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SUBJECT: Iprodione- Response to the TB review of l-year feeding study in dogs

TO: Susan Lewis/Jim Stone PM 21
Registration Division (H7505C)

FROM: K. Clark Swentzel /’%’ W ,g/y:,;}f/ f’//f/fd

Section Head
Toxiocology Branch II (HFAS)
HED (H7509C)

© THRU: Marcia van Gemert, Ph.D.v V. ) 3 Jey
azcd ~ etseepmont >/ 3/50
Toxicology Branch 11 (HFAS) )
HED (H7509C)

EPA ID No. 264-452

MRID No. none

Project No. 0-0031
Caswell No. 470A
Registrant: Rhone-Poulenc

Action requested

Address registrant's arguments.

Background

The current submission represents another response to the TB evaluation of a l-year
feeding study in dogs with Iprodione (Memorandum, van Gemert, TB, to Forrest, RD,

May 18, 1987). In a study in which dogs were administered 100, 600 or 3600 ppm of Iprodic
technical for 1 year, TB concluded that the LEL was 600 ppm (4.2 mg/kg/day) based on
decreased prostate weights and the presence of erythrocytes with Heinz bodies in males.
The registrant responded to the TB review by expressing the opinion that these changes
were not toxicological effects. The TB reviewer asked the registrant to submit historical
control data from the test laboratory in the same strain of dog for these parameters

to support their arqument. However, during a meeting between TR and Rhone-Poulenc

on October 12, 1987, the registrant indicated that they were not able to present

the requested historical control data. Instead they reiterated arguments that TB

had previously considered.




The re istrant is COncerneg about the Teview of this study becayge it wag used to
establish the Rfp (0.04 mg/kg/day) 1 ly t EL

t 100 Ppm. TB hag SUggested that the regist:rant_: Iepeat the Study be Use 3

higher NOEL coyig Probably pe ©stabljsheq, The regis_trant_: has Objecteq to thig approach
inst:ead, they haye Proposed to perforp a 90-day feeding Study to Provide bridging datas,

is conéerned that a 90~day study Ay not be of adequate duration to detect the
Noteqd effect on Prostate, ' ‘

TB res@se

The May 18, 1987 reviey (citeg above) of this study qig ot conclyge that the changeg
Noted aboye for kidneys and eyag were tOxi_GolOgiC&l effectg, It reming TB's Opinion

that the Observeg increases in Heiny bodjieg and decreageg in Prostate Weights are
; ; fects i . ;




