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SUBJECT:  REVISED Propa21ne Qualitative Risk Assessment Based Oon
- 1995 Re-Read of Female Mammary Gland Slldes From 1981
Sprague—Dawley Rat Dietary Study

P.C. Code 080808

TO: "William Dykstra, Tcx1cologlst
' - Review Section I
Toxicology Branch I
‘Health Effects Division (75090)

FROM: - Lori L. Brunsman, Statistician

: Statistics Section - :

‘8cience Analysis Branch ;

Health Effects Division (7509C) -

THROUGH: - Hugh M..Pettlgrew, Sectlon Head.
- .. - " Statistics Section .
. - .8cience. Analy51s Branch o

. Health Effects Division (7509C)

‘Pursuant to the dlscu551on ‘at the: Propaz1ne Car01nogen1c1ty’
Peer Reviaw Committee meetlng of August 28, 1996, . EPA'S consulting
pathologist, Dr. Lucas Brennecke, recommends that mammary .gland
fibroadenomas should not be combined .with mammary gland adenomas
and carcinomas.  This decision is: reflected in this 'rev1sed '
qualltatlve rlsk assessment. : :

Backdground

A chronic oral toxicity study with Propazine in Sprague-Dawley
‘rats was conducted by International Research and Development
Corporatlon, Mattawan, ~Michigan,  for. Ciba-Geigy Corporatlon
Agricultural Division, Greensboro, North Caroline, and issued Aprll_
18, 1981 (IRDC Study No 382-007; MRID No. 000414 -08).

The study design allocated groups of 60 rats per sex to dose

levels of 0, 3, 100, or 1000 ppm of Propa21ne for -105 weeks. An

additional 5 rats per sex in the control and high dcse groups were

designated for 1nter1m sacrifice at week 53.
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Table 1. Propa21ne - Sprague-Dawley Rat Study

Female Mortallty Rates and Cox or Generallzed K/W Test Results

Weeks

‘Dose ‘1-26 - 27-52.. . 53 53-78 © 79-105F Total
(ppm) ' : ; . , o o
0 1/es® 2/62®  4/60 . 8/58  12/50 23/59
. ; I | «(39)

3- - 0/60 2/60 . - 0/58 -  3/58 18/55  23/60
L Lo T T a8y

100 1760 0759 0/59 1/59. = 14/58  16/60
o - (27)

1000 3/63¢ 0/60 '5/60 6/55 . 24/49  33/58 -

o | S en

"Number of anlmals that dled durlng 1nterval/Number of,animals
- alive at the beglnnlng of the 1nterval L Lo oo

'f‘Interlm sacrlfice at week 53.

'fFlnal sacrlflce at Week 105.t:1d‘ _

. %One a001dental death at week 13, dose 0 ppm.'i'd
abone a001denta1 death at week 52, dose o\ppm.ﬁiﬁi:t
f.cTWO acc1dental deaths at Week 13,,dose 1000 ppm_;h'

. )Percent

Note: Tlme 1ntervals were selected for dlsplay purposes only
Slgnlflcance of trend denoted at control

Slgnlflcance.of pair-wise comparlson*w1th.control denocted
at dosg level. :

*%k

If”*, then'p.< 0.05, 'If' ,fthen p < 0.01.
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