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household use which contains not more 
than 15 percent of pure color and which 
is in packages containing not more 
than 3 ounces there appears on the 
label, a code number which the manu-
facturer has identified with the lot 
number by giving to the Food and Drug 
Administration written notice that 
such code number will be used in lieu 
of the lot number. 

Subpart C—Safety Evaluation 
§ 70.40 Safety factors to be considered. 

In accordance with section 
721(b)(5)(A)(iii) of the act, the following 
safety factor will be applied in deter-
mining whether the proposed use of a 
color additive will be safe: Except 
where evidence is submitted which jus-
tifies use of a different safety factor, a 
safety factor of 100 to 1 will be used in 
applying animal experimentation data 
to man; that is, a color additive for use 
by man will not be granted a tolerance 
that will exceed 1/100th of the max-
imum no-effect level for the most sus-
ceptible experimental animals tested. 
The various species of experimental 
animals used in the tests shall conform 
to good pharmacological practice. 

§ 70.42 Criteria for evaluating the safe-
ty of color additives. 

(a) In deciding whether a petition is 
complete and suitable for filing and in 
reaching a decision on any petition 
filed, the Commissioner will apply the 
‘‘safe-for-use’’ principle. This will re-
quire the presentation of all needed 
scientific data in support of a proposed 
listing to assure that each listed color 
additive will be safe for its intended 
use or uses in or on food, drugs, or cos-
metics. The Commissioner may list a 
color additive for use generally in or on 
food, in or on drugs, or in or on cos-
metics when he finds from the data 
presented that such additive is suitable 
and may safely be employed for such 
general use; he may list an additive 
only for more limited use or uses for 
which it is proven suitable and may 
safely be employed; and he is author-
ized to prescribe broadly the conditions 
under which the additive may be safely 
employed for such use or uses. This 
may allow the use of a particular dye, 
pigment, or other substance with cer-

tain diluents, but not with others, or at 
a higher concentration with some than 
with others. 

(b) The safety for external color addi-
tives will normally be determined by 
tests for acute oral toxicity, primary 
irritation, sensitization, subacute der-
mal toxicity on intact and abraded 
skin, and carcinogenicity by skin ap-
plication. The Commissioner may 
waive any of such tests if data before 
him otherwise establish that such test 
is not required to determine safety for 
the use proposed. 

(c) Upon written request describing 
the proposed use of a color additive and 
the proposed experiments to determine 
its safety, the Commissioner will ad-
vise a person who wishes to establish 
the safety of a color additive whether 
he believes the experiments planned 
will yield data adequate for an evalua-
tion of the safety of the additive. 

§ 70.45 Allocation of color additives. 

Whenever, in the consideration of a 
petition or a proposal to list a color ad-
ditive or to alter an existing listing, 
the data before the Commissioner fail 
to show that it would be safe to list the 
color additive for all the uses proposed 
or at the levels proposed, the Commis-
sioner will notify the petitioner and 
other interested persons by publication 
in the FEDERAL REGISTER that it is nec-
essary to allocate the safe tolerance for 
the straight color in the color additive 
among the competing needs. This no-
tice shall call for the presentation of 
data by all interested persons on which 
the allocation can be made in accord-
ance with section 721(b)(8) of the act. 
The time for acting upon the petition 
shall be stayed until such data are pre-
sented, whereupon the time limits 
shall begin to run anew. As promptly 
as possible after presentation of the 
data, the Commissioner will, by order, 
announce the allocation and the toler-
ance limitations. 

§ 70.50 Application of the cancer 
clause of section 721 of the act. 

(a) Color additives that may be ingested. 
Whenever (1) the scientific data before 
the Commissioner (either the reports 
from the scientific literature or the re-
sults of biological testing) suggest the 
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possibility that the color additive in-
cluding its components or impurities 
has induced cancer when ingested by 
man or animal; or (2) tests which are 
appropriate for the evaluation of the 
safety of additives in food suggest that 
the color additive, including its compo-
nents or impurities, induces cancer in 
man or animal, the Commissioner shall 
determine whether, based on the judg-
ment of appropriately qualified sci-
entists, cancer has been induced and 
whether the color additive, including 
its components or impurities, was the 
causative substance. If it is his judg-
ment that the data do not establish 
these facts, the cancer clause is not ap-
plicable; and if the data considered as a 
whole establish that the color additive 
will be safe under the conditions that 
can be specified in the applicable regu-
lation, it may be listed for such use. 
But if in the judgment of the Commis-
sioner, based on information from 
qualified scientists, cancer has been in-
duced, no regulation may issue which 
permits its use. 

(b) Color additives that will not be in-
gested. Whenever the scientific data be-
fore the Commissioner suggest the pos-
sibility that the color additive, includ-
ing its components or impurities, has 
induced cancer in man or animals by 
routes other than ingestion, the Com-
missioner shall determine whether, 
based on the judgment of appropriately 
qualified scientists, the test suggesting 
the possibility of carcinogenesis is ap-
propriate for the evaluation of the 
color additive for a use which does not 
involve ingestion, cancer has been in-
duced, and the color additive, including 
its components or impurities, was the 
causative substance. If it is his judg-
ment that the data do not establish 
these facts, the cancer clause is not ap-
plicable to preclude external drug and 
cosmetic uses, and if the data as a 
whole establish that the color additive 
will be safe under conditions that can 
be specified in the regulations, it may 
be listed for such use. But if, in the 
judgment of the Commissioner, based 
on information from qualified sci-
entists, the test is an appropriate one 
for the consideration of safety for the 
proposed external use, and cancer has 
been induced by the color additive, in-
cluding its components or impurities, 

no regulation may issue which permits 
its use in external drugs and cosmetics. 

(c) Color additives for use as an ingre-
dient of feed for animals that are raised 
for food production. Color additives that 
are an ingredient of the feed for ani-
mals raised for food production and 
that have the potential to contaminate 
human food with residues whose con-
sumption could present a risk of cancer 
to people must satisfy the require-
ments of subpart E of part 500 of this 
chapter. 

[42 FR 15636, Mar. 22, 1977, as amended at 43 
FR 22675, May 26, 1978; 52 FR 49586, Dec. 31, 
1987] 

§ 70.51 Advisory committee on the ap-
plicability of the anticancer clause. 

All requests for and procedures gov-
erning any advisory committee on the 
anticancer clause shall be subject to 
the provisions of part 14 of this chap-
ter, and particularly subpart H of that 
part. 

§ 70.55 Request for scientific studies. 

The Commissioner will consider re-
quests by any interested person who 
desires the Food and Drug Administra-
tion to conduct scientific studies to 
support a petition for a regulation for 
a color additive. If favorably acted 
upon, such studies will be limited to 
pharmacological investigations, stud-
ies of the chemical and physical struc-
ture of the color additive, and methods 
of analysis of the pure color additive 
(including impurities) and its identi-
fication and determination in foods, 
drugs, or cosmetics, as the case may 
be. All requests for such studies shall 
be accompanied by the fee prescribed 
in § 70.19. 

PART 71—COLOR ADDITIVE 
PETITIONS 

Subpart A—General Provisions 

Sec. 
71.1 Petitions. 
71.2 Notice of filing of petition. 
71.4 Samples; additional information. 
71.6 Extension of time for studying peti-

tions; substantive amendments; with-
drawal of petitions without prejudice. 

71.15 Confidentiality of data and informa-
tion in color additive petitions. 
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