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Federal Food, Drug and Cosmetic Act  

CHAPTER VII—GENERAL AUTHORITY  
SUBCHAPTER B--COLORS 

LISTING AND CERTIFICATION OF COLOR ADDITIVES FOR 
FOODS, DRUGS, AND COSMETICS 
When Color Additives Deemed Unsafe 

SEC. 721. 1 [21 U.S.C. 379e] (a) A color additive shall, with respect 
to any particular use (for which it is being used or intended to be used 
or is represented as suitable) in or on food or drugs or devices or 
cosmetics be deemed unsafe for the purposes of the application of 
section 402(c), section 501(a)(4), or section 601(e), as the case may 
be unless— 
(1)(A) there is in effect, and such additive and such use are in 
conformity with, a regulation issued under subsection (b) of this 
section listing such additive for such use, including any provision of 
such regulation prescribing the conditions under which such additive 
may be safely used, and (B) such additive either (i) is from a batch 
certified, in accordance with regulations issued pursuant to 
subsection (c), for such use, or (ii) has, with respect to such use, 
been exempted by the Secretary from the requirement of certification; 
or 
(2) such additive and such use thereof conform to the terms of an 
exemption which is in effect pursuant to subsection (f) of this section. 
While there are in effect regulations under subsections (b) and (c) of 
this section relating to a color additive or an exemption pursuant to 
subsection (f) with respect to such additive, an article shall not, by 
reason of bearing or containing such additive in all respects in 
accordance with such regulations or such exemption, be considered 
adulterated within the meaning of clause (1) of section 402(a) if such 
article is a food, or within the meaning of section 601(a) if such article 
is a cosmetic other than a hair dye (as defined in the last sentence of 
section 601(a)). A color additive for use in or on a device shall be 
subject to this section only if the color additive comes in direct contact 
with the body of man or other animals for a significant period of time. 
The Secretary may by regulation designate the uses of color additives 
in or on devices which are subject to this section. 

Listing of Colors 
(b)(1) The Secretary shall, by regulation, provide for separately listing 
color additives for use in or on food, color additives for use in or on 
drugs or devices, and color additives for use in or on cosmetics, if and 
to the extent that such additives are suitable and safe for any such 
use when employed in accordance with such regulations. 
(2)(A) Such regulations may list any color additive for use generally in 
or on food, or in or on drugs or devices, or in or on cosmetics, if the 



Secretary finds that such additive is suitable and may safely be 
employed for such general use. 
(B) If the data before the Secretary do not establish that the additive 
satisfies the requirements for listing such additive on the applicable 
list pursuant to subparagraph (A) of this paragraph, or if the proposal 
is for listing such additive for a more limited use or uses, such 
regulations may list such additive only for any more limited use or 
uses for which it is suitable and may safely be employed. 
(3) Such regulations shall, to the extent deemed necessary by the 
Secretary to assure the safety of the use or uses for which a 
particular color additive is listed, prescribe the conditions under which 
such additive may be safely employed for such use or uses 
(including, but not limited to, specifications, hereafter in this section 
referred to as tolerance limitations, as to the maximum quantity or 
quantities which may be used or permitted to remain in or on the 
article or articles in or on which it is used; specifications as to the 
manner in which such additive may be added to or used in or on such 
article or articles; and directions or other labeling or packaging 
requirements for such additive). 
(4) The Secretary shall not list a color additive under this section for a 
proposed use unless the data before him establish that such use, 
under the conditions of use specified in the regulations, will be safe: 
Provided, however, That a color additive shall be deemed to be 
suitable and safe for the purpose of listing under this subsection for 
use generally in or on food, while there is in effect a published finding 
of the Secretary declaring such substance exempt from the term 
‘‘food additive’’ because of its being generally recognized by qualified 
experts as safe for its intended use, as provided in section 201(s). 
(5)(A) In determining, for the purposes of this section, whether a 
proposed use of a color additive is safe, the Secretary shall consider, 
among other relevant factors— 
(i) the probable consumption of, or other relevant exposure from, the 
additive and of any substance formed in or on food, drugs or devices, 
or cosmetics because of the use of the additive; 
(ii) the cumulative effect, if any, of such additive in the diet of man or 
animals, taking into account the same or any chemically or 
pharmacologically related substance or substances in such diet; 
(iii) safety factors which, in the opinion of experts qualified by 
scientific training and experience to evaluate the safety of color 
additives for the use or uses for which the additive is proposed to be 
listed, are generally recognized as appropriate for the use of animal 
experimentation data; and 
(iv) the availability of any needed practicable methods of analysis for 
determining the identity and quantity of (I) the pure dye and all 
intermediates and other impurities contained in such color additive, 
(II) such additive in or on any article of food, drug or devices, or 
cosmetic, and (III) any substance formed in or on such article 
because of the use of such additive. 
(B) A color additive (i) shall be deemed unsafe, and shall not be 
listed, for any use which will or may result in ingestion of all or part of 
such additive, if the additive is found by the Secretary to induce 
cancer when ingested by man or animal, or if it is found by the 
Secretary, after tests which are appropriate for the evaluation of the 
safety of additives for use in food, to induce cancer in man or animal, 
and (ii) shall be deemed unsafe, and shall not be listed, for any use 
which will not result in ingestion of any part of such additive, if, after 



tests which are appropriate for the evaluation of the safety of 
additives for such use, or after other relevant exposure of man or 
animal to such additive, it is found by the Secretary to induce cancer 
in man or animal: Provided, That clause (i) of this subparagraph (B) 
shall not apply with respect to the use of a color additive as an 
ingredient of feed for animals which are raised for food production, if 
the Secretary finds that, under the conditions of use and feeding 
specified in proposed labeling and reasonably certain to be followed 
in practice, such additive will not adversely affect the animals for 
which such feed is intended, and that no residue of the additive will 
be found (by methods of examination prescribed or approved by the 
Secretary by regulations, which regulations shall not be subject to 
subsection (d)) in any edible portion of such animals after slaughter or 
in any food yielded by or derived from the living animal. 
(C)(i) In any proceeding for the issuance, amendment, or repeal of a 
regulation listing a color additive, whether commenced by a proposal 
of the Secretary on his own initiative or by a proposal contained in a 
petition, the petitioner, or any other person who will be adversely 
affected by such proposal or by the Secretary’s order issued in 
accordance with paragraph (1) of section 701(e) if placed in effect, 
may request, within the time specified in this subparagraph, that the 
petition or order thereon, or the Secretary’s proposal, be referred to 
an advisory committee for a report and recommendations with respect 
to any matter arising under subparagraph (B) of this paragraph, which 
is involved in such proposal or order and which requires the exercise 
of scientific judgment. Upon such request, or if the Secretary within 
such time deems such a referral necessary, the Secretary shall 
forthwith appoint an advisory committee under subparagraph (D) of 
this paragraph and shall refer to it, together with all the data before 
him, such matter arising under subparagraph (B) for study thereof 
and for a report and recommendations on such matter. A person who 
has filed a petition or who has requested the referral of a matter to an 
advisory committee pursuant to this subparagraph (C) 2 , as well as 
representatives of the Department, shall have the right to consult with 
such advisory committee in connection with the matter referred to it. 
The request for referral under this subparagraph, or the Secretary’s 
referral on his own initiative, may be made at any time before, or 
within thirty days after, publication of an order of the Secretary acting 
upon the petition or proposal. 
(ii) Within sixty days after the date of such referral, or within an 
additional thirty days if the committee deems such additional time 
necessary, the committee shall, after independent study of the data 
furnished to it by the Secretary and other data before it, certify to the 
Secretary a report and recommendations, together with all underlying 
data and a statement of the reasons or basis for the 
recommendations. A copy of the foregoing shall be promptly supplied 
by the Secretary to any person who has filed a petition, or who has 
requested such referral to the advisory committee. Within thirty days 
after such certification, and after giving due consideration to all data 
then before him, including such report, recommendation, underlying 
data, and statement, and to any prior order issued by him in 
connection with such matter, the Secretary shall by order confirm or 
modify any order therefore issued or, if no such prior order has been 
issued, shall by order act upon the petition or other proposal. 
(iii) Where— 



(I) by reason of subparagraph (B) of this paragraph, the Secretary 
has initiated a proposal to remove from listing a color additive 
previously listed pursuant to this section; and  
(II) a request has been made for referral of such proposal to an 
advisory committee; the Secretary may not act by order on such 
proposal until the advisory committee has made a report and 
recommendations to him under clause (ii) of this subparagraph and 
he has considered such recommendations, unless the Secretary finds 
that emergency conditions exist necessitating the issuance of an 
order notwithstanding this clause. 
(D) The advisory committee referred to in subparagraph (C) of this 
paragraph shall be composed of experts selected by the National 
Academy of Sciences, qualified in the subject matter referred to the 
committee and of adequately diversified professional background, 
except that in the event of the inability or refusal of the National 
Academy of Sciences to act, the Secretary shall select the members 
of the committee. The size of the committee shall be determined by 
the Secretary. Members of any advisory committee established under 
this Act, while attending conferences or meetings of their committees 
or otherwise serving at the request of the Secretary, shall be entitled 
to receive compensation at rates to be fixed by the Secretary but at 
rates not exceeding the daily equivalent of the rate specified at the 
time of such service for grade GS–18 of the General Schedule 3 , 
including travel time; and while away from their homes or regular 
places of business they may be allowed travel expenses, including 
per diem in lieu of subsistence, as authorized by section 5703 of title 
5 of the United States Code for persons in the Government service 
employed intermittently. The members shall not be subject to any 
other provisions of law regarding the appointment and compensation 
of employees of the United States. The Secretary shall furnish the 
committee with adequate clerical and other assistance, and shall by 
rules and regulations prescribe the procedure to be followed by the 
committee. 
(6) The Secretary shall not list a color additive under this subsection 
for a proposed use if the data before him show that such proposed 
use would promote deception of the consumer in violation of this Act 
or would otherwise result in misbranding or adulteration within the 
meaning of this Act. 
(7) If, in the judgment of the Secretary, a tolerance limitation is 
required in order to assure that a proposed use of a color additive will 
be safe, the Secretary— 
(A) shall not list the additive for such use if he finds that the data 
before him do not establish that such additive, if used within a safe 
tolerance limitation, would achieve the intended physical or other 
technical effect; and 
(B) shall not fix such tolerance limitation at a level higher than he 
finds to be reasonably required to accomplish the intended physical 
or other technical effect. 
(8) If, having regard to the aggregate quantity of color additive likely 
to be consumed in the diet or to be applied to the human body, the 
Secretary finds that the data before him fail to show that it would be 
safe and otherwise permissible to list a color additive (or 
pharmacologically related color additives) of all uses proposed 
therefor and at the levels of concentration proposed, the Secretary 
shall, in determining for which use or uses such additive (or such 
related additives) shall be or remain listed, or how the aggregate 



allowable safe tolerance for such additive or additives shall be 
allocated by him among the uses under consideration, take into 
account, among other relevant factors (and subject to the paramount 
criterion of safety), (A) the relative marketability of the articles 
involved as affected by the proposed uses of the color additive (or of 
such related additives) in or on such articles, and the relative 
dependence of the industries concerned on such uses; (B) the 
relative aggregate amounts of such color additive which he estimates 
would be consumed in the diet or applied to the human body by 
reason of the various uses and levels of concentration proposed; and 
(C) the availability, if any, of other color additives suitable and safe for 
one or more of the uses proposed. 

Certification of Colors 
(c) The Secretary shall further, by regulation, provide (1) for the 
certification, with safe diluents or without diluents, of batches of color 
additives listed pursuant to subsection (b) and conforming to the 
requirements for such additives established by regulations under 
such subsection and this subsection, and (2) for exemption from the 
requirement of certification in the case of any such additive, or any 
listing or use thereof, for which he finds such requirement not to be 
necessary in the interest of the protection of the public health: 
Provided, That, with respect to any use in or on food for which a listed 
color additive is deemed to be safe by reason of the proviso to 
paragraph (4) of subsection (b), the requirement of certification shall 
be deemed not to be necessary in the interest of public health 
protection.  

Procedure for Issuance, Amendment, or Repeal of Regulations 
(d) The provisions of section 701 (e), (f), and (g) of this Act shall, 
subject to the provisions of subparagraph (C) of subsection (b)(5) of 
this section, apply to and in all respects govern proceedings for the 
issuance, amendment, or repeal of regulations under subsection (b) 
or (c) of this section (including judicial review of the Secretary’s action 
in such proceedings) and the admissibility of transcripts of the record 
of such proceedings in other proceedings, except that— 
(1) if the proceeding is commenced by the filing of a petition, notice of 
the proposal made by the petition shall be published in general terms 
by the Secretary within thirty days after such filing, and the 
Secretary’s order (required by paragraph (1) of section 701(e)) acting 
upon such proposal shall, in the absence of prior referral (or request 
for referral) to an advisory committee, be issued within ninety days 
after the date of such filing, except that the Secretary may (prior to 
such ninetieth day) by written notice to the petitioner, extend such 
ninety-day period to such time (not more than one hundred and eighty 
days after the date of filing of the petition) as the Secretary deems 
necessary to enable him to study and investigate the petition; 
(2) any report, recommendations, underlying data, and reasons 
certified to the Secretary by an advisory committee appointed 
pursuant to subparagraph (D) of subsection (b)(5) of this section, 
shall be made a part of the record of any hearing if relevant and 
material, subject to the provisions of section 7(c) of the Administrative 
Procedure Act (5 U.S.C., sec. 1006(c)) 4 . The advisory committee 
shall designate a member to appear and testify at any such hearing 
with respect to the report and recommendations of such committee 
upon request of the Secretary, the petitioner, or the officer conducting 
the hearing, but this shall not preclude any other member of the 
advisory committee from appearing and testifying at such hearing; 



(3) the Secretary’s order after public hearing (acting upon objections 
filed to an order made prior to hearings) shall be subject to the 
requirements of section 409(f)(2); and 
(4) the scope of judicial review of such order shall be in accordance 
with the fourth sentence of paragraph (2), and with the provisions of 
paragraph (3), of section 409(g). 

Fees 
(e) The admitting to listing and certification of color additives, in 
accordance with regulations prescribed under this Act, shall be 
performed only upon payment of such fees, which shall be specified 
in such regulations, as may be necessary to provide, maintain, and 
equip an adequate service for such purposes.  

Exemptions 
(f) The Secretary shall by regulations (issued without regard to 
subsection (d)) provide for exempting from the requirements of this 
section any color additive or any specific type of use thereof, and any 
article of food, drug or device, or cosmetic bearing or containing such 
additive, intended solely for investigational use by qualified experts 
when in his opinion such exemption is consistent with the public 
health. 
NOTE.—Section 201 of the Labor-Federal Security Appropriation Act, 
1944 (21 U.S.C. 377), provides that the Secretary in carrying into 
effect this Act ‘‘is authorized to cooperate with associations and 
scientific societies in the revision of the United States Pharmacopeia 
and in the development of methods of analysis and mechanical and 
physical tests necessary to carry out the work of the Food and Drug 
Administration. 

Footnotes: Chapter VII, Subchapter B  
1. See the revolving fund provision in the appendix.  
2. So in law. Probably should be "this subparagraph". 
3. The General Schedule under section 5332 of title 5, United States 
Code, no longer includes the grade GS-18. The grades are GS-1 
through GS-15. 
4. Section 7(c) of the Administrative Procedure Act has been 
superseded by section 556(d) of title 5, United States Code. See 
Public Law 89-554. 
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