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The Center for Vetet'inary ~1ed!dne hag earefully considered the 
potential environmental impact of this action and has concluded that 
t:hle acttcm wtll not have a s!gnH1cant effect on the quaHty of the 
human environment and that at~ envf:romr.ental tmpaet $tatement therefortl 
w!ll not he prepared. 

lloeeh•t-Rouuel. Agrl-Vet Comrany it!t the u.s. agent rertuestlnfJ approval 
for Rl>tt~el-uclaf, Pads, F'ranee, of NADA 138-612 for the use of 
FinapUx ·-v, (trenholone acetate) in Un.tsh!n~ he.tfers for improved 
body we!~ht and feed efficiency and Ftnaplb ·-s in finf.shi~ steers 
for 1l!79t'OVed feed efficiency. The trroduet h to he ad~lnistered to 
heifers at a dose of 200 ti1\'t dudn~ the last 63 day~~t flriQr to sleu~hter 
and to steen at a dose of 140 m~t, every 63 days. 

The fh'm h~t.s submitted an envlromHntal astu~sswent (EA) dated April 
1987 (eopy att.acl-led) tn support of the approval of the NADA. The 
active <'!rug lln:tbatance b produced !n t'he Romllsel-Hclaf facility in 
Vertohye, France. The finlahed product fs to he produced ht 
Com~ie~ne, France. Therefore, introductions of the dru~ substance 
i.t'to the u.s. tnlvironmtmt fr()11!! t~~anufacturtng are r~ot ext'ected. 

The ffm has stt~itted 1nformatten which descdks the. waste control 
1llfUlSt1res uUlbed durin~ the f)t"oduction of the product l!ll:nd has 
eertif'hd compl hlnce Yf.th the envlt'ont:~tental re(fulrements of the 
Rppraprtate 'French )tovernment. Ad..!.tionally. fnfomat:ton haB bef!n 
provided in the !A which tndleato that approprbte 'f)recautioDs are 
taken to ?t"oteet employeee fro~~t exposure to the aet:tve suh$ttuu::e and 
adverse occut>ational effect. at manufacturing faciUdes are not 
anticipated. MvC~trse effect@ to 1ndivfduals utU.h:in~ the ftnhf'.ed 
product ar~ not expected because of the nature of the paekagtn~ and 
delivery of the ftnbhed dns~ product. 

Trenbolone acetate eould he· intrc:xhteed into the envtroment of t'he 
u.s. thrOu$r.h use of the product. Nowever, data contdned tn the F.A 
indicrate U~•t trenbolone acetate h extene.tvely eetaboHc«l after 
admlntstraUort. f)f the initial dose of tr1Uum-bbelled trenbolone 
acetate aftlhd,sterM to heifers, none wu detected in the btle. 
Tbe ttrb~ary route of ex:et'eti.on 18 through the bile• therefor.e, 
tt1gn1fteant (luantities E'f t.renboloM acetate would not be expeeted tn 
eottle vast• and would not be ex~eted to enter the envfro~nt ae a 
rettnlt of !ttt use in feedlot beifet"s a.nd steiU:'flt. 
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The ~ajor metaooUte t!et.eeted in the bile was tltta l7a-hydr~estra-
4, 9, U-tdeu-3-one (17-all'Jha) •tahollte. tb:ts m.etabollte was 
detected at 34.7% of the elret'fated radioaeti•tty. Other Mtabolttes 
were altiJO deteeted, .""t at less than or e(lual to 3.0% of exereted 
radfoaettv1ty. Ba•.w ott tbb findt~, tlle cb.evdeal of anvtroaaeotal 
eofteen ht the 11-al~ha 'metaboltte of trenb&lone •~tatth 

Tbe ftN has ealeulated that the ma:t•vm aJOuat nf the 17-alJ)ha 
wetaholtte whteh could be ex~eted tn hetfe:r waste •• a result of the 
tfote uft of trettbo!.one acetate b 0.1 part• per tdlUon (ppt~). n. 
aut.._ conentration of the 17-4d.))'tta Mtahol:tte whleh eoult.t be 
~ctfid tn t>uaoff f!'Om a feedlot ts o.tn1t ,,_ and tne mul.t!mlft 
COReentT8tton ~ich could ap,.a:r in ag:r!cultuTal soils following 
lneo:rporattca of nste fr<l'!l .eattle gtvu tt"enboloue 18 o.oon Jtpl'i• 
The ~YXt•um aeunt whteb would enter nmoff, ~ver, wotdtf bel 
ex:peeted to be leaa bas:ed om the «tXP*~ted adsorptioa of the 17-alpha 
metabolite to o'tgaJtte Ntter (loe range 426-UOO) ln cattle W1Utte. 
Additf.ottal data eo•tained in the fi'..A tftdieate that the 17-alpba 
aetabolf.te catl be ex:-pe~ted to wderro btodqradatton In a~rteultur•ll 
soils w!th leas tkaD or e~ua! to 2% of tbe 1n1tlal concentration 
'l"tmaint~ after 56 days. thta d~radatlon would nsult in 
apprmdutety o.oaoo3 \.\!* of the 17-alpb.a aetabolite re10a1ntng J.s 
agricultural soils after 56 days. 

"l"1ie lA et>ata1mr ~nfon.aaticm which tndfcata that the 11-alpha _
10metabclite of trnbf>lone acetate b.a• a low vapGr pr•asut'e (7 X 10 

ll!lllrg) aatf is l~oderately aorbed to thr. soils. 'rherefon. it f.a 
aot u:-peeted tliat thle 11etsklite wUl enter the atmo.,bere following 
t~ tneor~atlon of eattle waste containing the aetabollte ia 
agricultural soils. 

Baaed oe tM oetaaol/vatet' •rUtton eoefftettmt (Ko-.r • 510), the 
17-alpba utaboU.te haa a low-mo<lerate tendeacy to htoae~_..late !n 
fatty ttsaue. leftl"er, or¢atdstlua wfeb eoald be threateMd by· 
btoaee•ulatton would not be expeetad to have aeeetU'I to the molecul« 
ettd tta ftlatt.-ely nptd degrad&tlon "WOuld reduce the lU:elthocd of 
btoaeeumulat!on. 

Data. f.n tbe F.A indicate that the 17-alpha eetaboUte is n:ot a)'eeted 
to have any adve.rM t...,aets on carbon aad ait:rogen eyeliag 
env1rOJlU!ental Ot"ftnlns. 't'be 17•alp'hll metaboUte at 0.015 artd 
6.1S ppm did not ha¥e any ad•erse effeeta on soil •teroorganiem• 
usodated w:lth etW:trOMJeattl nitr~ nd carbon cycU~ ln two 
aoUs. These eoneentraUou ate eoanden'blf btgber theft thoae 
expected 1n egriealtuTal eotls. Addltlonal toxtctty test1Dg for the 
t.ar.-et eped.ea aad for vartou laboratory •,ectea (taOuu, rat, pig, 
t~oakeys) altto iad.tcete tbat th.e only advet'se effect• aaaoetated with 
tretl'boloae wu honaoaal tn utunr. lifreffect dietary level& for 
trenbelOI'Mt acetate • s bonortal activity were det.er~~~t,ma<f to be o. S pp11 
for the rat and o. 24 'Pf!lll f« the lhesua taot!key. ;rileM ~tltrat1oa 
are bot~ greater than t~e coaceat:ratfona of the 17-alPha -.taboltte 
which enld. oeeur 1t'l the ettViro_.t. Addttlo-.lly, tnfo'rtRtiort tn 
the; lA tadlutu that the 11-alpha atakUte. f.t u,_etf!d to ab1M.t 
eo•:att!erably less hor~MRal activity tlum the '*1rcint eM,ouad. Adverae 
affee.ts Oft M«ber,' ewtr01JIH1'ltal ergaatns 'Hld4 tbepfore ttot be 
expected. · 

http:affee.ts
http:utaboU.te
http:aetabolf.te


-1­

'Rased on (1) th~ laclt of parEmt compound expected in the environment, 
(?.) the low concentrations of the ma1or netahoUte 1 17-a!pha, lf!)Cpected 
in Acust!c and terrestrial tl'nvtron~ente, {:l) the l<X" vapor prestttJre 
and moderate soU ftorpt1on of the 17-alnha metabolf.te, (4) a 
d~onstrated lack of a<tverse impactf; to nitron;en and carbon circling 
OT(anir.mfi, and (5) a lack of s.dvene effeet~ on tar~et anrl lahor.atory 
!ipeeles, ft b expected that the tJBe of trffnholone acet.ate in feerllot 
helfers and steen will not have a slRnif'icant if'l'nact. on tl1e l'.'ludity 
of the envlroMent. 
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