DEPARTMENT OF HEALTH AND HUMAN SERVICES mpsaym S, TO3

| 8 5 // 5 ‘/(’ J
Food and Drug Administration , - Cenjﬁer 2?(
21 CFR Part 520 - |

Oral Dosage Form New Animal Drugs; Fenbendazole Suspension

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 ammal drug
application (NADA) filed by Intervet, Inc The supplemental NADA prov1des |

for a change to over-the-counter marketmg status for the oral use of

fenbendazole suspension in goats for removal and control of stomach worms.

DATES: This rule is effective [insert date of pub]jcation in the Federal Register].
FOR FURTHER INFORMATION. CONTACT Janis R. Messenhelmer Center for ' |
Veterinary Medicine (HFV-130), Food and Drug Admmlstratlon 7500 Standlsh |
P1., Rockville, MD 20855; 301——827—7 578; e- mall ]messenh@cvm fda. gov

SUPPLEMENTARY INFORMATION: Intervet InC P O BOX 318 405 State St

Mlllsboro, DE 19966, filed a supplement to NADA 128—620 for the oral use ,

of SAFE-GUARD (fenbendaz‘ole) Suspensmn 10% m goats for removal and
control of stomach wcrms,;Ihezsgpplemental NADA is approVed as of

February 13, 2003, and the regulations are amended 1n 21 CFR 520.905ato

reflect the approval. The basis of approval is discussed in the freedomof

information summary.

In accordance with th}e freed‘om of information proViSions of 21 CFR part

- 20 and 21 CFR 514. 11(e)(2)(11) a summary of safety and effectlveness data and
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information. subrmtted to support approval of this apphcatlon may be seen in
the Dockets Management. Branch (HFA—-305) Food and Drug Admlmstratlon
5630 Fishers Lane, rm. 1061, Rockvrlle, MD 20852, betwee,n 9 a.m. and 4pm.,
Monday through Friday. | |
FDA has determined under 21 CFR 25. 33(a)(1) that thlS actlon is of a type

that does not individually or cumulatively have a 31g‘“n‘1“f1ear1t> ef’fecﬁt on the |

human environment. Therefore, neither an environmental assessmentnoran

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 apphcablhty Therefore it 1s not sub]ec;t

to the congressional review Arequirements in 5 U.S.C. 8,0«1_—8,08,
List of Subjects in 21 CFR Part 520

Animal drugs.
Therefore, under the Federal Food, Drug, and Cosmetic Act and under

authority delegated to the Commissioner of Food andDrugs and redelegated

to the Center for Veterinary Medicine, 21 CFR part 520 iS'amended as follows:

PART 520—ORAL DOSAGE FORMNEW ANIMALDRUGS .~~~

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

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

2. Section 520. 905a is amended by rev1smg paragraph (d)(4)(11) and in
paragraph (d)(4)(iii) by removing the last sentence to read as follows
§520.905a Febend,azﬁoﬁl\eﬁsgepenslon.

* * * * *

d* * *

(a* * *
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(ii) Indications for use. For the removal and control of stomach worms

(adults) Haemonchus contortus and Teladorsagia circumcincta.

* * * * *




Dated: /30‘ /o3
april 30,7 2003.
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Steven F. Sundigf/
Director,

Center for Veterinary Medicine.
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