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Qenter;: Pamington, CT. Pebruary 19=-22, 1988, @
t

ROM t Foland A, Gessert, D.V.M.: Veterinary Medical Officer/Toxicologis
° t John A. McCann, Directer; Nstionsl Laboratory Audit Program

T™hia report provides infomeaion previcusly srevided to the Inspector at the
ingpection site. Wnile st the laboratory we ascertained that Stsuffer's scute
studies were conducted at their Ricmond, Califsmia latoratory., Multiple dosing
and jrhalation coxicity studies are conducted at the Fammington, CT fasctlity.

While we were at the lahoratory, Stauffer was sxuired by Chesebrouch Fonds Co.

All the studies scheduled for sudit were sudited. These included: '
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" .Ro-tipet 2-wear oral toxicity study in rats

R=29148 2J-war chronic texicity/oncogenicity study in rats

R=40244 (Racer 2-£) multi-ganeration reproduction study in rats

MU=678 Teratogenicity stuly in New Zsaland rabbits

SC=022¢ Teratogenicity sty in CD rats
In the injtial 2-ear rat study with Ro~Nset, a NOEL was not danonstrated, peripheral -
neuram yooathy being dmonstrated at all doses. (Hazleton Study 132-134, Accession
$ 240914). Therefore, Stauffer conducted a repeat 2-ysar rat study $ T~10114, In
the repesat study a neurcpathy WOEL was denonstrated at 10 pom and 2 myopathy NOEL
at 60 ppr. The rensat study was Core graded Supplementary because histopativlogy

wis not done. However,these two studies combined can be graded Core Mingnum or
Core Guidelines. (In the one-liners, the Hazleton study is graded Core Guidelines.)
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In the multigeneration reproduction study of Racer 2-E P WU.i4) - 3ts, we
inquired vaiy there was no spemm analyses for P males. it is rct required,
Only data for 2 generstions are now required, and were provided. In this study
we anpared testes/epidymices weights and lesions with histopatiology at the
high dose. Ewverything check O.K.

The teratogenicity study of SC~0224 in CD rats which I had reviewed, I had
declared Core Supplenentary data because it was not clearly stated whether doses
adninistersd were based on the 19.2% material or on the active ingredient. The
data auciit verified that doses were based on the aczive ingredient. The cata
for this study now are Core Minimum, ‘ '

Dr. M. Adrisan Gross and [ worked together in suditing the Stauffer studies.
Therefore, cur reports should be coabined for a complete audit report.
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Roland A. Gessert, D.V.M.




