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Document Processing Center (T5-790) =
Office of Toxic Substances 85"'0' 92- /00 763 INIT 3
Environmental Protection Agency )
401 M St. S.W. 889200087377 .
Washington, D.C. 20460 -3
Attn: Section 8(e) Coordinator (CAP Agreement) -7

This submission is being made pursuant to the TSCA Section 8(e) Compliance Audif?
Program and the terms of CAP Agreement # S8ECAP-0003. This report discharges our
Company obligation to report the attached data under TSCA Section 8(e). The filing of
these studies does not indicate that we agree that "substantial risk"” axists. 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 materials identified in the attached report as P1906 and P1907 are confidential
mixtures. The compositions of the mixtures are appended as Attachment 1. The report
is titled “Acute Percutaneous Toxicity”. Any correspondence relating to this
submission should reference study # 1348-32390.

This submission provides data on the acute percutaneous toxicity of a mixture of P1906
and P1907 mixed in a 5.5 to 1 ratio and dosed at 2 ml/kg. This mixture resulted in
severe skin irritation, the death of 3/6 rabbits treated, and the occurrence of
o slightly fatty livers in the three animals which died on test. Surviving animals had
no significant findings other :-han skin effects at necropsy .

We do not believe findings in this report reasonably support a conclusion of
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 been 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.



The specific chemical identity and exact preportions 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.

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.

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

Disclosure of the information claimed as CBI would result in substantial 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 required many technically trained
personnel, hundreds of hours of research and development, and significant capital
investment valued in aggregate at . Any competitor
would normally be required to make a similar investment to duplicate the formula.
Disclosure of this information would allow a competitor to duplicate the formula
without incurring significant R&D costs, thus doing substantial hamm to our
competitive position.

7. The information we have identified as confidential is not health or safety data.
Any questions concerning this submission, may be directed to me at (513) 627-5551.

Sincerely,

THE\ PROCTER AND
\

A

Richard H. Hall, Ph.D.
Manager
Regulatory & Government Affairs

The Procter £ Camble Company
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Public Display Copy

T} {xt identified P1906 is:
Alkyl benzene sulfonic acid

Sodium alkyl ethoxy sulfate

Alkyl ethoxylate

Fatty acid

Citric acid

Substituted amine

Mono ethanol amine

Propylene glycol b’—? - gg’— Qj (5/)1%&‘1(0(3‘4 ?/7’/”)

Ethanol

Substituted stilbene
Fragrance

Boric Acid

Calcium salt
Substituted amine

Enzyme
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Attachment I (cont.)

Public Display Copy

T} ixt identified P1907 is:
Derivitized organic acid

Magnesium sulfate

Sodium sulfate

Alkyl benzene sulfonic acid

Organic acid

Water
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The ! lowiag study was revieved by the Quelity Assurasce Uaits

H

LADORATORY: The Procter & Gemdle Compemy b
SIF ~ Memi Valley Laborstovies
?.0. Boz INT
Cincionati, Ohio S5MT

STWOY BWBER: 535-0007

DIVISIOEAL SEQUEST DOCUMENT:  gys 3o

T8Il P1908, F1907

TIPE OF STWOTs Acute Pereutanecus Zaxicity

FORTION(S) OF DATE(S) OF MTE(S) FINDINES
STIDY REVIRNED: REVIEWED $T: BEVIEN: NEPORTED TO STUDY OIRECTOR:
Test Substamce L. k. Klatm /14/85 /s

Randliag

The proteco]l was revieved for cosplisnce to the QAP regulstions.

Significmt swdit findings (if say) were reported to the Study Directoer and
Facility Managenent lemedistely. A)Y sudit findings are reported to Menagenmat
o0 8 periocdic bdasis.

The final study report was raviewed for fasccurscles and procedural
complisnce. The results reflect the raw dsts of the study.

N E Blonan ] SN a/4r83

Quality Assurance Ugit instor
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The scute Gerwal LDSO of o camdimmtion of MIOT and PI190¢ (1:5.3 retia) ws
found to de 2.0 ®l/kg. This test swhiataste kixtwre reselted ia “be Gunth of 3
of 6 sntamls. Ralatively severe dormnl responses vere soted ea all smimals
which resulted 18 the developmat of eschar ea the smrviviag am'‘sala. The

axteat of dermal irritstios was not considered to Do the direct coune of dceth.
mmmtmorsmunuummmdm
dorm] trestarat ares okia eryidbemm snd ovi of fatty livers, bwt =»
evidenes to SUgEeSt s probedle cawse of death. Bumiaiang satmals were
avcropaied sccording ts schedule, sad although deraml tremtomst arwe sicls
alterutions sonsistent with the fimAl 18-11fe cdeervetien wwore presemt, w0
evidence of say otder alterations was observed. The uﬂﬂ-u of the fatty
alteratien in livers of anizmls thmt dled premsturely comld mot de detevuined
wvitin the confines of the prusest study.
CRIVCTIVES D PMOXCIOND
mnm-m--umluu-immmmu

ot effect pr Wy P190T amd P1906 (1:5.5 retio) vame spplied to the

buh. of nll!tl at » dose level of 2 uiNng.
STUCY ITOWTTPTCATION

STOOY DIMECTOR: @. A. Filmap .
DIYTSIORAL TURICCLOGIS?: K. ¥, Rller
SPONSCNING DIVISION: Pecinged Soap & Detergent Mivisien
TESTTRG FACTLITY: The Procter & Casdle Compemy
Mawi Talley Ladberateries
Mological Testing Pacility
DIVISTORAL MIOUWEST DOCNENT
FOGERS: VTt 2OV i
STUDY JOMEER:  DO3-0007
STUDY ROTERCCR: DB-T971
DATES: /10705 ~ 1/20/93

TALE I .
IEST SRSTaNcE
TEST SURSTANCR
TDEPTIFICATION: P1906, P19OT
CONCEWIPATION OF TEST
SURSTANCE TESTED: Oaoe (1) pert PISOT asd 5.5 perts P1906 (Ondilwte)

- St B bt e -




TEST SUBSTASCE STORME
CONDITION: Boos Tesperstars snd Rmidity
COSTROL. SUBSTANCE: Boee
ARLLYSTS OF TEST
SUSSTANCE/CARRIER
WIXTURE: Wot required, see Preteac] Pase 3
TESY SYSTER

OF MTMALS: Badhit, Sew Zeslsnd Albino, Nxrieten Beseersh Animals
INITIAL ANIWAL WEIGHT RASGE: 2007-3003%g
ANDUAL RESTRAINY: Rarsess
GCROUP AKD TREATMENT: )
BurRce OF AEDMLD :
... 4 naLg {22,210 4 — TRESTIENT

1 862€, 4633, 8638 asgs, aS9Y, 617 1 purt PI90T « 5.5 parts
1906, wntilute, 2 ) NAg
€Iatact skis)

N1

The study vas cooducted secording to the stteched protocol. Thare ware so
nevn devistiems.

ABATOMIC PATHELOCY

Three sninsls were found desd on Japumry 13, 1905 sad postaortem exaxinstioms
were perforasd on these saisals ou Jasmary 18, 1985 (686, 8597, 4617). P. N,
Long, D.V.N., of the Patholegy Sectioe performed these vecrupsies.

Scheduled posimorien ezeximstions were perforsed ocu tde three remsicisg snimals
(262€, 2633, 2595) en Jenuary 20, 198S. The followiog pethology perscanel were

is sddesdmce:
f. L. Cenerve - Pothologist Dexignste
¥. L. VWyder = Recropesy Coordisstor

D. N, Barmett - Prosecter

o tissues were taken st efther sacrifice for histologic processing.
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Toe scute derml Lﬁ af 8 wirtere of P190¢ and P1907 was found to be
approzisetely 2.0 ’u. The test substance mirtwre produced severe eryt

(6 aninals) and alight edeus (8 of § snimals) ea the test sites folloviag the
28 bour exposure peried,.

The abdoninal area of 811 animely we3l Roist when the wrappings were rempved.
his eveatually lad to denuded (all survivers) aod raw (1 surviver) sicds fa
this ares. BStonils developed ou § of 6 sninels within J-A dsys. Taree snimals
died on days 85, 3igns of amorexis were observed for all aninsls thet died
plus one survivor, General zigns of mordidity and depression w:re also
odserved for 2 of 6 snfmmla. Test site skin escher lesfing to exfelistiom wes
ooted o8 811 survivers., Excert for skin, 211 gross siges of tosicity subsided
by eay 7 olthough one animel showed a2 significmnt Body weight loss over the
course of the study (In-life Tadie 7).

Iodividua]l animel sikia and heazlih dats sheets are $ttached ap Inlife
Aopeatices 1 and 2, respeciively.

Asstonic M’plﬂ

Postaortes exmvinstions of 3 seimmls that died priheturuly were condurted o
T738/235. Ezmvinstion of esch anisal revealed severe dorissl trestment sres skin
erythena, evicence of & Totty liwr (gwerally =53d), 1ittle or mo food is the
s~onsch, snd evidence of guoetuonrtes change. 1o sddition, ene snimel hed

painocery eongestion. The Bable csuse of She premsture desth of these
acizale conld pot De GeLerHBeds T e
e e o c————
The remeining smimls vere secrepsied sccording to schedule. Cross examisstiow
of these aimals revesled dorasl tresinmect &es a¥in sltersticons that were
cocsistent In degree and adSure with the rinal fn-life cbservstions. There
Ve, however, B0 ovidente of sny ether alterations. The significance of the
fo=ly slterstion ir livers of snimels that died premstorely could sot de
dezarnined vithis the confises of the presevt study.

Stuey Director e st Anstomie Prthologist
Desiguste
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