
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

21 CFR Parts 556 and 558 

New Animal Drugs; Florfenikbl 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Final rule. 

SUMMARY: The Food and Drug Administration (FDA) is binding the animal 

drug regulations to reflect approval of a new animai drug appl~~at~o~ (NADA) 

filed by Schering-Plough Animal Health Corp. The NADA provides for the use 

of florfenicol by veterinary feed directive in catfish feed for the control of 

mortality due to enteric septicemia of catfish. 

DATES: This rule is effective [ins& date of pubhation in the ~~~~~~~ &?gister]. 

FOR FURTHER tNFORMATtON CONTACT: Joan CT Gotthardt, Center for Vet~r~~a~ 

Medicine (HFV-130), Food and Drug Administration, 7500 Stan 

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

SUPPLEMENTARY tNFORMATtON: Schering-Plough Animal Health Corp., 1095 

Morris Ave., Union, NJ 07083, filed NADA 141-246 that provi.des for use of 

AQUAFLOR (florfenicol) Type A me mated article by vetkrin~ry feed directive 

to formulate Type C medicated feeds for the control of mort&ty due to enteric 

septicemia of catfish associated‘with EdwardsieIla ictduri. The NADA Es 

approved as of October 24, 2005, and the regulations are amended in,21 CFR 

556.283 and in part 558 (21 CFR part 558)by revising $558.4 and by adding 

new § 558.261 to reflect the approval. The basis of approval is discussed in 

the freedom of information summary,. 
cvo554 



2 

In accordance with the freedom of information provisions of 21 CFR part 

20 and 21 CFR 514.ll(e)(2)(ii), a summary of safety and effectiveness data and 

information submitted to support approval of this application may be seen in 

the Division of Dockets Management (I-WA-305), Food and Drug 

Administration, 5630 Fishers Lane, rm. 3061, RockviZle, IvII3 26852, between 

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

Under section 573(c) of-the FederaWood, Drug, and Cosmetic Act (the 

act) (21 U.S.C. 36Occc-2), this, approval qualifies for 7 yearsof exclusive 

marketing rights beginning October 24,2005, because the new animal drug has 

been declared a designated new animal drug by FDA under section 573(a) of 

the act. 

The agency has carefully ,considered the potential environmental impact 

of this action and has concluded that the action will not have a,~ig~~f~Gant 

impact on the human environment and that an envir~~m~n~al.irn~~~t 

statement is not required. FDA’s finding of no significant impa& and the 

evidence supporting that finding, contained in an environmental assessment, 

may be seen in the Division of Dockets Management between 9 a.m. and’ 4 

p.m., Monday through Friday. 

This rule does not meet the definition of “rule” in 5 U.S.rC. ~~4~3~~A) 

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

to the congressional review requirements. in 5 U.S.C. 8OJ-808. 

List of Subjects 

21 CFR Part 556 

Animal drugs, Foods. 
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21 CFR Part 558 

Animal drugs, Animal feeds. 

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

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

the Center for Veterinary Medicine, 21 CFR parts 556 and 558 are amended as 

follows: 

PART 556-TOLERANCES FOR REStD S OF NEW AN1 

FOOD 

n 1. The authority citation for 21 CFR part:556 continues to read as follows: 

Authority: 21 U.S.C. 342, 36Ob, 373. 

q 2. Add paragraphs (b)(3) and (c) in § 556:283 to read as fo&ws: 

9 556.283 Florfenicol, 

* * * * * 

C-H *** 

(3) Catfish. The tolerance, for florfenicol amine (the marker residue) in 

muscle (the target tissue) is 1 ppm. 

(cf Relafed conditions of use. See §$520.955, 522.955, and 558,261 of this 

chapter. 

PART %&-NEW ANIMAL DRUGS ‘FOR IJSE IN ANl~A~~ FeED 

q 3. The authority citation for 21 CFR part 558 continues to read as follows: 

Authority: 21 U.S.C. 360b, 371. 

H 4. In paragraph (d) of § 558.4., in the ‘“Category II” table, add an entry in 

alphabetical order for “Florfenicol” to read as follows: 
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3 558.4 Requirement of a rngx#i~&dl ie;le;?ti mill Mxnse. 

* * J( * * 

(4 *** 
CATEGORY II 

‘Percent of labeled amount. 
*Values given represent ranges for either Type t3 or Type C medicated ~feeds. For those drugs .&at haye two rangs &nits, the first set is for a Type 3 medicated 

feed and the second set is for a Type C medicated f&d. The- values (ranges) have been assi@WJ in’order to provide for lhe possibility of dilution of a Type 8 
medicated feed with lower assay limits to make Type C:medicated feed. 

* * * * * 

ti 5. Add § 558.261 to read as follows: 

§ 558.261 Florfenicol. 

(a) Specificatians. Type A medicated article containing 566 grams 

florfenicol per kilogram. 

(b) Sponsor. See No. OOO(I61 in § 510,600(c) of this chapter. 

(c) Special considerations-(~) Federal law limits this drug to use under . 

the professional supervision of a licensed veterinarian. See 5 558.6 of this 

chapter for additional requirements. 

(2) The expiration date of veterinary feed directives (WI%) for,florfenicol 

must not exceed 15 days from the date of.issuance. VFDs for fiorfenicol shall 

not be refilled. 

(d) Related tolerances. See § 556.283of this chapter. 

[e) Conditions of zm+-(1) Catfish-[i] Amount. 10 milligrams per kilogram 

of fish daily for 10 consecutive days. 

(ii) Indications for use. For the control of mortality due to enteric 

septicemia of catfish asso,ciated with Edwurdsiella ictaluri. 

[iii) Limitations. Feed containing florfenicol shall not be .fed to catfish for 

more than 10 days. Following 10 days administration, fish should be re- 



evaluated by a licensed veterinarian before reinitiating a further course of 

therapy. A dose-related decrease in hem~topoietic/~ymph~~o~et~~ tjssue may 

occur. The time required for the hemato~~iet~~/lymphupo~et~~ tissues to 

regenerate was not evaluated., The effects of florfenicol on .reproductive 



performance have not been determined. Feeds containing fforfenicoZ must be 

withdrawn 12 days prior to slaughter. 

(2) [Reserved] 

Center for Veterinary Medicine, 

[FR Dot. OS-????? Filed ??--?I’-05; 8:45 am] 

BILLING CODE 4160-01S 


