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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: Declassification Activity-Health and Safety Filing
8EHQ-94-12918 (EPA DCN 88940000160)

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) requirements.

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Any CBI substantiation which appears in the original submission is no longer applicable as the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 @ pg.com.

Sincerely,

THE PROCTER & GAMBLE COMPANY

<~ , - 1
J@Froelic er

NA Regulatory & Technical Relations Manager
The Procter & Gamble Company

One Procter & Gamble Plaza

Cincinnati, OH 45202

(513) 983-2531

loplcherm@0.com 00
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Attachment 1

Public Display Version

New Compositional Description

[ Reaction Product of L-Aspartic acid (CAS# 56-84-8); Ethane, 1,2-dibromo- (CAS# 106-93-4);
Hydrochloric acid (CAS# 7647-01-0); and Sodium hydroxide (CAS# 1310-73-2)]
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PUBLIC DISPLAY VERSION
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The Procter & Gambie 4 2 3"
Ivorydale Tec) PP
5299 Spring Grove Avenue, Cincinnati, Oluo 45217-1087

March 4, 199%4

Document Processing Center (TS$-790)

COMPANY SANITIZED
{(Attention: Section 8(e) Coordinator)
Office of Toxic Substances aE“Q - -~ 1=2% 8

U.S. Environmental Protection Agency
401 M Street, S. W. IINXET
Washington, D. C. 20460 88“:”@\@05

RE: TSCA Section 8(e¢) Submission

Reaction Product of organic acid, halogenatad alkane, hydrochloric acid
and sodium hydroxide. CAS Number Not Known. Not listed on the public
portion of the j5CA Inventory.

ATTN: TSCA Section 8(e) Cocrdinator

This submission is made in accordance with TSCA Section 8(e) requirements and
discharges any TSCA Section 8(e) responsibilities that exist for our Company
regarding the information described herein. We do not believe the data
described in this submission reasonably support the conclusion that the subject
material presents a substantial risk of 1injury to human health or the
environment .

The subject material is being studied solely for R&D purposes in the U. S. We
have not manufactured or processed this substance for commercial distribution.
. We have handled and will continue to handle this materisl with appropriate
caution in our laboratory work ain keeping with our standard procedure fox
handling all chemical substances. We will continue our practice of
communicating appropriate hazard information for the test substance by both
labels and MSDS.

This submission provides preliminary data from a dose sett.ng pre-study
conducted to identify appropriate dose levels for a definitive, larger scale
developmental toxicity study.

Maternal toxicity was evident at the three (3) highest dose levels (16,000,
24,000 and 40,000 ppm) on a dose-related basis. Two (Z) females from Group 6
(40,000 ppm) died during the course of the study on Gestation Days 16 and 17.
Body weight loss was evident in the 3 highest dose groups over Gestation Days
6-9. The weight loss continued in the two (2) highest dos: groups while the
animals in the 16,000 ppm grcup gained only 17 grams during the -dose
administration period as compared to 43 grams for the control group. A rebound
effect was seen in body weight gain following cessation ol treatment, however,
the body weight gain remained lower for each of the highest 3 dose levels as
compared to the control group. The effect on body weight was most pronounced in
the high dose group which experienced a net weight loss during the study. Net
weight gain was depressed in the 16,000 and 24,000 ppm groups.




Page 2

Clinical observations of soft stool and decreased defecation were observed in
the top three dose levels with a dose dependent increase in the incidence and
number of animals effected. One (1) of 5 animals in Group 5 (24,000 ppm) and
all animals in the high dose group appeared emaciated following several days of
treatment. The ventral body surface was stained in three (3) of five (5}
animals in the high dose group.

Developmental toxicity was also evident in the three (3) highest dose levels
(16,000, 24,000, and 40,000 ppm} as compared to the control group. Whoie litter
resorption occurred in 1 of 5 females in the 24,000 ppm group and 5 of 5 females
in the 40,000 ppm group. Post-implantation losses were increased dramatically
in the 24,000 and 40,000 ppm groups as compared to the control group. Relative
fetal body weight was reduced in the 16,000 and 24,000 ppm groups as compared to
the control group.

In the 24,000 ppm group there was one severely malformed litter. This uterus
was opened to determine the viability of the implants which could not be
determined from the external uterine exam. At least one other litter may have
been similarly affected according to its external appearance.

The results of the range-finding study indicate the test material is toxic both
maternally and developmentally at the .6,000 ppm level and above. We are
conducting the definitive developmental toxicity scudy. A copy of the final
results of this definitive study will be forwarded to the EPA when available.

We are requesting that the designated information in this submission be treated
as confidential, We have not publicly disclosed any plans regarding the
commercialization of this material and have taken specific measures to protect
such information. Measures to protect confidential information include “need to
know” internal restrictions within the Company, confidential disclosure
agreements with potential suppliers, and confidentiality restrictions imposed
upon information shared with the agency. Security at our technical centers 1is
excellent and knowledge of R&D activities pertaining to this material has been
carefully restricted to employees who have a neazd to know.

e g aawe e
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Please note that we have bracketed the information which we regard as legally

confidential. This bracketed information has been deleted from a second, public
display version of this submission. In the event of a prcposed disclosure,
notice should be given to J. T. O'Reilly at 513/983-4225,

If you wish further information, please contact me.

Very truly yours,

THE PROCTER AND GAMBLE COMPANY

Usishy

W. E. Bishop, Ph. D.

Manager

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

Doy Crmmoarawd

-

oL 2

Attachment

2w ro peEgree

- achar

B LD




\mm\xan ajeq oy ¥ A petstaea

ey ra POIRTORWD +++ v-58Z-LEYI
! . UOT3eD08I9pP PIBERIAVDIAP ++
10038 3308 +
(3uasqy -
4+ juasaxd +)
++ ++ ++ sbutpury tTeo
+ + + ~TUTIId Tewlouqvy
:SUOTJIRWICITEBH [BIBOSTA/TEUIBIXT JO Axeumng -
- - - - - - pautwexy —_—
g898n3agd Te3ol 91~ %4 [4s) OtET TET 6CT 0¢-0
N 0°¢tT 1 AR A S v-9tl o vt 0°ST weq/azTs c8- 94— LT 34 1284 1384 91-9
13337171 abeaaay
LY 09 09 89 09 6S 0Z-91
UN 6°1 vy 1°s z°s z°s (6) 3ybram
Te3lsad sATIeTdYd Le- €C- 4 L LT (44 91-2t1
N £°S 9°tl 8°¥1T 8°¢ET S°v1 weqg/sesniad oc- T- YT 8 8T vT ¢1-6
a1qeTA abeaaay
6t- ce- 1- 0T 8 L 6-9
¥N 9°TZ | €°€9 | 6°28 | €°EL | 9°LL (B) 3ybtam
|auTas’3N pTARID URSH €C 1¢ 1°Y4 LT - 6¢C LeC 9-0
Lzt | st 8°0 9°'1 z°0 S°0 (wep/ueaw) (b)ebueyp 3jybtem Apog teuaajen uesw dnoxp Teaxajul
. 898807 uofljevijuetdur uot3zvlsan
-380d JO IaqunN
S T 0 (o} 0 0 K1upo suotadaosay R
‘ Yitm sweqg jo xaquny 8cc 69¢ 6ve €8¢ LLE 6LE 0¢
0 € S - S S 14 UoOT308g ueaaesa) 6LT 602 68¢ STE 8T¢ 0ce 91
Juotjeutwexy autaaifn
‘ 3® 183371/M prARad Lo¢ €€ s8¢ 88¢ T0¢€ L6C (A 8
0 T 0 | 0 0 1 pTaeabuoN asqunN 822 £EC L2 08¢ [A k4 1414 6
S 4 S S S 4 PTavap JaqunN L9¢ s9¢ zLe oLe vLC LLe 9
4 0 o -7o 0 0 syjeag jo IaquinN £ve vve Lve €52 9ve 0s2 0
S S S S S S LApnas uo aaquny (6) ybtaMm Apog TruUIB3EKH ueay dnoao Leq uotae3BaD
0000%v| oooOv¥Z| 00097} 0OOOS8 000¢ 0 wdd 0000%| 000¥Z| 00091} 0008 000¢ 0 wdd
000t | 009 oot (o]0}4 0S 0 : (Aep /by /Buw) 000T | 009 00% (+]o}4 0s ) : (Kep /by /Bu)
abesoq 3abaey] ) abesoq 19bae]
||J 86ST-T61 aaqunN LApnis ve/c/z ?3eg uUOTIRUTWIADL I0°68St-d maowuuc.umma

-, T AYYWKHNL NOILVAYESHO A90TOLYHAL

. w v v Y od >



- R

04982034979

SEs Y $10.050

C3/15/2011
Maded From 45202

US POSTAGE

CERTlFlEﬂ MAIL. |

/006 0810 ooo4 0048 E“l].ﬁ




