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U.S. Environmental Protection Agency Cgﬂ ?‘ AL ‘>
401 M Street, S. W. ORl 13

Washington, D. C. 20460

RE: TSCA Section 8(e) Submission for 2-Methyl-2 4-Pentanediol (CAS# 107-41-5)

ATTN: TSCA Section 8(e) Coordinator

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 subjcct material
presents a substantial risk of injury to human health or the environment.

This submission provides a summary of results for a Range-Finding Developmental Toxicity Study in Rats with
2-Methyl-2,4-Pentanediol (CAS# 107-41-5) as test substance D1748.01. Developmental toxicity was cvidenced

in the maximum dose group of 2000 mg/kg/day by two dams with resorptions only, reduced average viable
fetuses, and increased post implantation losses ,

We have handled and will continue to handle this material with appropriate caution in keeping with our standard

practice for handling all chemical substances. We will use our procedure for communicating appropnate hazard
information for the test substance by both labels and MSDS.

If you wish further information, please contact me.

Very truly vours,

“""“‘ “m ‘“mm‘ THE PROCTER AND GAMBLE C OMPANY
88950808176 %

W. E. Bishop, Ph. D.
Manager Risk, Policy & Regulaton Sciences
Telephone:513/627-6145
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James Deyo, D.V.N., Fh.D. -

Divisional Toxiecologist

The Proctesr and Gamble Company
11450 Gzooms Road

Cinoinnati, OR 45342

RE: Summary of Results IRDC Study No. 191-160%
TSIN: D1748.01

Dear Jims

A summary of the resulte of the Range-Finding Developmental Toxioity study
in Rats, IRDG Study ¥o. 191-1608 is deing sent for your review. Please
keep in mind these dats are unaudited and should be considered for

informational purposes only &t this point.

As you are aware we discontinued dosing, per your instructions, the Group §
(3000 mg/xg/day) anisals oa February 17, 1995 due to the ssvere toxioity
axperienced by this group. The Group 7 animals began dosing on gestation
day 7 and wers dosed under a similar regimsa as the other groupe with the
exception of the first day of dosing (noted above) and the dose volume was

utilined to adjust the dosage administered.

A very slight reduction in weight gain occurred in the 500 and 1000
ng/xg/day groupe for the interval gestation days 6-9, however, from this
point cnward and throughout the study all treated groups weight gain
surpassed the control group. Toxlcity as evidanced by decreased weight
gain and net weight loss (intervals days 7-9 and 18-30) was noted for the
group 7 (2000 mg/kg/day) animals. Clinical cbservations of decreased
activity, decreased defecation, ataxia, soft stool and red wvaginal
discharge were noted for the 2000 89/kg/day greup and were also indicative
of toxicity. One anisal from the 2000 mg/kg/day group sxparienced severe

signs inoluding emaciation.

The pregnancy rate was good with a minimum of four (4) animals gravid in
all groupe examined. Developmental toziocity was evidenced by two (2) dame

from the 2000 mg/kg/day groupe with resorptions only, reduced average
viable fetuses per group and increased postimplantation losses.

Mattawan, Michigan 49071 U.S.A. » telephone: (816) 888-3338 ° fax: (616) 668-4151 ¢ cable: IRDC MAAN
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The stesp increase in both maternal and developmental toxicity cbsecved in
the 2000 mg/kg/day group weuld indicate the maximum tolerated dose would be
well below this dosage. The 1000 mg/kg/day group did not sxperience
saternal or developmental toxmicity.

Given the marked toxicity at the 2000 mg/kg/day dose level and a lack of
toxicity at the 1000 dose level, it is difficult to predict where we would
begin to see maternal and/or developmental toxicity. I suggest utilising a
high dose for the definitive study of 18500 ng/kg/day. I would tend to
believe we will ses scms degres of saternal toxicity, hopefully, with
little or no developmental toxicity at this dose. Ia line with this
suggestion, we can consider using 500 and 1000 mg/kg/day for the low and
mid doses respectively. Of ocourse, we can discuss this at length after you
have had a chance to review the data with George.

Please feel fres to call if you have any questions. We can discuss tha
next study at your convenience.

Best regards.

sincerely

Xavin K. m.

Teratologist, Repreductive and

Develcpmental Toxicology Divisioa ‘~
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Study Title: Range-Finding Developmental Toxicity Study in Rats

Study Number: -160

Summary of Group 7 Detailed Observations

Gegfgtion Day 7-20
No visible abnormalities
Terminal necropey
Decreaged activicy
Ataxia

Decreased defecation
Body surface stained
Cold to the touch
vaginal discharge

Pale in color

Material around nose
Eyes pale

Labored breathing
Material around eyes
Reddish fluid in refuse pan
Soft stool

Increased sallvation
Loss of Righting Reflex

(fraquency/animals)

2000 mgékg[daz
3

5/5
56/5
31/5
20/5

4/1

2/1

3/2

4/1

6/2

4/1

6/2

2/1

3/2

3/3

2/2

1/1
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