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t~Review of new label
2-Additional data to upgrade Mutagenicity study
previously reviewed , Sf:udy Unscheduled DNA Synthesis Assay
of D P X - F 6025
Recamendation or Conclusion ~ Herbicide ( H L R-208- 83 )"
i~ The labei is accepted ‘ )
3- The additional submitted data is sufficient to

- upgrade the study to acceptable .
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Background 1 Information Rt it ‘
Data submitted by the registrantiwere previoﬁsly reviewed
and accepted , Study No 208-83. Unschedulled D N A.synthesis
required explanation regarding jﬁ;tification for sélection of

Information Submitted ~ the highest dose level , since

R : , . apparently no toxic dose was tested
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(~éoppy Attached )

"Acc # 260553 , volume containing new label and justification
Y . g

for use of doses in Unschedulled D NAsynthesis study
Discussion .
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t The submitted explanation is acceptable , the doses
used are justifiable ’
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: ; . Several other documents not related to the Tox Branch
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“effect

: the” cytotoxic dose level.
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o (5) ferafojogy,rabblf. : . ,4’/' .
Not teratagenic. » s T ‘

NOEL: 60 pp
Fetal toxlicity ;
" NOEL: 15 ppm. E&i\z; ppm (delayed ossification) o,

Vs .

‘Two of “the thrge m qgenlcify studles which praeviously were
conslidered to bz/not ful ly>adequate have (because of comments and
additional information) beenlypgraded to the Core Classitication
status, Accep able. The studies_are: (1) in vivo bone marrow
study (No,7201-615), No clastogenjc, chromasomal, or chromatid

s seen. (HDT:5000 mg/kg). ) Ames test. Cytogenicity
ovided which indicated that no mutagenicity was found at

Ty : o . ‘
_ LEL: 300 pgp/?degreased welght gain)
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The Unscheduled DNA Synthesls study, No.208-83, although
apparently conducted according to adequate procedures, has an
omisslon. The choice of highest dose was not justifled. No
toxic dose was tested. Unless 10 m M represents the limit toge
concentration for such studies, fe. 5000 micrograms, cytogenlc '
data is needed. Pending the receipt of such data or appropriate

" information, the study Is inconclusive. However, when toxicity
- data (or limit dose) or solublilityy criterion information has

been provided, the study may be upgraded to Acceptable.
_tnerts have been cleared. |

-f~: Additional data is needed before regléfrafion.




