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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
 *? DlsptaY Date 

p&kaiion Date 
Food and Drug Administration 

cent^^ A . in 

21 CFR Part 558 I 

New Animal Drugs For Use in Animal Feeds; lvermectin 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Final rule. 

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 Merial Ltd. The supplemental NADA revises the 

approved concentration of ivermectin in Type C medicated feed administered 

as a top dress to adult and breeding swine for the treatment and control of 

various internal and extcrnal parasites. 

DATES: This rule is effective [insert date of pzrblication in  the Federal Register]. 

FOR FURTHER INFORMATION CONTACT: Joan C. Gotthardt, Center for Veterinary 

Medicine (HFV-130), Food and Drug Administration, 7500 Standish Pl., 

Rockville, MD 20855, 301-827-7571, e-mail: joan.gotthardt@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: Merjal Lt d., 3239 Satellite Rlvd., Rldg. 500, 

Duluth, GA 30096-4640. file0 a supplement to NADA 140-974 that provides 

for use of IVOMEC (iverrrlc?c.tin) llrernix for Swine. a 'l'vpe A nledicated article, 

for the treatment and c;ontrol o l ' ~a r ious  internal and e.uterna1 parasites. The 

supplement revises th(: nppl-o\red concentration ol jvcrnlectjn in Type C 

medicated feed adn1injstc:rcci as ii top :,dl-ess to adult ant1 brt:eding swine. 'The 

su-pplen~entalNADA is appro\.txl as of June 15. 2007 ,  anrl the reg111 a1'Ions in 

the approval and  a c:~irrent format. 
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Approval of this supplemental NADA did not require review of additional 

safety or effectiveness data or information. Therefore, a freedom of information 

summary is not required. 

FDA has determined under 21 CFR 25.33(a)(1)that this action is of a type 

that does not individually or cumulatively have a significant effect on the 

human environment. Therefore, neither an environmental assessment nor an 

environmental impact statement is required. 

This rule does not meet the definition of "rule" in 5 U.S.C. 804(3 ) (A)  

because it is a rule of "particular applicability." Therefore, it is not subject 

to the congressional review requirements in 5 U.S.C. 801-808. 

List of Subjects in 21 CFR Part 558 

Animal drugs, Animal feeds. 

Therefore, under the Federal Food, Drug, and Cosmetic Act and under the 

authority delegated to the Commissioner of Food and Drugs and redelegated to 

the Center for Veterinary Medicine, 21 CFR part 558 is amended as follows: 

PART 558-NEW ANIMAL DRUGS FOR USE IN ANIMAL FEEDS 

1.The authority citation for 2 1  CFR part 558 continues to read as follows: 

Authority: 23 U.S.C. 360b, 371 

2.  Revise 558.300 to read as follows: 

(5 558.300 Ivermectin. 

(a)  Specificcrtions.Type A medicated article contairling 2.72 grarns 

ivc.rmet:tin per pound (g/lb). 

(b) Sponsnl-.See No. 050604 in S 510.~00([;)of this chapter. 

((:) Kelated ioleru~~ces.See 9 556.344 of this chapter. 

( t l )  Spcciol c.onsirl'r;ratio~~s.See  5 S(50.2Sof this (:hapter. 



(e)Conditions of use in swine. It is used in feed as follows: 

tvermectin In giton 01 COrnbina'lOn 

feed i n E 0 1  
Indications lor use Limitations SponsorI 1 I 	 I r?  


t I 	 -
( I )  1.8 (to provide 0.1 Weaned, growing-finishing swine: For treatment and control of Feed as Ihe only feed for 7 consecutive

! milligram per kilogram gastrointestinal roundworms (Ascaris suurn, adults and days. Withdraw 5 days before slaugh- 
[mglkg) of body weight fourth-stage larvae; Ascarops strongylina, adults; ler 

: 	 per day) Hyostrongylus rubidus, adults and fourth-stage lawae; 
Oesophagostomum spp., adults and fourth-stage larvae); 
kidneyworms (Stephanurus denfarus, adults and fourth-stage 
larvae); lungworms (Melastrongylus spp., adults); 
threadworms (Slrongyloides ransomi, adults and somatic lar- 
vae); lice (Haematopinus suis); and mange mites (Sarcopfes 
scabiei var. suis) 

(2) 1.8 (to provide 0.1 Bacitracin Weaned, growing-finishing swine: As in paragraph (e)(l) of this For use in swine leed only. Feed as the 

mgkg ol body weight methylene section; and for increased rate of weight gain and Improved only feed lor 7 consecutive days. 

per day) disalicylate, feed efficiency. Wilhdraw 5 days before slaughter. 


10 to 30 

(3) 1.8 (to provide 0.1 
mglhg 01 body weight 

Bacitracin 
methylene 

Weaned, growing-finishing swine: As in paragraph (e)( l )  01 this 
section; and for control of swine dysentery associated with 

For use in swine feed only. Feed as the 
only feed lor 7 consecutive days. 

per day) disalicylate, Treponema hyodysenteriae on premlses with a history of Withdraw 5 days before slaughler. 
250 swine dysentev, but where symptoms have not yet oc- 

curred, or lollowing an approved treatment of disease condi- 
tion. 

(4) 1.8 (to provide 0.1 Lincornyc~n. Weaned, growing-finishing swine: For treatment and control of Feed as the only leed lor 7 consecutive 
mgkg of body weight 20 gastrointeslinal roundworms (Ascaris suum, adults and days. Not to be led to swine that 
per day) lourth-stage larvae; Ascarops strongylina, adults; weigh more than 250 Ibs. Withdraw 5 

Hyostrongylus rubidus, adults and fourth-stage larvae; days before slaughter. Also see para- 
Oesophagostomum spp., adulls and fourth-slage larvae); graphs (c)( l) and (c)(7) in 6558.325 
kidneyworms (Stephanurus dentatus, adults and fourth-stage 01 this chapler. 
larvae); lungworms (Metastrongylus spp., adults), lice 
(Haemafopmnus suis); and mange mites (Sarcoptes scabiei 
var. suis): and for increased rate of weigh1 gain. 

(5) t 8 (to provide 0.1 Lincomycin, Weaned, growing-finishing swine: As in paragraph (e)(4) of lhis Feed as the only feed for 7 consecutive 
rnglkg of body weight 40 seclion; and for control of swine dysentery on premises with days. Not to be led to swine thal 
per day) a history of swine dysentery, but where symptoms have not we~ghmore lhan 250 Ibs. A)so see 

yet occurred. paragraphs (c)( l) and (c)(2) in 
6558.375 of this chapter. Wilhdraw 5 
days before slaughler. A separate 
feed conlaming 40 glton lincomycin 
may be cont~nued to complete the lin- 
cornycin treatment. 

(6) 1.8 lto provide 0.1 Lincomycin, Weaned, growing-tinishing swine: As in paragraph (e)(4) of this Feed as the only feed lor 7 consecutive 
mglkg 01 body weight 100 section; and lor treatment ol swine dysentery. days followed by a separate feed con- 
Per day 1 taining 100 g/ton lincomycin lor an ad- 

ditional 14 days to complete the linco- 
mycin treatment. Withdraw 6 days be- 
fore slaughter. Not to be fed to swine 
that we~gh more than 250 Ibs. Also 
see paragraphs (c)( l )  and (c)(2) in 
5558.325 ol this chapter. 

-~ - ~ - - - - - - - - - -  ~ ~ 

(7) 1.8 (to provide 0.1 Weaned, growmg-finishing swine: As in paragraph (e)(4) ol this Feed as the only leed lor 7 consecul~ve 
mglkg 01 body we~ght section; and for reduction in severity ol swine mycoplasmal days lollowed by a separale leed con- 
per day) pneurnonla caused by htycoplasma hyopneumoniae. tain~ng 200 glton lincomyc~n lor an ad- 

d~tional 14 days to complete the tinco~ 
mycin treatment. W~thdraw 6 days be- 
fore slaughter Not to be fed to swine 
that weigh more than 250 Ibs. Also 
see paragraphs (c)(') and [c)i2) In 
g 558.325 of th~s chapter. 

(8) 1.0 to i1.8 (10 pro- Adult and breedlng swlne' For treatment arvd control ol gaslro- Feed as the only feed lor 7 consecutive 
vide 0 1 mgikg ol body lntestinat roundworms iAscar~s suum, adults and fourth-stage days. W~thdraw 5 days before slaugh- 
welghl per day! larvae; Ascarops strongylina. adutls; Hyoslrongylus rubidus. ter 

adulls and tourth~stage larvae: ~eso~hagoslonlunl sop , 
adults and lourlh-stage larvae). k~dneyworms (Slephanurus 
denfalus. adrrlts and lourlh-stage larvae): lungworms 
(Metasrron_aylus spp adults). lhreadworms (Strongyiordes 
ransom;. adults and solnatlc larvae, and prevent;on of trans- 
niss~onol ~nfe~t ive larvae to piglets, via the colostrum or 
rn~lh. ,when led durlng gestatron). 11ce (Hneinaropinus sursl: 
and rrlange mltes (Sarcopres scahiei var suis) 

- --- 



lverrnectin in g/ton of 
feed 

(9) 1.8 to 11.8 (lo pro- 
vide 0.1 mgkg of body 
weight per day) 

(10)18.2 to 120 (to pro- 
vide 0.7 mgkg of body 
weight per day) 

?ombination1 I
"%of Indications for use 

Bacitracin Pregnant sows: As in paragraph (e)(B) ol this section; and for 
methylene control ol clostridial enteritis caused by Clostridium 
disalicylate, perfringens In suckling piglets. 
250 

Adult and breeding swine: As in paragraph (e)(8) of this sec- 
tion. 

Limitations 

Feed as the only leed for 7 consecutive 
days. Withdraw 5 days belore slaugh- 
ter. Feed bacitracin methylene disa- 
licylate Type C medicated feed to 
sows from 14 days belore through 21 
days after farrowing on premises with 
a history of clostridial scours. 

050604 

Top dress on daily ration for individual 
treatment for 7 consecutive days. 
W~thdraw5 days before slaughler. 

050604 



Dated: &)&.L/-?-
June 27 ,  2007. 

Bernade t t e  Dunham, 

Deputy D i r e c t o r ,  

Center  f o r  V e t e r i n a r y  Medicine.  
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