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SUMMARY: The Food and,Drug Administration (FDA) is amending the animal ,. 
drug regulations to reflect approval of a supplemental new animal drug 

,: 
application (NADA) filed by Fort Dodge Animal Health, Division of Wyeth. 

The supplemental NADA provides for oral use of moxidectin gel in horses and -.A.. *( :ir.-i “sP* 2, ,%r.u-iu is- I_< ,. I >.e. I_ < ~-.<:e‘ .,, _,._l,>i ..& __ ,.,‘ 1 .,/ _” 
ponies for the treatment~md control,, of an,,additignaj~ species of small strongyle. 

DATES: This rule is effective [insert date of publication In th~‘@&r&l Re&ter]. ’ 
. 

FOR FURTHER INFQRlblAT!C$ CQr;STAcx: Me&@ R:,, Beson, Gente?:for Veterinary , i,d I I. ,* ‘,, _.2 r. I ‘ .A 
Medicine (HFV-J!O), Food and Drug Administration, hl0 Standish Pl., ” ’ “_, 

Rockville, MD 20855‘, 301-8?~~~7543,“.e-mail:.mb~~~~~“~~vm;fda.gov. \ .i: ,.., :..-. r’5.,“I,-.. ., / , 

SUPPLEMENTARY~I~FORMATIOt$~o~~~&$ige Animal Health, Division of Wyeth, ” / , \ I >\ _-~ “I 3, ., ./ I 

800 Fifth St. NW., Fort Dodge, IA 505Ol;‘filed a supplement toNADA.‘i$i- ” ’ ’ 
,.‘,5.: j,_ 

.~ ,,Ij; , i ^ : 
087 for QUEST (moxide&n 2.0%) Gel, used for the treatment and control of, . , i”. “.j . is 1:, ‘., ii;.,*> _, . .s_ ..‘, ., ? ., -“,,,r*~,-v, I.?,,, _ ,,*r”’ -il. iC’ ~, ,<.i :- “I I, 

various species of internal parasites in horsesand pon&. ‘I@ Supplemental : 
j 

NADA provides for the addition of one,,.n%ew~ species,of adult small strongyle ,_ .‘__ _, 
and for the speciation of,adult small, strongyles in product labeling. The * I . . , . , -i : IW ./A.. I * ,_~, ,_ ‘i 
supplemental NADA is approved as of I&r&17, 2dt>4, and* il'^~~~%!ci'~%@%? ’ ‘: ’ ’ .,‘. (,_ , > , ,: j ‘.” ‘, $ ̂ , . ” __ 
is amended t.o reflect the,approval. 

i’ “. ‘_ 
:, ‘ 
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In accordance with the freedom of information provisions of.21 CFR part /I 8-e ,*,I 1 ‘“.<&“I- “,A*/ ,_ y is i_ a.~& .Z” ,., ..“.:,* ,_.,” I*, ““S” ,< ).l-,-“d -,,‘.l*‘) .c. . . (^ , , _ ~ _1 4 j 
20 and 22 CFR 514Jl(e)(Z)( ), ii a s~ummary of safety and effectiveness data and , ,^,. .” \ ., 
information submitte,d”,to support approval of this application may be’ seen in ’ . , I” _, __ 
the Division of Dockets Management (HFA-3135), Food and.Drug , ._I I a, . * 

Administration, 5630 Fishers Lane, rm. $062, Rockville, MD 20852, between 

9 a.m. and 4 p.m., Monday through Friday. 

Under section 5;2(c)(2)(F)(iii) of the Federal (. Food, Drug.and Cosmetic Act; _- I, i 
(21 U.S.C. 36Ob(c)(?)~(F)(iii)),. this approval qualifie,s for 3 years of marketing , ,” ;. _/,, 
exclusivity beginning March 17, 2004. Exclusivity applies only to the new : -. .., ,,,/a ,,..\ ,, > _~( I \, , ! 
effectivermss claim.-for adult Coronocyclus labratusfor whi&ne~ data were _ ,.. ,%‘..‘a”~ ..I,. dl “, “y”‘. ._. , . i.Y”,A --, _, , .,_ .I ~ : 

required. 

The agency has determined,under ,2i CFR 25.33(d)(j) that this action is _. ,., “..,” ,y yc,v’ ~-// *X7 .,_ - ; 

of a type that does n.ot individually or cumulatively have a significant effect 

on the human environment, Therefore, neither an,,,environmental assessment -“. .- ‘b ‘l * _ ,..~,,lL1 , : ;* ;’ : “‘. ,I -’ \ 

nor an environmental impact statement is required. 

because it is a rule of “particular applicability.” Therefore, it is not’subject 

to the congressional review requirements in 5 U.S.C. $@l.-@Z@..\ ’ .- 1 

List of Subjects in 21 CFR. P@ zb2,0 _ ,‘. 

Animal drugs. 

q Therefore, under the Federal. Food, Drug’, and Cosmetrc Act$ndunder 
i 

authority delegated to the Collnmissioner.of%opd~,~n~~~.~.~~ugs and redelegated to ,- : ,., 
the Center for Veterinary Medicine, 21 ,CFR part 520 is~ amended-as follows: 1 -1’ ‘: -- “. : 

m 1. The authority citation for iiCRR~.part 520 continues to,r.eed as follo?vs,: ,. 



* 3: * * * 
: 

(d)‘CotiditjQns of use^in horses and ponies-* * *. .: . . 
(2) Indications for use. For the treatmentand control of,&ge strongyles: -’ ’ _... : ” ” ” * I ,, , -“?: y:<,, ” 2 “-3 . 

S trongylus vulgaris (adultsand L4/L!$ & !teriai stages), S . edentatus (adult and ‘I x ;;/ j.‘; : sl_ ) .__( ‘_. P  _ .‘-‘? _’ .‘-I I ^_, -. -,4 sj 
tissue stages), T riodontopho& br&Catida (adults), and T . .%Gatus (adults); ,. .) ., 1 _, I, j_ ., ._ i ” “; .,.._ *,-_ , _,_ i .I_. 
small strongyles (adults): Cyathosfomum s@p:,~includmg’ C.‘~~tci’notrim  and C.‘ ’ * I,.“. I.. .“ ,_a ^_ __ ‘.’ ,j ,_’ .‘. “i” . / 
patera,ta,F ; Cylicocyclus. spp., includmg, C. insigne, C. Ikptosttim$nt_,md C. ,, ,i ,_ . . “.._ ,.i.b‘. n,.;,, j_ _._, *?. 2. ,: ,z- . ,._,,:r, -;;_ , _ *“,. /_ ,, , 

i 
nassatus; Cyliocostephanus. spp., including “C. ~ak$z& 8. gOldi,’ % . 

,: 
, ,. _ . . _ ,: i_,\j ., .>’ , ̂ .  ̂... ,. . ‘ 

longiburiatus, and C. m imztus; Corotiocy&s spp., inc!udin$‘~C.:ddronarus,, C. ’ , . c; _bj “. .I 5r 
labiatus, and C. labratus; and Gyalocephalris c@itat~~; smallstrongyles: 

.+ >, 
’ ,-. ,,,: ‘__ . ,. ‘*: r. ‘_ I : . ‘. .,_ ” ___ _ : 

undifferentiated lum .enql ,laryge; encysted cyathostomes (late L3 and L4 ‘i : : :,:‘I. 2 : :;. :;;” ^. _’ ‘{. ,. ., _ 
mucosal cyathostome, jaryae); ascarids: Parils~~~s’equo]nrm ,(adults and L4 1 

larval stages); pinworms: Oxyutis equi (adults and, L$ @ -$stages); hairworms:’ ’ : _/) , “~: . ,i_ :,: _, I ,.,‘:,,: -.y: : Y”,‘ ” ,. : _; ,; ;’ :$ “‘: <I’ I j r .a I; I ._ 
T rjchostrongylus tfxei (adults); large-mouth stomach worms??%b%%%ih‘ “.*. “- ‘I ̂ ” -‘. ” ^. . “I a/ “~*,ael/l Ed -.,, , .“l~.“.~\ ,,‘. .,_I I:. _ : i,_^, .” “j. ,~ 



muscae (adults); and hcgxe stomach l#j: ‘,G%f~z$h%tis intk&tidis (Znd’and 

3rd instars) and G. 

egg production for 

* * * * 

Dated: / l..‘,(;*_ ., 
A&i1 14, 2004. 

. ., .,“,~i j. . . . i  

Stehen &/ Vaughn, 
Director, 

Center for Veterinar): Medidi.$e".'*'~' ' -'. . "I ' 
[FR Dot. 04-T???? FiIb$l ??y?y-pp; 8:45 am] 
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