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_ The Health Effects Division (HED) FQPA Safety Factor Committee met on October 5,
1998 to evaluate the hazard and exposure data for diflufenzopyr and recommended that the
FQPA safety factor (as required by Food Quahty Protectmn Act of August 3 1996) be removed

. in assessing the risk posed by thxs chemlcal

,
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L HAZARD ASSESSMENT

1 Determmatron of Suscem:lblhtv

The Hazard Identrﬂcatlon Assessment Rewew Commrttee (HIARC) determined that the
‘available Agency Guideline studies indicated no increased susceptibility of rats or rabbits
to in utero and/or postnatal exposure to diflufenzopyr. In the prenatal developmental
toxicity studies in rats and Tabbits, and the two-generation reproduction study in rats,
toxicity to the offspring, when observed, occurred at equivalent or higher doses than in
the parental ammals (Memorandum W. Dykstra to O. Odlott dated Ootober 6, 1998).

- 2. Adeguacy of TOX101§1 Databas

“There are no data gaps for the assessment of the effects of dlﬂufenzopyr f;ollowmg in
utero arid/or postnatal exposure. Based on the toxrclty proﬁle, a deveIOpmentaI
- nemotoxrcrty study in rats is not req\nred

I EXPOSURE AssEssrmN'r AND RISK CHARACTERIZATION -

1. Dietary (F ood) Exnoéure Consi&erations

' Dxﬂufenzopyr is a new herblcxde for use on corn. Petmanent tolerances are proposed for
* the combined residues of diflufenzopyr and those métabolites convertible to the M1
- metabolite infon corn grain, forage, and stover. Transfer of residues to meat and milk is .
" not expected There -are currently no Codex MRLs estabhshed for this new herbmde
'Resrdues of ﬂlﬁufenzopyr are systexmc Field tnal data’ mdlcate that detectable residues
. are found at the Limit of Quantitation (LOQ = 0.02ppm) i in.corn grain. Smce thisisa
" new herblcrde, no momtormg data or percent crop treated mformatron is avaﬂable

- The. HED Dletary Exposure Evaluatmn Model (DEEM) is used to assess the nsk from _
acute-and chronic dietary exposure to dlﬂufenzopyr residues in food.. These analyses- will
- . be unrefined (Tier 1), assuming that all corn contains residues of dlﬂufenzopyr atthe
Ieve! of tolerance which exaggerates the dietary exposure estimates.

2. Dretggg. (Qrmkmg-Water)Exposure Consrdera_tlon

" The environmental fate data indicate that the major routes of dissipation for drﬂufenzopyr
are microbially-mediated metabolism and hydrolysis; and that movement of - :
diflufenzopyr into surface water through runoff may occur under lnmted condmons
when sufficient rainfall occurs close to the time of application.

. Since this is'a new herbicide, there are 110 momtonng data avaﬂable 1o assess exposure to
drﬂufenzopyr in drinking water. Therefore, the GENEEC model and available
envirormen‘a! fate deta ‘or d__rr_erzOpy , Were r.sed @ e-.,..ra*" Tigr 1 “ﬂtrra*e" :
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Environmental Concentrations (EECs) for diflufenzopyr in surface water and the SCI-
GROW II model was used for ground water. These Tier I surface- and ground water
"EEC assessments, conducted on the parent compound only, result in estimates consuiered
to be upper-bound concentratxons -

Based upon the proposed uses, the fate characteristics, and the model pred;cuons EFED
.does not expect dzﬂufenzopyr to reach drmkmg water resources in significant quantities. .

. m—

. 3. Res1den§;al Exggsure Cons1derat10n :

At the time of this F QPA Safety Factor Commﬂtee meetmg, there were no reglstered
residential uses for dxﬂufenzopyr

1. SAFETY FACTOR RECON[N[ENDATION AND RATIONALE : g

1 F QPA Safe_tx E actor Recommendatlon o

The Commxttee recommended that the 10x factor for the protectton of infants and
children (as requxred by F QPA) be removed

2. Ratlonale for Removal of the FOPA Safetv Factor

The Commxttee recommended that thelO fold safety factor be removed since: 1) the
toxicology data base is complete; 2) there is no indication of increased susceptibility of
. rats or rabbit fetuses to in utero and/or postnatal exposure in the developmental and _
reproductxve toxmty data; 3). um-eﬁned (Tier 1) dietary exposure estlmates are protective -
* since they will exaggerate d1etary exposure estlmates 4) modeling data are used for
.~ ground and surface source drinking water exposure assessments resultmg in estimates
o cons1dered to be uppér-bound concentrations; and 5 ) there are currently no registered
' resxdentxal uses for dlﬂufenzopyr A
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