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The Center for Veterinary Medicine bhae ecarefully considered the
potentfal envirommantal fmpact of this action and hag concluded that
this action will not have a significant effect on the quality of the
human environment and that an environmental i{mpact statement therefore
will not be prepasred.

Hoechst-Roussel Agri~Vet Company im the U.%. agent requesting approval
for Rousgel-Uclaf, Paris, Prance, of HADA 138-612 for the use of
Finaplix =¥ (trenholone acetate) in fiuxshiug helfere for improved
body welght and feed efficiency and Pimaplix -§ in finishing steers
for improved feed efficiencv. The prodect is to be sdministered to
keifers at a dose of 200 ng during the last 63 daye prior to slaughter
and to steers at a dose of 140 oy every 863 days,

The firm has submitted an enviroomentsl assesswent (FA) dated April
1987 (copy attacted) in support of the approval of the NADA., The
active drug substance i{s produced In the Rouseel~liclaf facility In
Vertolave, France. The finisbed product fa to he produced in
Complegne, France. Therefore, introductions of the drug substance
into the U,S. environment frow wanufacturing are not expected.

The firm has submitted Informatfon which describes the waste centrol
measures uvtilized during the production of the product and has
certified compliance with the environmental requiremente of the
approvrriste French government. Additionsally, information has been
provided in the FA which indicstes that appropriste precsutions are
taken to protect employees from exposure to the active substance and
adverse occupational effects at mamufacturing facilities are not
anticivated. Adverse effects to individuals etilizing the finished
product are not expected because of the nature of the packaging and
delivery of the fintished dyug product.

Trenbolone acetate could he introduced into the environment of the
.5, through wse of the product. However, data contained in the FA
indicate thst trenbolone acetate is exteneively wetabolized after
administration. 0Of the Injtial dose of tritium—labelled tresholone
acetate administered to heifers, none was datected in the bile.

The primary route of excretion fs through the bile, therefore,
significant auantities of trenbolone acetate would not he expected in
cettle waste and would not be expected to enter the environment as a
- result of ite use in feedlot heifers and steers.
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The major metabolite detected in the bile was the 17ahydroxy~estra~
4,%,11~trfen~3~one (17-alphe) metabolite. This metebolite was
detected at 34,77 of the exereted radioactivity. Other metabolites
were algo detected, but at less than or equal to 3.0% of excreted
radiosctivity. Baded on this finding, the chemical of environmental
concarn fa the !7-alpha metabolite of trenbolone acetate.

The firm has calculated that the waxfmum amouat of the 17-alpha
metabolite wvhick could be expacted in hetfer waste ss » vesult of the
the use of trenhbolone scetate 13 0.1 parts per willion (ppmd)e The
naxioun concentration of the 17-alpha metabolite which could be
expected In ronoff from a feedlot {8 0,037 ppm and the maximem
concentration which could appesr {r sgricultural solls following
incorporation of waste from cattle given trenbolone {s 0,0017 ppm,
The maximur apount which would enter runoff, however, would be
expected to be less based on the expected adsorption of the 17-alpha
metabolite to organic matter (Koe range 420~1100) in cattle waste.
Additfonal dsts contained in the FA Indiecate thet the !7T~alpha
netabolite can be expected to wnderge biodegradetion In sgricmltural
seils with legs than or equal to 2% of the initlal coecentration
revaining sfter 56 days. This degredation would result in
approximately 0.00003 ppm of the 17-alpha metsbelite remalning fw
agricultural soils after 56 days.

The A containe Information which indicates that the 17-alpha -10
metaholite of trenbolone scetate has a low vapor pressvre (7 X 10
welip) and {s low-voderately sorbed to three sofls. Therefore, it is
not expected that this metabolite wil)l enter the atwosphere following
the incorporation of cattle waste containing the metabolite in
agricultursl soils.

Besed on the octsnol/water partition coefficient (Kow = 510), the
17-glpha metabolite has a low-moderate tendency te bloaccumulete in
fatty tissuve. However, organfsms which could be threatened by
bioaccumalation would not be expected to have access te the molecule

md ite relatively rapid depradation would reduce the likeltheood of
bloaccumulation.

Data in the FA Indicate that the 17=alpha metabolite is not expected
to have any adverse impacts oo carbon snd nitrogen cycling
envirvonmental organfsms. The 17-alpha metabolite at 0.015 and

0.15 ppm did not have any adverse effects on soll microorganisss
asgociated with enviroamental nitvogen and carbon cyeling in two
soile. These concentrations are considerably higher then those
expected in agricultural soils. Additionel toxicity testing for the
target species and for various lahoratory specties (mouse, rat, pig,
wonkeys) also indicete that the only adverse effects sssociated with
trenbolone were hormanal ifn vature, No-effect dietary levels for
trenbolone ascetate's hormonal activity wera determined to be 0.5 ppmw
for the rat and 0,24 ppm for the Rhesus monkey., These concentration
are bdoth gireater than the concentrations of the 17-alphe metaholite
which eould occur In the enviromment. Additionally, iaformatfon In
the EA Indicates that the 17~alphs metabolite is expected to exhibit
considerably less hormonal activity than the favent compound. Adverse
effects on higher envivonmental organiees vaald thetcfar« not be
expected. . .
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Rased on (1) the lack of parent compound expected In the enviroument,
(2) the low concentrations of the maior metaholite, 17-alpha, expected
in acustic and terrestrial envircnments, (3) the low vapor pressure
and moderate soll sorption of the 17-alpha wetabalite, (4) a
demonstrated lack of adverse impacts to nitrogen and earhon circling
organiams, and (5) a lack of adverse effects on target and lahoratory
species, {t is expected that the use of trenbolone acetate in feedlot
heifers and steers will not have a significant impset on the nuality

of the environment,
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