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extralabel use may present a risk to 
the public health. FDA may: 

(1) Establish a finite safe level based 
on residue and metabolism information 
from available sources; 

(2) Establish a safe level based on the 
lowest level that can be measured by a 
practical analytical method; or 

(3) Establish a safe level based on 
other appropriate scientific, technical, 
or regulatory criteria. 

(b) FDA may require the develop-
ment of an acceptable analytical meth-
od for the quantification of residues 
above any safe level established under 
this part. If FDA requires the develop-
ment of such an acceptable analytical 
method, the agency will publish notice 
of that requirement in the FEDERAL 
REGISTER. 

(c) The extralabel use of an animal 
drug or human drug that results in res-
idues exceeding a safe level established 
under this part is an unsafe use of such 
drug. 

(d) If the agency establishes a safe 
level for a particular species or cat-
egory of animals and a tolerance or 
safe concentration is later established 
through an approval for that particular 
species or category of animals, for that 
species or category of animals, the safe 
level is superseded by the tolerance or 
safe concentration for that species or 
category of animals. 

§ 530.23 Procedure for setting and an-
nouncing safe levels. 

(a) FDA may issue an order estab-
lishing a safe level for a residue of an 
extralabel use of an approved human 
drug or an approved animal drug. The 
agency will publish in the FEDERAL 
REGISTER a notice of the order. The no-
tice will include: 

(1) A statement setting forth the 
agency’s finding that there is a reason-
able probability that extralabel use in 
animals of the human drug or animal 
drug may present a risk to the public 
health; 

(2) A statement of the basis for that 
finding; and 

(3) A request for public comments. 
(b) A current listing of those drugs 

for which a safe level for extralabel 
drug use in food-producing animals has 
been established, the specific safe lev-
els, and the availability, if any, of a 

specific analytical method or methods 
for drug residue detection will be codi-
fied in § 530.40. 

§ 530.24 Procedure for announcing an-
alytical methods for drug residue 
quantification. 

(a) FDA may issue an order announc-
ing a specific analytical method or 
methods for the quantification of 
extralabel use drug residues above the 
safe levels established under § 530.22 for 
extralabel use of an approved human 
drug or an approved animal drug. The 
agency will publish in the FEDERAL 
REGISTER a notice of the order, includ-
ing the name of the specific analytical 
method or methods and the drug or 
drugs for which the method is applica-
ble. 

(b) Copies of analytical methods for 
the quantification of extralabel use 
drug residues above the safe levels es-
tablished under § 530.22 will be available 
upon request from the Communications 
and Education Branch (HFV–12), Divi-
sion of Program Communication and 
Administrative Management, Center 
for Veterinary Medicine, 7500 Standish 
Pl., Rockville, MD 20855. When an ana-
lytical method for the detection of 
extralabel use drug residues above the 
safe levels established under § 530.22 is 
developed, and that method is accept-
able to the agency, FDA will incor-
porate that method by reference. 

§ 530.25 Orders prohibiting extralabel 
uses for drugs in food-producing 
animals. 

(a) FDA may issue an order prohib-
iting extralabel use of an approved new 
animal or human drug in food-pro-
ducing animals if the agency finds, 
after providing an opportunity for pub-
lic comment, that: 

(1) An acceptable analytical method 
required under § 530.22 has not been de-
veloped, submitted, and found to be ac-
ceptable by FDA or that such method 
cannot be established; or 

(2) The extralabel use in animals pre-
sents a risk to the public health. 

(b) After making a determination 
that the analytical method required 
under § 530.22 has not been developed 
and submitted, or that such method 
cannot be established, or that an 

VerDate Mar<15>2010 10:42 May 17, 2011 Jkt 223070 PO 00000 Frm 00380 Fmt 8010 Sfmt 8010 Q:\21\21V6.TXT ofr150 PsN: PC150



371 

Food and Drug Administration, HHS § 530.41 

extralabel use in animals of a par-
ticular human drug or animal drug pre-
sents a risk to the public health, FDA 
will publish in the FEDERAL REGISTER, 
with a 90-day delayed effective date, an 
order of prohibition for an extralabel 
use of a drug in food-producing ani-
mals. Such order shall state that an ac-
ceptable analytical method required 
under § 530.22 has not been developed, 
submitted, and found to be acceptable 
by FDA; that such method cannot be 
established; or that the extralabel use 
in animals presents a risk to the public 
health; and shall: 

(1) Specify the nature and extent of 
the order of prohibition and the rea-
sons for the prohibition; 

(2) Request public comments; and 
(3) Provide a period of not less than 

60 days for comments. 
(c) The order of prohibition will be-

come effective 90 days after date of 
publication of the order unless FDA 
publishes a notice in the FEDERAL REG-
ISTER prior to that date, that revokes 
the order of prohibition, modifies it, or 
extends the period of public comment. 

(d) The agency may publish an order 
of prohibition with a shorter comment 
period and/or delayed effective date 
than specified in paragraph (b) of this 
section in exceptional circumstances 
(e.g., where there is immediate risk to 
the public health), provided that the 
order of prohibition states that the 
comment period and/or effective date 
have been abbreviated because there 
are exceptional circumstances, and the 
order of prohibition sets forth the 
agency’s rationale for taking such ac-
tion. 

(e) If FDA publishes a notice in the 
FEDERAL REGISTER modifying an order 
of prohibition, the agency will specify 
in the modified order of prohibition the 
nature and extent of the modified pro-
hibition, the reasons for it, and the 
agency’s response to any comments on 
the original order of prohibition. 

(f) A current listing of drugs prohib-
ited for extralabel use in animals will 
be codified in § 530.41. 

(g) After the submission of appro-
priate information (i.e., adequate data, 
an acceptable method, approval of a 
new animal drug application for the 
prohibited extralabel use, or informa-
tion demonstrating that the prohibi-

tion was based on incorrect data), FDA 
may, by publication of an appropriate 
notice in the FEDERAL REGISTER, re-
move a drug from the list of human 
and animal drugs prohibited for 
extralabel use in animals, or may mod-
ify a prohibition. 

(h) FDA may prohibit extralabel use 
of a drug in food-producing animals 
without establishing a safe level. 

Subpart D—Extralabel Use of 
Human and Animal Drugs in 
Animals Not Intended for 
Human Consumption 

§ 530.30 Extralabel drug use in 
nonfood animals. 

(a) Because extralabel use of animal 
and human drugs in nonfood-producing 
animals does not ordinarily pose a 
threat to the public health, extralabel 
use of animal and human drugs is per-
mitted in nonfood-producing animal 
practice except when the public health 
is threatened. In addition, the provi-
sions of § 530.20(a)(1) will apply to the 
use of an approved animal drug. 

(b) If FDA determines that an 
extralabel drug use in animals not in-
tended for human consumption pre-
sents a risk to the public health, the 
agency may publish in the FEDERAL 
REGISTER a notice prohibiting such use 
following the procedures in § 530.25. The 
prohibited extralabel drug use will be 
codified in § 530.41. 

Subpart E—Safe Levels for 
Extralabel Use of Drugs in Ani-
mals and Drugs Prohibited 
From Extralabel Use in Ani-
mals 

§ 530.40 Safe levels and availability of 
analytical methods. 

(a) In accordance with § 530.22, the 
following safe levels for extralabel use 
of an approved animal drug or human 
drug have been established: [Reserved] 

(b) In accordance with § 530.22, the 
following analytical methods have 
been accepted by FDA: [Reserved] 

§ 530.41 Drugs prohibited for 
extralabel use in animals. 

(a) The following drugs, families of 
drugs, and substances are prohibited 
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