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The Procter & Gamble Company
NA Regulatory & Technical Relations
One Procter & Gamble Plaza (C-6)

Cincinnati, OH 45202
WWW.pg.com

May 30, 2012

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: Declassification Activity-Health and Safety Filing
TSCA 8(e) Submission 8EHQ-94-13216 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Any CBI substantiation for chemical identity which appeared in the original submission is no longer applicable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 froelicher.jm @pg.com.

Sincerely,

THE PROCTER & GA LE COMPANY

The Procter & Gamble Company

One Procter & Gamble Plaza

Gincinnaf, OH 45202 U000 O
g8 91 2 0 0O 0O O 3 8 7

Attachment

CONTAINS NO ¢



Attachment

Non-Confidential Public Display Version
8EHQ-94-13216

Chemical
Reaction Product Of

L-Asparic acid 56-84-8

Ethane, 1,2-dibromo 106-93-4

Hydrochloric acid 7647-01-0

Sodium hydroxide 1310-73-2
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PROCTOR & GAMBLE CO

Contractor l
Document Title |

INITIAL SUBMISSION: 91-DAY SUBCHRONIC FEEDING STUDY IN RATS WITH
COVER LETTER DATED 100594 (SANITIZED)

Chemical Category







Procter&Gamble

yEVR-70T8-132 iy

3299 Spring Uirove Avenue, Cincinmat), (o 4527 W™

(¥ =)
Public Display Version 3 .
] .‘. :'—')
October $, 1994 N
gEHO-F(-1326 T3
Document Processing Center (TS-790) T ~
{Atention Section 8(e) Coordinator) R S oL o6 & - 0
Office of Toxuc Substances

U S Environmental Protection Agency
401 M Street, S W

Washington, D € 20460 COMPANY SANITIZED

RE TSCA Section B(e) Submussion

Reaction Product of organic acid, halogenated alkane, hydrochlonc acid and sodium hydroxide CAS
Number Not Known Not listed on the pubhic portion of the TSCA Inventory

ATTN TSCA Section 8(¢) Coordmator

This submussion 15 made i accordance with TSCA Section 3(e) requirements and discharges any TSCA
Section 8(¢) responsiblities that exist for our Company regarding the mformation descnbed heren We do not

believe the data des nbed n this submission reasanably support the conclusion that the subject matenal
presents a substantial nsk of mjury to human heaith or the environment

The subject matenal 15 bemng studied solely for R&D purposes in the US We have not manufactured or
processed this substance for commercial distribution We have handled and will continue to handle this
matenal with appropnate caution m our laboratory work i keepmg with our standard procedure for handling

all chermical substances We will continue our practice of communicatmg appropriste hazard information for
the test substance by both labels and MSDS

This subrmussion provides prelimmary mformation (attached) from an un-audited, 9i-day subchronic feeding
study i rats  The study mncluded a 4-week recovery period, and the test matenal was dosed at 0, 50, 300, 700
and 1000 mg/kg/day Degeneration of semu..ferous epithel:um (testes) was observed n 7/10 animals in 1000
mg/kg group, and 3/10 animals m 700 mg/kg group. There was no evidence of degeneration n lower dose
groups or m any group following the recovery period. In the 1000 mg/kg group a decrease n nonnal sperm was
obsrved with & concomutant ncrease m head-only sperm (96 7% normal and 2 3% hesd-only sperm for the
control group, compared to 85 5% normal and 12 7% head-only spenr. m the 1000 mg/kg group) This effect
was not observed following the 4 week recovery peniod, except in one rat. However, there 'vas an increase mn
sbnormal hook sperm m the 1000 mg/kg group (97% normal and 1% hook sperm for the control group,
compared to 86% normal and 2 4% hook sperm in the 1000 mg/kg group).

(KW PUB VERS DOX |




The no observed effect levels for the observations cited above are well abcve the maximum anticipated
exposures of the te substance We estimate safety factors greater than 400,000-fold for the effects
summarnized here

We arc requesting that the designated information m this submussion be trcated as confidential We have not
publicly disclosed any plans regarding the commercialization of this matenal and have taken rpecific measurss
to protec such mformanon Measures to protect confidential imformation include "need to know" mternal
restrictions within the Company, confidential disclosure agreements with potential supplhers, and confidentiality
restricions imposed upon mformation shared with the agency Securtity at our technical centers 15 excellent and
knowledge of R&D activitses pertamirg to this matenal has been carefully restncted to employees who have a
need to know

Please note that we have bracketed the information which we regard as legally confidential This bracketed
information has been deleted from a second, public dusplay version of this submussion In the event of a
proposed disclosure, natice should be givento J T O'Reiily at 513/9083-4225

If you wash further mformation, please contact me
Very truly yours,

THE PROCTER AND GAMBLE COMPANY

‘¥ E Bashop, Ph D

Manager

Regulatory & Govemment Affairs
The Procter & Gamble Company
Telephone 513/627-6368

OKW PUB VERA DOC 2
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SPERM MORPHOLOGY (%) (CONT'D)
AFTER 13 WEEKS
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: Steel-Test signifisant ot 8 leve

(A) = Valuves of snissl ne 70 were guqlyged free the seen
: Ounnet-Test based on pesled veriants significant at 3% level
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5 August 1994
“Puer Raview « Subchronic 12-Week Orel (Reading) Texiclty
Shudy with B-4899.01 (n the Rat
RESULTS (continued)
Terws The reviewing pathologiat consdared that tare ws an effect of bwatment in the

wies congiging of deganerstion of the seminiferous apithalium in 7/10 animaly,
dosed ot 1000 my/ky/day and 310 dosed at 700 mg/hy/day. An effect of
wesimant wes not noted in the Orekt Pathclogy Report.

Thers vwas no evidence of an offect of Yestmant in andmals dosed at 30 or 300
mgfkg/day or in animals rom the recovery group,

haterel aroplvy was notad in 210 main tast rmales and 210 recovery group
males dosed at 1000 my/icg/day. Ae this change may oucur spontanecusly in raty
of this aga, the significancs of these findings remains equivocal, despits the
sbeence of similer changes in conarol rals from this study.
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PATHOLOGY REPORT (DRAFT)
PRINCIPAL SECTION

TEST ARTICLE : €-4589.01

TEST SYSTEM : RAT, Subchronic l3-week , Feed DATE D 14-JUL-94
SPONSOR : Procter & Gamble PATHDATA SYSTEM Vv3.5¢
RESULTS

The remaindsr of wicroscopic findings did not vary significantly in
incidence or severity betwesn control and treated groups, nor between
rats sacrificed at the end of the trsatment period or following the
recovery phase They were all of a spontaneous nature and within the
norsal range of background morphologic altsrations which may be recorded
in Wistar rats of this strain at thase ages.

TESTES NO.EXAM. : 10 10
- Atrophy, tudbutar 2

e
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