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(ii) For amphibians and other aquatic 
coldblooded animals, the drug is added 
to ambient water in concentrations of 
from 1:1000 to 1:20,000 depending upon 
species and stage of development. 

(iii) Do not use within 21 days of har-
vesting fish for food. Use in fish in-
tended for food should be restricted to 
Ictaluridae, Salmonidae, Esocidae, and 
Percidae, and water temperature 
should exceed 10 °C. (50 °F.). In other 
fish and in cold-blooded animals, the 
drug should be limited to hatchery or 
laboratory use. 

[40 FR 13881, Mar. 27, 1975, as amended at 49 
FR 5748, Feb. 15, 1984; 51 FR 11439, Apr. 3, 
1986; 63 FR 7702, Feb. 17, 1998] 
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Subpart A—General Provisions 

§ 530.1 Scope. 
This part applies to the extralabel 

use in an animal of any approved new 
animal drug or approved new human 
drug by or on the lawful order of a li-
censed veterinarian within the context 
of a valid veterinary-client-patient re-
lationship. 

§ 530.2 Purpose. 
The purpose of this part is to estab-

lish conditions for extralabel use or in-
tended extralabel use in animals by or 
on the lawful order of licensed veteri-
narians of Food and Drug Administra-
tion approved new animal drugs and 
approved new human drugs. Such use is 
limited to treatment modalities when 
the health of an animal is threatened 
or suffering or death may result from 
failure to treat. This section imple-
ments the Animal Medicinal Drug Use 
Clarification Act of 1994 (the AMDUCA) 
(Pub. L. 103–396). 

§ 530.3 Definitions. 
(a) Extralabel use means actual use or 

intended use of a drug in an animal in 
a manner that is not in accordance 
with the approved labeling. This in-
cludes, but is not limited to, use in spe-
cies not listed in the labeling, use for 
indications (disease or other condi-
tions) not listed in the labeling, use at 
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