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(d) Forms FD–1932 and FD–2301, with 
instructions for their use, may be ob-
tained from the Food and Drug Admin-
istration, Department of Health and 
Human Services, Center for Veterinary 
Medicine, 7500 Standish Pl., Rockville, 
MD 20855. 

[40 FR 13807, Mar. 27, 1975, as amended at 41 
FR 35844, Aug. 25, 1976; 54 FR 18280, Apr. 28, 
1989; 57 FR 6475, Feb. 25, 1992]

EFFECTIVE DATE NOTE: At 68 FR 15365, Mar. 
31, 2003, § 510.302 was removed, effective June 
30, 2003.

§ 510.305 Maintenance of copies of ap-
proved medicated feed mill licenses 
to manufacture animal feed bearing 
or containing new animal drugs. 

Each applicant shall maintain in a 
single accessible location: 

(a) A copy of the approved medicated 
feed mill license (Form FDA 3448) on 
the premises of the manufacturing es-
tablishment; and 

(b) Approved labeling for each Type B 
and/or Type C feed being manufactured 
on the premises of the manufacturing 
establishment or the facility where the 
feed labels are generated. 

[64 FR 63203, Nov. 19, 1999]

Subpart E—Requirements for 
Specific New Animal Drugs

§ 510.410 Corticosteroids for oral, 
injectable, and ophthalmic use in 
animals; warnings and labeling re-
quirements. 

(a) The Food and Drug Administra-
tion has received reports of side effects 
associated with the oral, injectable, 
and ophthalmic use of corticosteroid 
animal drugs. The use of these drugs 
administered orally or by injection has 
resulted in premature parturition when 
administered during the last trimester 
of pregnancy. Premature parturition 
may be followed by dystocia, fetal 
death, retained placenta, and metritis. 
Additionally, corticosteroids used in 
dogs, rabbits, and rodents during preg-
nancy have produced cleft palate in off-
spring. Use in dogs has resulted in 
other congenital anomalies, including 
deformed forelegs, phocomelia, and 
anasarca. Drugs subject to this section 
are required to carry the veterinary 
prescription legend and are subject to 

the labeling requirements of § 201.105 of 
this chapter. 

(b) In view of these potentially seri-
ous side effects, the Food and Drug Ad-
ministration has concluded that the la-
beling on or within packaged 
corticosteroid-containing preparations 
intended for animal use shall bear con-
spicuously the following warning state-
ment:

Warning: Clinical and experimental data 
have demonstrated that corticosteroids ad-
ministered orally or by injection to animals 
may induce the first stage of parturition if 
used during the last trimester of pregnancy 
and may precipitate premature parturition 
followed by dystocia, fetal death, retained 
placenta, and metritis. 

Additionally, corticosteroids administered 
to dogs, rabbits, and rodents during preg-
nancy have resulted in cleft palate in off-
spring. Corticosteroids administered to dogs 
during pregnancy have also resulted in other 
congenital anomalies, including deformed 
forelegs, phocomelia, and anasarca.

[49 FR 48535, Dec. 13, 1984]

§ 510.440 Injectable iron preparations. 
There has been an increasing interest 

in the use of injectable iron compounds 
for the prevention or treatment of 
iron-deficiency anemia in animals. Al-
though some such preparations have 
been shown to be safe, such articles are 
regarded as new animal drugs within 
the meaning of the Federal Food, Drug, 
and Cosmetic Act. Accordingly, an ap-
proved new animal drug application is 
required prior to the marketing of such 
preparations within the jurisdiction of 
the act. In addition to the need for 
demonstrating the safety of such arti-
cles, the labeling of such preparations 
should not only recommend appro-
priate dosages of iron but also declare 
the amount (in milligrams) of available 
iron (Fe) per milliliter of the subject 
product.

§ 510.455 New animal drug require-
ments regarding free-choice admin-
istration in feeds. 

(a) For the purpose of this section, 
free-choice administration of animal 
drugs in feeds involves feeds that are 
placed in feeding or grazing areas and 
are not intended to be consumed fully 
at a single feeding or to constitute the 
entire diet of the animal. Such meth-
ods of administering drugs include, but 
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