[

~

'-Q

TSCA CBI STATUS: NONE

- IEHR-1202-

TSCA HEALTH & SAFETY STUDY COVER SHEET
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1.0 SUBMISSION TYPE
o 8(d) XX 8(e)
XX- Tnitial Submission :

0 FYI 04
- Follow-up Submission

0 continuation sheet attached

0 OTHER: Specify

Previous EPA Submission Number or Title if update or follow-up:

U Final Report Submission

Docket Number, if any: #

| O Commercial/Tech Grade

-

€
0 Mixture Trade Name PFAZ 322 Commion Name: Polyfunctional Aziridhi®

2.1 SUMMARY/ABSTRACT ATTACHED 2.2 SUBMITTER TRACKING 2.3 FOR EPA USE ONLY
(may be required for 8(e): optional for §4, 8(d) & FYT) NUMBER OR INTERNAL ID
o
X- YES 7 NO : 7‘106 4575 1292 0338 1538 gzé
3.0 CHEMICAL/TEST SUBSTANCE IDENTITY =
Reported Chemical Name (specify nomenclature if other than CAS nam€)? 3
CAS#: 64265-57-2 1-Aziridinepropanoic acid, 2-methyl-, 2-ethyl-2-((3-(2-methyl-1-aziridinyl)-1-_; .7}
oxopropoxy)methyl) -1,3-propanediyl ester :
- i
Purity % = =
X- Single Ingredient €2

CAS Number NAME

% WEIGHT

Other chemical(s) present

1 in tested mixture anﬁ-a i n N

{0 continuation sheet attached @ CBi ” ” ”’ m ”
4.0 REPORT/STUDY TITLE
Micronucleus Test on the Male Mouse — AT00066 -15231

[] continuation sheet attached

5.1 STUDY/TSCATS INDEXING TERMS
[CHECK ONE]

HEALTH EFFECTS (HE):__X ENVIRONMENTAL EFFECTS (EE): ENVIRONMENTAL FATE (EF):

5.2 STUDY/TSCATS INDEXING TERMS (see instructions for 4 digit codes)

STUDY SUBJECT ROUTE OF

TYPE: ORGANISM (HE, EE)_MICE EXPOSURE (HE only):__
Other: Other: Other:

VEHICLE OF
EXPOSURE (HE only)_
Other:

6.0 REPORT/STUDY INFORMATION 0 Study is GLP

Laboratory _ Bayer Toxicology Report/Study Date : 11/19/02

Source of Data/Study Sponsor (if different than submitter)
0 continuation sheet attached

Number of pages _-

7.0 SUBMITTER INFORMATION

Janet M. Mostowy, Ph.D.
VP, Product Safety & Regulatory Affairs
Bayer Corporation - 100 Bayer Road, Pittsburgh, PA. 15205

Phone:  412-777-3490

ApA

4

Technical Contact: SAME AS ABOVE
0 continuation sheet attached

Phone: ()

8.0 ADDITIONAL/OPTIONAL STUDY COMMENTS
This compound is a commercial product and information will be made know in product literature.

0 continuation sheet attached
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Date: 11/22 /02
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. 9.0 CONTINUATION SHEET

Submitter Tracking Number/Internal 1D
7106 4575 1292 0338 1538
02-2-23

Continuation of 2.1

As this study result indicates the substance is clastogenic in an in vivo assay,
we are reporting. However, it should be noted that the positive result for

clastogenicity only occurred as a dose (i.e., 80 mg/kg) which killed three out of
seven animals.

summary of Results of the Micronucleus Test with

PFAZ 322
i NCE per | MNPCE per
mental number of |number of NCE| MN
expgerr;ups evaluated | per 2000 PCE | 2000 NCE 2000 PCE
PCE
‘ 2.2 2.8
ti 10,000 1370
zzgfﬂ;\l’f + 429 + 1.5 + 1.3
* 54 g9.5*
322 10,000 4193
;5/;.;_ mg/kg + 1398 + 3.1 + 1.3
positive 40 256"
5 10,000 1653 .
CCOFTUO| + 540 + . 21 + 1.1
20 mg/kg

*p <0.05in non-parametric Wilcoxon ranki.ng test
~p <0.01in non-parametric Wilcoxon ranking test

5 taken from study T 1071742
s taken from study T 1071742
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