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

it"ww.pgcomn

May 30,2012 2012k Ju'i 10ff: 533

via Fed-Ex

Attention: TSCA Declassification Coordinator
U.S. EPA
Office of Pollution Prevention and Toxics
Confidential Business Information Center (CBIC)
EPA East Building, Room 6428
1201 Constitution Ave.
Washington, DC 20004-3302

Re: Declassifi1cation Activity-Health and Safety Filing
TSCA 8(e) Submission 8EHQ-94-1 3216 DCN: 88950000006

Dear Sir/Madam:

The Procter & Gamble Company (P&G) provides this submission to amend the Public Display Version of our
TSCA Section 8(e) submission referenced above.
This amended submission is composed of the information provided in this cover letter and its attachment.
Please append this letter and attachment directly in front of EPA's existing Public Display Version of this TSCA
8(e) submission to create a new declassified Public Display Version. The newly created document discloses
chemical identity information previously claimed CBI and replaces the existing Public Display copy of this
TSCA 8(e) submission.
Any CBI substantiation for chemical identity which appeared in the original submission is no longer applicable
as the chemical identity information is now disclosed in the revised submission described above.
Should you have any questions, please contact me at (513) 983-2531 or f roelicher.im @ pa.com.

Sincerely,

THE PROCTER & GA LE COMPANY

NA latory & Technical Relations Manager
The Procter & Gamble Company
One Procter & Gamble Plaza
Cincinnati, OH 45202 11111 1 E 111111 I I 1 1 1 I
Attachment
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Attachment

Non-Confidential Public Display Version
8EHQ-94-13216
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CODING FORMS FOR SRC INDEXING

Microfichc No.

OTS0590057

New Doc ID JOld Doc ID

88-950000006S 8EHQ- 1094-13216S

Date Produced Date Receive TSCA Section

10/05/94 10/07/94 8E

Submitting Organization

PROCTOR & GAMBLE CO

Contractor

Document Title

INITIAL SUBMISSION: 91-DAY SUBCHRONIC FEEDING STUDY IN RATS WITH

COVER LETTER DATED 100594 (SANITIZED)

Chemical Category





Proeter& Gamble
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99%ptng Grow Avnue, Concinna, Ohio 4520''I$
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October 5, 1994 r

Documnt Processing Cunter (TS-790)
(Attention Sectn H(e) Coordinator) "g c CC .
Office of Toxic Substances
U S Environmeantal Protection Agency
401 M Stred, S W
Washington, D C 20460 COMPANY SANITIZED
RE TSCA Section NOe Submission

Reaction Product of organic acid, halogenated. alkan, hydrochlonic acid and sodium hydroxide CAS

Number Not Known, Not listed an the public portion of the I'SCA Inventoy

A1TN TSCA Secton 5(e) Coordinator

This submission is made in accordance with TSCA Section 8(e) requiremeits and discharges any TSCA
Section 8(e) responsibilities that exist for our Company regarding the information descnbed herein We do not
believe the data des ribed in this submission reasonably support the conclusion that the subject material
presents a substantial risk af mnjury to human health or the environment

The subject mater ias being studied solely for R&D purpose in the US We have not manufactured or
processed this substance for commercial distribution We have handled and will continue to handl this
m~terial with appropriate caution in our laboratory work in keqxng with our standard procedure for handling
all chemical substances We will continue our practice of comnicatmng appropriate hazard information for
the test substance by both labels and NISOS

This submission provides pruliminary infoirmation (intched) from an un-auditd, 9l-day subchrmic feeding
study in rat The study incluided a 4-week recovery perid, and the test material was dosed at 0, 50, 300, 700
and 1000 mg/kgday Degeneratio of san.tferous epithel:um (teste) was observed in 7/10 animals in 1000
mg/kg group, and 3/10 antmals in 700 mg/kg group. There was no evidence of degeneration in lower dose
group or in any group following the recovery period. In the 1000 mg/kg group a decrease in normal sperm was
obwun-d with a concomitant increase in head-orly spent (96 7% tormnal and 2 3% heed-only sperm for the
conitrol group, compared to 85 5% normal and 12 7% head-only spern. in the 1000 mg/kig group) This affect
was not observed following the 4 week recovery perod, except m -n rat. Hlowever, there 'was an increase in
abnoral hook sperm in the 1000 mg/kg group (97% normal and 1% hook Vpea for the conitrol group,
cowered to 86% normal and 2 4% hook sperm in the 1000 mg/kg group)
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The no observed effect levels for the observations cited above are well abcve the maximum anticipated
expoures of the tea substance We eluniata safey factors greate than 400,000-bild flor the effects
suiznd here

We arc requesting that the designated information mn this submission be treated as confidntal We have not
publicly disclosed sty plans regarding the commiahtzatwn of this material ad have taken specific measures
to prowe sudi iformatmo Measures to protect confidential mtbnnmati include "need to know" internal
restrictions within the Company. coonfidmitial disclosure agreenents with potential suppliers, and confideuity
restrctios umposed upon inflontton shared with the agency Security at our technical cutters is excellient and
kcnowledge of R&D activitie peaumiwg to this material. has beow carefuilly restricted to employee who have a
need to know

Please note that we have bracketed the information which we regard as legally confidential This bracketed
informastion has been deled from a second, public display version of this submiussion In the evet of a
proposed disclosure, notce should be given to J T O'Reilly at 5 13/983-4225

If you wish further information, please contact me

Very truly yours,

THE PROCTER AND GAMBLE COMPANY

* E Bishop, Ph D
Manager
Regulatory & Government Affairs
The Procter & Gamble Company
Telqtitone 513/627-6368
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PATHOLOGY REPORT (ORAflT)
PRINCIPAL SECTION

TEST ARTICLE E-5.0
TEST SYSTEM RAT. Suochronlc 13-week . Flea DATE 14-JUL-94
SPONSOR Procter & tainole PATHOATA SYSTEM V3.3d

RESULTS

The remainder of microscopic findings did not vary significantly in
incidence or severity between control and treated groups, nor between
rats sacrificed at the end of the treatment period or following the
recovery phase They were all of a spontaneous nature anJ within the
normal range of background morphologic alterations which my be recordsd
in Wiatar rats of this strain at these ages.

-Atrophy, tubular 2
................... ..............................................
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