FINDING OF MO SIGNIFICANT IMPACT
far

Synanthle {oxfendarole)
9.06% and 22.5% Suspension
for Cattle

WAMN 140-854

SYNTEX (11.S.A.) Tue.
Palo Alto, CA

The Center for Vetvetinary Mediclne has carefully considered the
potentisl epvirommental impact of this action and has concluded that
this zetion will et have a alpghilflcant effaeet on the guallty of the
human environment and that an environmental impact siatament therefare
will not be prepared.

nanthiec Coufendazole)
9.06% and 22,57 s . 2 used in
cattle #g a bhroad-gpectrum anthelmintic. The product w#ill he
administered as a single dose (4.3 mg/kg body weight) with retreastuent
at four to six weeks if reinfection with helminths is a common
OCCUTTenta.

SYNTEX 48 regquestis

g approval af th? use of

Tn support of the pew animal drug spplicatian, SYNTEX has conductad a
number of studles be determing tha potentlal snvironmental fate and
effects of oxfendazole and summarized the results of these studiss in
the attached environmental assessment (EA).

Information in the BA and the =

rhed Aﬁ?i% My, 1990, letters from
Biamond Belentific fDempany and Coope I Bealth, Ine., indlcate
that the mprufacture of the Ik deup proffiicr at SYN? X'z facilities
in Grand Bahama Island, Bahamas and Boulder, Colorado and the finished
product at Diamond Scilentific and Coppers Animal Health are in
compliance with the applicable Pederal, state and local regulations,
including the cccupatlonal reguldtions. Therefore, the manufacture of
the product Is not sgpsected to have a significant impact pn the
envivonnent.

Information iIn the EA also indicates that residues of oxfendazole sre
axpected to be Introduced into the environment as a tesalt of tha uss
of the product. These zea?du&& are expectad o be mederately bound by
goll amd warilculate s £ concel fons in ruboff from
feedlots amd soils are %Xpﬁﬂtﬁﬁ o he low amd are not azpscted to have
significant impacts on aquatic species. DPata also indlcate that
residues that enter aguatlic syatems are expected to degrade upon
gxposurz to sunlight, Tables of the quantum vields ((cE)} and sessonal
{spring, swmmer, Fall and winter} kalf-lives For the photodegradation
of oxfendazole and its hydreletie product are attached {Tables 1 & 2).
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Analysis of the data from two definitive plant studies (Mo Ohserved
Fffect Comcentrations for reductions in cobserved patrameters) and an
earthworm toxicity study indicate that residues of oxfendazole in
agricaltaral soll zre not ewxpectad to have adverse impacts on plants
or soil invertebrates, Tables of the observaed seadling growth effects
(reductions in Table la; increases in Table 1b) on shoot length, shoot
welght aud root walght of cueumbee, pimto béan, rye, corn, wheat,

and soybean (2 studies) as calculated by the Center for Veterinary
Medicine, Blomatric Branch, are attached, It is also lmportant to
note (Tablas 22 and 2b, that the solvent wsed fan the plant studies, in
some cases, significantly influenced plant growth and, therefore, bhoth
the reductions and the increases observed may have been magnified by
the solvent, Although some accumulation of oxfendazole may occur,
oxfendazole residues that are present in soil are expected to degrade
from hydrolyvsis and, upon exposure to sunlight daring soil turnever,
from photolysis. No exposures of terrestrial vertabrates species are
expacted.,
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