ___ f51 , ______

Szcmnach, fluid filled 1/51 ______ tI. ______

Stomach, mucosa, thick-I I
ened ____ 1/3 2/4 _________

Kidneys, mottled I
coloratiorn I 1 115 1 15 _______ _____

Liver - pal e colora- I I

tim, V5

s m F. Dean, -B.A.
Di4rector of Acute Toxicology,

and Snecial Studies

191-169
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?zzect No. .9-9 Sheet Date 12__11'_______ kut:cr4zed b.- (

3~3~ZO~ / ean

'.a=trM .' Vai r Dr. Coko

D=...-i !-s Ms Be>...!!.&avbac

D=. :esUp !Is 'Frnc .. dwe1 Mr. Dean

. ifth x __thaJlarior Lab Mr. T-hompson

Jef fersc& Dr. -horstemson

C-~undIdentifica:tin Numb-er LUflC No.
B-7188B___________ A- 5273

-~=- ORA: AZZUE17 0~~ ~ S=T IS RATS

Ccn&.zct in accordance uith the attazhed protocol and the following speci~a.

instructions:

1.. initiA1. conduact a dose range study at the following dosage lave-Is:

100. 00,5000., 10,zC0 and 2-0,000 =glks. using 2 rais~dosage level.

7.. Use the %mdil~zed test material.



-- -- - td:~ zC"4:re -, -o.:icci czi! :)1~rn

Acut Orn T- i y Z

Dat: itarcb 31. 19;7 Issue 12

Purpose: To measure the acute oral toxicicy or a *ubstancc in
order thzz it =.ght bc comparcd to more famlizir
uwAteria".

Anlimals:- Rats, Sprague-Daiwley der-ived .cera-drvd,190-27C';
condition-ed to the enviro"..ent for a miz of 4 dlay-s. Cjtain

sniml~sfrom Ch.arles River,:.aborazorv Su:,olv or 14xr1an. t-
tamn the animals accordi_- =o s trz=marza'z out-.ned in the Cid FLfr
the Care and Use of Laboratory An)U=,.ir~ !.l-7-3; 974-.

Procedure: Place 10 azxia1~s fin each group. divi4dcd equnatly by sex.
Determine prefasted and fasted body w~eightrs. zs r the
animals for 13-20 hours before ad-4-istcrinZ ziie test
maerIal-

Dissolve or Aus-p erd the test materi-Al In an appropriate
vehicle at the required concencratt-ens-a-nd record quan-
tities; mixed. Deliver the test =2teria4l into the
sitomach of the anima4 from a s-rriage f-itted writh a -

size 8 catheter as a stom-ach tube or !ron a syringe
fitted %rith a 13-gauge aia-edn needle. -

Choose 4 dos-age -levels, 'with the lowest being =-'proxi-
UAtelY the hig-hesz mo-deat-h des-age level observed in
range-finding studies, or beingS estimated from prior
results ut-th simi lar cc--potmds. - taess othervi.se
spec-ified, chioose higher dcsa;e levels according to
a gecoetrric proGression of 1.4' Cf... the second dose

* equals the fi-rst dose~ x 11-41 2 , the third dose equals
the first dose x 11.413, ezz.). Admnister each
dosage level to one g-roup cf 10 anml. Adjust the

* dose for each animal acc-ordinS to fasted umight to
&ive the specifi-ed quzntrtzaies of matrial n-er %xnic
of bo-dy weight. Ad-miisreraiiol dose- levels,
as needed, so that the zctza-. =umber of dead is suf-
ficient to calculate ram LDc, v-alue. -A~ediaey after
dozing, ret-urn the animal to ad Libitim feedi-nZ. Record
all'of the above infor-aion on the "Lfl5 0 Record of
Individual Dose Level" sheet (AppeMdizx 1).

observ ticas: Observe the- anlmals and thcir bethavlor at intervils of
I5. 30, 60, 120 and 24.0 mirmuzes after dosthet -nd daily
thereafter for 14 days. Vtc the -To-xicizz- 1),~.:rvation
Data" sheet (Appendix 2) to rec-3rd s-~~z= -.d number
of animals involved. Unuisual ohbscrwat ions zr trymto"S
not listed on the -Txicaty Obscrvation Llat=" --hc~t
should bec noted whecre appropriacte (utider -Sytnvt&ThzS" tir
"Special Notes-). Necropsv all. =ximaI:i thati %lit: dur-ium
the course of the study. Az 14 days. wer all .4urvivin-:
animals and record wci;ghct:. !:rcropsy survivinl; .lfiD-llS and exzamine the= ;rossly for abnoroaliti.zs. -



e c~: Crn 'c!.ty - -ts cr&c rroc'dtit-) (cont'd)

i~ort:Report zll data: recorded on tho Rzcord or lidividual
Dose Li~vvl and the %.curc Oral ':oxici-.y Mser-vatioa 0.2t3
shce ts. Report the LDq, ind 95 confidciicc 1-;=ir~i of
the test mztcria1, prefcrably calculzad by the Probit !!erhId*.

tfnecessary. othzr cajc-.lar--.on =erhods a be used to fit the
death/dose responise. -,Ie metitxo use~d s-hould be vpcicif-ic:..
File the fiLnal rcporz wttihirx 3 w.eeks aft~r co=plcticn or Cr-ze
experiient-

?2~C2l ~ J.H. Bemedict nAlE: 10/6/77

* D..3.Finney, Stttical Method in Biological Assa,,'. Third Edition., 1971.



LD5 0  RFCn~RD OF INDI-V!TL.1. LOSE IW-FL-

Mmose level Z;Ikc bw _ ______ &C Code c __________

1L~sbcr of ai=.;iis dosed Mml e -Feea'e_____

AU datc.a are based on sa=,le- as received..

LSamle Preparzti~cz: _____gof szple w~as m: -ed wi.-h ____C)(

Solven.t ____________ ____to -- ke a dosi=Z nalutiomm of

Sp ecLf ic Crarity: ____ L1 of saripie wei~hed z at____

indiv-idunl Animal Dat

Date A-j1=alD1__)__1 I_ _ L

________ I P--fastedW~ wt.___ -

* ________ TFasted Wt-. i: ~ ~ 1
________Tie e ofDeath I III I

14 lDay Wt-. xi I L9 .
Airg pref asted wlght ______

Lug. prefasted u-e'eight of survi-vors ______

* ~Av. 14 day weigh of st"v vo rs_______

Total Dead: M.ale. ____ einale ___

rporker's __ _ __ _ __ _ __ _ __ _ __ _ ____ ____Date_

ComrroboratinZ Ui rncss Dote____________________
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