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Oral Dosage Form New Animal Drugs; Mokidectih Gel

AGENCY: Food and Drug Administration, HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug Administration (FDA) is amendmg the anlmal |
drug regulations to reflect approval of a supplemental new ammal drug
application (NADA) filed by Fort Dodge Animal Health D1v1310n of Wyeth

The supplemental NADA prov1des for oral use of mox1dect1n gel 111 horses and

ponies for the treatment and control of an additional species of small strongyle.
DATES: This rule is effective [insert date of pub11cat1on in the Federal Reglster]

FOR FURTHER INFORMATION CONTACT: Melanie R. Berson, Center for Veterinary
Medicine (HFV-110), Food and Drug Administration, 7500 Standish Pl.,
Rockville, MD 20855, 301-827-7 5,4‘3,“e-mai1::mberjsqﬁ@q@{fdg:gey;&
SUPPLEMENTARY INFORMATION: Fort Dodge Animal Health, Dmsmnonyeth
800 Fifth St. NW., Fort Dodge, 1A 50501, filed a s,upplerhe;if toNADA141—- |
087 for QUEST (moxidectin 2.0%) Gel, used for the treatmentand control of
various species of internal parasites in horses and ponies. The supplemental
NADA provides for the addition of one new species of adult small stfongyle

and for the speciation of adult small »strphgzﬂles“ Lirn product labehng The / N ]
supplemental NADA is approved as ofMarch17 2004, anleCFRSZOM“‘SZ ’ -
is amended to reflect the approval. e
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In accordance with the freedom of information provwmns 9@21 CFR part
20 and 21 CFR 514.11 (e)(z)(ii), a summary of safety ant} effecti\zeness data and /
information submitted to support approval of this application mlayfbeiseeri in
the Division of Dockets Management (HFA—BOS) Food and Drug .
Administration, 5630 Fishers Lane, rm. 1061, Rockvﬂle MD 20852, between
9 am. and 4 p.m., Monday through Friday.
Under section 512(0)(2})(13")(iiiﬁ) of 4’.[h)e Eedeljel l%'p_od, Drug,and @eswmetie Act |
(21 U.S.C. 360b(c)( )2)‘(F)(iii’)),‘ )this‘app’rqval q\l/le‘](ifies for 3 yeeys of marketing |
exclusivity beginning March 17, 2004. Exclusivityﬁappl;;’es only to ﬂie newi H
effectiveness claim for adult Coronocyclus labratus for which new data Were .
required. |
The agency has determined, under 21 CFR 2:5.33(d)(1) thet fhis action is |
ofa type that does not individually or cumulatwely have a mgmhcant effect
on the human environment. Therefore, nelther an env1ronmental assessment
nor an environmental impact statement is requlred
This rule does not meet the deflmtlon of rule” in 5 U S C 804(3)(A)
because it is a rule of “particular applicability.” Therefore, it is noft sub]ect

to the congressional review requii‘e‘ments in 5 U.S.C. 801—-808 S
List of Subjects in 21 CFR Part 520

Animal drugs. ‘
~ m Therefore, under the Federal Food, Drug, and Cosmetic Act and under
authority delegated to the Commissioner of Food and Drugs and redelegated to

the Center for Veterinary Medicine, 21 CFR part 520 is amended as\fqlle;ws:

PART 520—ORAL DOSAGE FORM NEW ANIMAL DRUGS

m 1. The authority citation for 21 CFR part 520 continues to read as follows:



Authority: 21 U.S.C. 360b.

m 2. Section 520.1452 is amended by rev1smg the headlng of paragraph (d) and
by revising paragraph (d)(2) to read as follows
§520.1452 Moxidectin gel.

* * * * *

(d) Conditions of use in horses and pomes——— x % : | A

(2) Indications for use. For the treatment and control of Iarge strongyles
Strongylus vulgaris (adults and L4/L5 a,rtglj;allstAagesJ,?S. L‘?F?‘?I,’?a??ls\, (adult and
tissue stages), T riodontophofus b;éi/ic’dddaﬂ(adulfs)\ and T sé}fatua (adults); “
small strongyles (adults): Cyathostomum spp mCludlng c catmatum and C
pateratum; Cylicocyclus. spp., 1nc1ud1ng C. insigne, C ]eptostomum and C.
nassatus; Cyliocostephanus. spp., 1nclud1ng C ca]1catus C. g01d1
longibursatus, and C. minutus; Coronocyc]us spp mcludmg C coronatus C
labiatus, and C. labratus; and Gya]ocepha]us Cap1tatus small strongyles o
undifferentiated lumenal larvae; encysted cyathostomes (late L3 and L4 .

mucosal cyathostome Iarvae) ascarids: Parascams equorum (adults and L4

larval stages); pinworms: Oxyuns equi (adults and L4 larval stages); halywqrms;§

o

Trichostrongylus axei (adults); large-mouth stomach worms: Habronema =~~~
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muscae (adults); and horse stomach bots Gasteroph1]us 1ntest1nahs (an and ’,

3rd instars) and G. nasahs (3rd mstars) One dose also suppresses strongyle :

egg production for 84 days.

* * * * *

Dated: WM; JO0¥

April 14, 2004.

Fedlil on

Stehen 1{} Vaughn,
Director,
Office of New Animali'Drug Evaluation,

Center for Veterinarg Medicine.
[FR Doc. 0477777 Filed 77-7 04; 8: 45 am]
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