
9 

Food and Drug Administration, HHS § 500.46 

(iii) Eliminate to the fullest extent 
possible commensurate with current 
good manufacturing practices from the 
animal feed producing establishment 
any other PCB-containing materials, 
whenever there is a reasonable expecta-
tion that such materials could cause 
animal feed to become contaminated 
with PCB’s either as a result of normal 
use or as a result of accident, breakage, 
or other mishap. 

(iv) The toxicity and other character-
istics of fluids selected as PCB replace-
ments must be adequately determined 
so that the least potentially hazardous 
replacement should be used. In making 
this determination with respect to a 
given fluid, consideration should be 
given to (a) its toxicity; (b) the max-
imum quantity that could be spilled 
onto a given quantity of food before it 
would be noticed, taking into account 
its color and odor; (c) possible signaling 
devices in the equipment to indicate a 
loss of fluid, etc.; (d) and its environ-
mental stability and tendency to sur-
vive and be concentrated through the 
food chain. The judgment as to wheth-
er a replacement fluid is sufficiently 
non-hazardous is to be made on an indi-
vidual installation and operation basis. 

(c) For the purpose of this section, 
the provisions do not apply to elec-
trical transformers and condensers 
containing PCB’s in sealed containers. 

(d) For the purpose of this section, 
the term animal feed includes all arti-
cles used for food or drink for animals 
other than man. 

§ 500.46 Hexachlorophene in animal 
drugs. 

(a) The Commissioner of Food and 
Drugs has determined that there are no 
adequate data to establish that animal 
drugs containing hexachlorophene are 
safe and effective for any animal use 
other than in topical products for use 
on non-food-producing animals as part 
of a product preservative system at a 
level not to exceed 0.1 percent; that 
there is no information on the poten-
tial risk to humans from exposure to 
hexachlorophene by persons who apply 
animal products containing the drug at 
levels higher than 0.1 percent; and that 
there is likewise no information on 
human exposure to animals on which 
these animal drugs have been used and 

no information on possible residues of 
hexachlorophene in edible products of 
food-producing animals treated with 
new animal drugs that contain any 
quantity of hexachlorophene. 

(b) Animal drugs containing 
hexachlorophene for other than pre-
servative use on non-food-producing 
animals at levels not exceeding 0.1 per-
cent are considered new animal drugs 
and shall be the subject of new animal 
drug applications (NADA’s). 

(c) Any person currently marketing 
animal drugs that contain 
hexachlorophene other than as part of 
a product preservative system for prod-
ucts used on non-food-producing ani-
mals at a level not exceeding 0.1 per-
cent shall submit a new animal drug 
application, supplement an existing ap-
plication, or reformulate the product 
by September 29, 1977. Each application 
or supplemental application shall in-
clude adequate data to establish that 
the animal drug is safe and effective. If 
the animal drug is currently subject to 
an approved new animal drug applica-
tion, each reformulation shall require 
an approved supplemental application. 
The interim marketing of these animal 
drugs may continue until the applica-
tion has been approved, until it has 
been determined that the application is 
not approvable under the provisions of 
§ 514.111 of this chapter, or until an ex-
isting approved application has been 
withdrawn. 

(d) After September 29, 1977, animal 
drugs that contain hexachlorophene 
other than for preservative use on non- 
food-producing animals at a level not 
exceeding 0.1 percent that are intro-
duced into interstate commerce shall 
be deemed to be adulterated within the 
meaning of section 501(a)(5) of the act 
(21 U.S.C. 351(a)(5)) unless such animal 
drug is the subject of a new animal 
drug application submitted pursuant to 
paragraph (c) of this section. Action to 
withdraw approval of new animal drug 
applications will be initiated if supple-
mental new animal drug applications 
have not been submitted in accordance 
with this section. 

(e) New animal drug applications sub-
mitted for animal drugs containing 
hexachlorophene for use in or on food- 
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producing animals shall include ade-
quate data to assure that edible prod-
ucts from treated animals are safe for 
human consumption under the labeled 
conditions of use. 

[42 FR 33725, July 1, 1977; 42 FR 37975, July 26, 
1977] 

§ 500.50 Propylene glycol in or on cat 
food. 

The Food and Drug Administration 
has determined that propylene glycol 
in or on cat food is not generally recog-
nized as safe and is a food additive sub-
ject to section 409 of the Federal Food, 
Drug, and Cosmetic Act (the act). The 
Food and Drug Administration also has 
determined that this use of propylene 
glycol is not prior sanctioned. 

[61 FR 19544, May 2, 1996] 

Subpart C—Animal Drug Labeling 
Requirements 

§ 500.51 Labeling of animal drugs; mis-
branding. 

(a) Among the representations on the 
label or labeling of an animal drug 
which will render the drug misbranded 
are any broad statements suggesting or 
implying that the drug is not safe and 
effective for use when used in accord-
ance with labeling direction, or sug-
gesting or implying that the labeling 
does not contain adequate warnings or 
adequate directions for use. Such state-
ments include, but are not limited to: 

(1) Any statement that disclaims li-
ability when the drug is used in accord-
ance with directions for use contained 
on the label or labeling. 

(2) Any statement that disclaims li-
ability when the drug is used under 
‘‘abnormal’’ or ‘‘unforeseeable’’ condi-
tions. 

(3) Any statement limiting the war-
ranty for the products to a warranty 
that the drug in the package contains 
the ingredients listed on the label. 

(b) This regulation is not intended to 
prohibit any liability disclaimer that 
purports to limit the amount of dam-
ages or that sets forth the legal theory 
under which damages are to be recov-
ered. 

(c) Any person wishing to obtain an 
evaluation of an animal drug liability 
disclaimer under this regulation may 

submit it to Division of Compliance, 
(HFV–230), Center for Veterinary Medi-
cine, Food and Drug Administration, 
7500 Standish Pl., Rockville, MD 20855. 
A supplemental NADA providing appro-
priately revised labeling shall be sub-
mitted for any approved new animal 
drug the labeling of which is not in 
compliance with this regulation. 

[41 FR 8473, Feb. 27, 1976, as amended at 54 
FR 18279, Apr. 28, 1989; 57 FR 6475, Feb. 25, 
1992] 

§ 500.52 Use of terms such as ‘‘tonic’’, 
‘‘tone’’, ‘‘toner’’, or ‘‘conditioner’’ in 
the labeling of preparations in-
tended for use in or on animals. 

(a) The use of terms such as tonic, 
tone, toner, and similar terms in the la-
beling of a product intended for use in 
or on animals implies that such prod-
uct is capable of a therapeutic effect(s) 
and causes such a product to be a drug 
within the meaning of section 201(g) of 
the Federal Food, Drug, and Cosmetic 
Act. The unqualified use of such terms 
in a product’s labeling fails to provide 
adequate directions and indications for 
use of such product and causes it to be 
misbranded within the meaning of sec-
tion 502(a) and (f)(1) of the act. The 
terms tonic, tone, toner, and similar 
terms may be used in labeling only 
when appropriately qualified so as to 
fully inform the user regarding the in-
tended use(s) of the product. 

(b) The unqualified use of the term 
conditioner and similar terms in the la-
beling of a product intended for use in 
or on animals implies that such prod-
uct is capable of a therapeutic effect(s) 
and causes such a product to be a drug 
within the meaning of section 201(g) of 
the act. The unqualified use of such 
terms in a product’s labeling fails to 
provide adequate directions and indica-
tions for use of such product and 
causes it to be misbranded within the 
meaning of section 502(a) and (f)(1) of 
the act. The term conditioner and simi-
lar terms may be used in labeling only 
when appropriately qualified so as to 
fully inform the user regarding the in-
tended use(s) of the product. A product 
labeled as a ‘‘conditioner’’ or with a 
similar term can be either a food or 
drug depending upon the manner in 
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