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and Drug Administration. In the ab-
sence of information concerning the 
names and uses made of all the articles 
referred to in such letters, their safety 
of use cannot be reexamined. For this 
reason all food additive status opinions 
of the kind described in paragraph (c) 
of this section given by the Food and 
Drug Administration are hereby re-
voked. 

(e) The prior opinions of the kind de-
scribed in paragraph (c) of this section 
will be replaced by qualified and cur-
rent opinions if the recipient of each 
such letter forwards a copy of each to 
the Department of Health and Human 
Services, Food and Drug Administra-
tion, Center for Veterinary Medicine, 
Office of Surveillance and Compliance 
(HFV–200), 7500 Standish Pl., Rockville, 
MD 20855, along with a copy of his let-
ter of inquiry, on or before July 23, 
1970. 

(f) This section does not apply to food 
additive status opinion letters per-
taining to articles that were considered 
by the Food and Drug Administration 
to be food additives nor to articles in-
cluded in regulations in this Sub-
chapter E if the articles are used in ac-
cordance with the requirements of such 
regulations. 

[41 FR 38644, Sept. 10, 1976, as amended at 54 
FR 18281, Apr. 28, 1989; 57 FR 6476, Feb. 25, 
1992] 

§ 570.13 Indirect food additives result-
ing from packaging materials prior 
sanctioned for animal feed and pet 
food. 

Regulations providing for the use of 
food packaging materials as prior sanc-
tioned in part 181 of this chapter are 
incorporated in Subchapter E as appli-
cable to packaging materials used for 
animal feed and pet food. 

[42 FR 14091, Mar. 15, 1977] 

§ 570.14 Indirect food additives result-
ing from packaging materials for 
animal feed and pet food. 

Regulations providing for the use of 
food packaging materials in parts 174 
through 179 of this chapter are incor-
porated in Subchapter E as applicable 
to packaging materials used for animal 
feed and pet food. 

[42 FR 14091, Mar. 15, 1977] 

§ 570.15 Adoption of regulation on ini-
tiative of Commissioner. 

(a) The Commissioner upon his own 
initiative may propose the issuance of 
a regulation prescribing, with respect 
to any particular use of a food additive, 
the conditions under which such addi-
tive may be safely used. Notice of such 
proposal shall be published in the FED-
ERAL REGISTER and shall state the rea-
sons for the proposal. 

(b) Action upon a proposal made by 
the Commissioner shall proceed as pro-
vided in part 10 of this chapter. 

[41 FR 38644, Sept. 10, 1976, as amended at 42 
FR 4717, Jan. 25, 1977; 42 FR 15675, Mar. 22, 
1977] 

§ 570.17 Exemption for investigational 
use and procedure for obtaining au-
thorization to market edible prod-
ucts from experimental animals. 

A food additive or food containing a 
food additive intended for investiga-
tional use by qualified experts shall be 
exempt from the requirements of sec-
tion 409 of the act under the following 
conditions: 

(a) If intended for investigational use 
in vitro or in laboratory research ani-
mals, it bears a label which states 
prominently, in addition to the other 
information required by the act, the 
warning: 

Caution. Contains a new food additive for 
investigational use only in laboratory re-
search animals or for tests in vitro. Not for 
use in humans. 

(b) If intended for use in animals 
other than laboratory research animals 
and if the edible products of the ani-
mals are to be marketed as food, per-
mission for the marketing of the edible 
products as food has been requested by 
the sponsor, and authorization has 
been granted by the Food and Drug Ad-
ministration in accordance with § 511.1 
of this chapter or by the Department of 
Agriculture in accordance with 9 CFR 
309.17, and it bears a label which states 
prominently, in addition to the other 
information required by the act, the 
warning: 

Caution. Contains a new food additive for 
use only in investigational animals. Not for 
use in humans. 
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Edible products of investigational animals 
are not to be used for food unless authoriza-
tion has been granted by the U.S. Food and 
Drug Administration or by the U.S. Depart-
ment of Agriculture. 

(c) If intended for nonclinical labora-
tory studies in food-producing animals, 
the study is conducted in compliance 
with the regulations set forth in part 58 
of this chapter. 

[41 FR 38644, Sept. 10, 1976, as amended at 43 
FR 60023, Dec. 22, 1978] 

§ 570.18 Tolerances for related food ad-
ditives. 

(a) Food additives that cause similar 
or related pharmacological effects will 
be regarded as a class, and in the ab-
sence of evidence to the contrary, as 
having additive toxic effects and will 
be considered as related food additives. 

(b) Tolerances established for such 
related food additives may limit the 
amount of a common component that 
may be present, or may limit the 
amount of biological activity (such as 
cholinesterase inhibition) that may be 
present or may limit the total amount 
of related food additives that may be 
present. 

(c) Where food additives from two or 
more chemicals in the same class are 
present in or on a food, the tolerance 
for the total of such additives shall be 
the same as that for the additive hav-
ing the lowest numerical tolerance in 
this class, unless there are available 
methods that permit quantitative de-
termination of the amount of each food 
additive present or unless it is shown 
that a higher tolerance is reasonably 
required for the combined additives to 
accomplish the physical or technical 
effect for which such combined addi-
tives are intended and that the higher 
tolerance will be safe. 

(d) Where residues from two or more 
additives in the same class are present 
in or on a food and there are available 
methods that permit quantitative de-
termination of each residue, the quan-
tity of combined residues that are 
within the tolerance may be deter-
mined as follows: 

(1) Determine the quantity of each 
residue present. 

(2) Divide the quantity of each res-
idue by the tolerance that would apply 
if it occurred alone, and multiply by 

100 to determine the percentage of the 
permitted amount of residue present. 

(3) Add the percentages so obtained 
for all residues present. 

(4) The sum of the percentages shall 
not exceed 100 percent. 

§ 570.19 Pesticide chemicals in proc-
essed foods. 

When pesticide chemical residues 
occur in processed foods due to the use 
of raw agricultural commodities that 
bore or contained a pesticide chemical 
in conformity with an exemption 
granted or a tolerance prescribed under 
section 408 of the act, the processed 
food will not be regarded as adulter-
ated so long as good manufacturing 
practice has been followed in removing 
any residue from the raw agricultural 
commodity in the processing (such as 
by peeling or washing) and so long as 
the concentration of the residue in the 
processed food when ready to eat is not 
greater than the tolerance prescribed 
for the raw agricultural commodity. 
But when the concentration of residue 
in the processed food when ready to eat 
is higher than the tolerance prescribed 
for the raw agricultural commodity, 
the processed food is adulterated unless 
the higher concentration is permitted 
by a tolerance obtained under section 
409 of the act. For example, if fruit 
bearing a residue of 7 parts per million 
of DDT permitted on the raw agricul-
tural commodity is dried and a residue 
in excess of 7 parts per million of DDT 
results on the dried fruit, the dehy-
drated fruit is adulterated unless the 
higher tolerance for DDT is authorized 
by the regulations in this part. Food 
that is itself ready to eat, and which 
contains a higher residue than allowed 
for the raw agricultural commodity, 
may not be legalized by blending or 
mixing with other foods to reduce the 
residue in the mixed food below the tol-
erance prescribed for the raw agricul-
tural commodity. 

Subpart B—Food Additive Safety 

§ 570.20 General principles for evalu-
ating the safety of food additives. 

(a) In reaching a decision on any pe-
tition filed under section 409 of the act, 

VerDate Mar<15>2010 14:14 May 10, 2012 Jkt 226072 PO 00000 Frm 00531 Fmt 8010 Sfmt 8010 Q:\21\21V6.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2012-05-17T10:43:54-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




