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SUBJFCT: Inhalation Studies Conducted by Mnhay Stanley
Rescarch Parm ——====DECISION MEMOQRANDIM=—we——

This mamn transmits a racommendation that an examination
of all inbalation LCgn studies which were conductsd by the
Mobay Stanley Regearch Farm e undertaken, This recommenda=
tior is based on results of a lah audit conducted at this
lab under the National Lahorateory Audit Program and is in
accordance with Standard Operating Proceadure No, 3050.4.

RACKGROUND:

Under the Matianal Laboratory Audit Program, an andit
wag conducted at Mobay Stanley Research Parm on an oral LDgq
and an inhalation study for the chemical, Amaze (Oftanalld.
The lab audit reoport was reviewsad by TSS and it was deter-
rnired th2t the i{nhalation ctudy was deficient in that
informatinn relative o the actunal {(az opnosed to rominal)
concentratinng of nroduct and/or 2ctive as well as particle
seize data are lacking. These deoficiencias would place the
stursly into 3 rupplementary clansification, thus chartirg the
regulatory astatus of this study. The ragistrant is tn he -
natified of trese Anficiencing as per the attached latter.
Tris letter will 3lseo notify the registrant that if a
modifierd S$5~-9a)lon drum was ussd as a testing apparatus then
this =tuitly would he inadequatrs,
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PECOMUENDATION 3

It is racommendend that an mxanination of all inhalation
“L.Cgn studiers which wera corducted by this lahoratory ho
undartakan until such time as wmore admquate inhalation
aynpeoure aguinment wer2 put intos oparation, As cirrd nn the
attached copy of the TSS review, all ¢nhalation atudiea run
yeing this type of 2xpasure aystam would be inadequate,.
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