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EFFECTIVE DATE OF 1984 AMENDMENT 

Amendment by Pub. L. 98–620 not applicable to cases 

pending on Nov. 8, 1984, see section 403 of Pub. L. 98–620, 

set out as an Effective Date note under section 1657 of 

Title 28, Judiciary and Judicial Procedure. 

EFFECTIVE DATE OF 1962 AMENDMENT; EXCEPTIONS 

Amendment by Pub. L. 87–781 effective Oct. 10, 1962, 

see section 107 of Pub. L. 87–781, set out as an Effective 

Date of 1962 Amendment note under section 321 of this 

title. 

EFFECTIVE DATE 

Section effective Sept. 6, 1958, see section 6(a) of Pub. 

L. 85–929, set out as an Effective Date of 1958 Amend-

ment note under section 342 of this title. 

GUIDANCE ON PRE-PETITION CONSULTATION PROCESS 

FOR ANIMAL FOOD ADDITIVES 

Pub. L. 115–234, title III, § 306(c), Aug. 14, 2018, 132 

Stat. 2441, provided that: 

‘‘(1) IN GENERAL.—Not later than 18 months after the 

date of enactment of this Act [Aug. 14, 2018], the Sec-

retary of Health and Human Services (referred to in 

this subsection as the ‘Secretary’) shall publish draft 

guidance relating to the voluntary pre-petition con-

sultation process for food additives intended for use in 

animal food. 

‘‘(2) CONTENTS.—The guidance under paragraph (1) 

shall include— 

‘‘(A) the recommended format to submit to the 

Food and Drug Administration existing data, includ-

ing any applicable foreign data, for assessment prior 

to submission of a food additive petition for animal 

food under section 409(b) of the Federal Food, Drug, 

and Cosmetic Act [21 U.S.C. 348(b)]; 

‘‘(B) the manner and the number of days by which 

the Food and Drug Administration intends to review 

and respond to such existing data, including with re-

spect to providing a scientific rationale for any addi-

tional data request; 

‘‘(C) circumstances under which the submission of 

study protocols is recommended prior to submission 

of a food additive petition under such section 409(b); 

‘‘(D) the manner in which the Secretary intends to 

inform the person submitting a study protocol for a 

food additive if the review of such study protocol will 

take longer than 50 days; and 

‘‘(E) best practices for communication between the 

Food and Drug Administration and industry on the 

development of pre-petition submissions of study pro-

tocols and existing data for food additives. 

‘‘(3) FINAL GUIDANCE.—The guidance under paragraph 

(1) shall be finalized, withdrawn, or reissued not later 

than 1 year after the close of the comment period on 

the draft guidance.’’ 

GLASS AND CERAMIC WARE 

Pub. L. 105–115, title III, § 308, Nov. 21, 1997, 111 Stat. 

2353, provided that: 

‘‘(a) IN GENERAL.—The Secretary may not implement 

any requirement which would ban, as an unapproved 

food additive, lead and cadmium based enamel in the 

lip and rim area of glass and ceramic ware before the 

expiration of one year after the date such requirement 

is published. 

‘‘(b) LEAD AND CADMIUM BASED ENAMEL.—Unless the 

Secretary determines, based on available data, that 

lead and cadmium based enamel on glass and ceramic 

ware— 

‘‘(1) which has less than 60 millimeters of decorat-

ing area below the external rim, and 

‘‘(2) which is not, by design, representation, or cus-

tom of usage intended for use by children, 

is unsafe, the Secretary shall not take any action be-

fore January 1, 2003, to ban lead and cadmium based 

enamel on such glass and ceramic ware. Any action 

taken after January 1, 2003, to ban such enamel on such 

glass and ceramic ware as an unapproved food additive 

shall be taken by regulation and such regulation shall 

provide that such products shall not be removed from 

the market before 1 year after publication of the final 

regulation.’’ 

MORATORIUM ON AUTHORITY OF SECRETARY WITH 

RESPECT TO SACCHARIN 

Pub. L. 95–203, § 3, Nov. 23, 1977, 91 Stat. 1452, as 

amended by Pub. L. 96–88, title V, § 509(b), Oct. 17, 1979, 

93 Stat. 695; Pub. L. 96–273, June 17, 1980, 94 Stat. 536; 

Pub. L. 97–42, § 2, Aug. 14, 1981, 95 Stat. 946; Pub. L. 

98–22, § 2, Apr. 22, 1983, 97 Stat. 173; Pub. L. 99–46, May 

24, 1985, 99 Stat. 81; Pub. L. 100–71, title I, § 101, July 11, 

1987, 101 Stat. 431; Pub. L. 102–142, title VI, Oct. 28, 1991, 

105 Stat. 910; Pub. L. 104–180, title VI, § 602, Aug. 6, 1996, 

110 Stat. 1594, provided that: ‘‘During the period ending 

May 1, 2002, the Secretary— 

‘‘(1) may not amend or revoke the interim food ad-

ditive regulation of the Food and Drug Administra-

tion of the Department of Health and Human Serv-

ices applicable to saccharin and published on March 

15, 1977 (section 180.37 of part 180, subchapter B, chap-

ter 1, title 21, Code of Federal Regulations (42 Fed. 

Reg. 14638)), or 

‘‘(2) may, except as provided in section 4 [enacting 

section 343a of this title, amending sections 321 and 

343 of this title, and enacting provisions set out as 

notes under section 343 of this title] and the amend-

ments made by such section, not take any other ac-

tion under the Federal Food, Drug, and Cosmetic Act 

[this chapter] to prohibit or restrict the sale or dis-

tribution of saccharin, any food permitted by such in-

terim food additive regulation to contain saccharin, 

or any drug or cosmetic containing saccharin, 

solely on the basis of the carcinogenic or other toxic ef-

fect of saccharin as determined by any study made 

available to the Secretary before the date of the enact-

ment of this Act [Nov. 23, 1977] which involved human 

studies or animal testing, or both.’’ 

[Definition of ‘‘saccharin’’ as used in section 3 of Pub. 

L. 95–203, set out above, to include calcium saccharin, 

sodium saccharin, and ammonium saccharin, see Pub. 

L. 95–203, § 2(d), Nov. 23, 1997, 91 Stat. 1452.] 

§ 349. Bottled drinking water standards; publica-
tion in Federal Register 

(a) Except as provided in subsection (b), when-
ever the Administrator of the Environmental 
Protection Agency prescribes interim or revised 
national primary drinking water regulations 
under section 1412 of the Public Health Service 
Act [42 U.S.C. 300g–1], the Secretary shall con-
sult with the Administrator and within 180 days 
after the promulgation of such drinking water 
regulations either promulgate amendments to 
regulations under this chapter applicable to bot-
tled drinking water or publish in the Federal 
Register his reasons for not making such 
amendments. 

(b)(1) Not later than 180 days before the effec-
tive date of a national primary drinking water 
regulation promulgated by the Administrator of 
the Environmental Protection Agency for a con-
taminant under section 1412 of the Safe Drink-
ing Water Act (42 U.S.C. 300g–1), the Secretary 
shall promulgate a standard of quality regula-
tion under this subsection for that contaminant 
in bottled water or make a finding that such a 
regulation is not necessary to protect the public 
health because the contaminant is contained in 
water in public water systems (as defined under 
section 1401(4) of such Act (42 U.S.C. 300f(4))) but 
not in water used for bottled drinking water. 
The effective date for any such standard of qual-
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1 So in original. Probably should be ‘‘paragraph’’. 

ity regulation shall be the same as the effective 
date for such national primary drinking water 
regulation, except for any standard of quality of 
regulation promulgated by the Secretary before 
August 6, 1996, for which (as of August 6, 1996) an 
effective date had not been established. In the 
case of a standard of quality regulation to which 
such exception applies, the Secretary shall pro-
mulgate monitoring requirements for the con-
taminants covered by the regulation not later 
than 2 years after August 6, 1996. 

(2) A regulation issued by the Secretary as 
provided in this subsection shall include any 
monitoring requirements that the Secretary de-
termines appropriate for bottled water. 

(3) A regulation issued by the Secretary as 
provided in this subsection shall require the fol-
lowing: 

(A) In the case of contaminants for which a 
maximum contaminant level is established in 
a national primary drinking water regulation 
under section 1412 of the Safe Drinking Water 
Act (42 U.S.C. 300g–1), the regulation under 
this subsection shall establish a maximum 
contaminant level for the contaminant in bot-
tled water which is no less stringent than the 
maximum contaminant level provided in the 
national primary drinking water regulation. 

(B) In the case of contaminants for which a 
treatment technique is established in a na-
tional primary drinking water regulation 
under section 1412 of the Safe Drinking Water 
Act (42 U.S.C. 300g–1), the regulation under 
this subsection shall require that bottled 
water be subject to requirements no less pro-
tective of the public health than those appli-
cable to water provided by public water sys-
tems using the treatment technique required 
by the national primary drinking water regu-
lation. 

(4)(A) If the Secretary does not promulgate a 
regulation under this subsection within the pe-
riod described in paragraph (1), the national pri-
mary drinking water regulation referred to in 
paragraph (1) shall be considered, as of the date 
on which the Secretary is required to establish 
a regulation under paragraph (1), as the regula-
tion applicable under this subsection to bottled 
water. 

(B) In the case of a national primary drinking 
water regulation that pursuant to subparagraph 
(A) is considered to be a standard of quality reg-
ulation, the Secretary shall, not later than the 
applicable date referred to in such subpara-
graph, publish in the Federal Register a notice— 

(i) specifying the contents of such regula-
tion, including monitoring requirements; and 

(ii) providing that for purposes of this para-
graph the effective date for such regulation is 
the same as the effective date for the regula-
tion for purposes of the Safe Drinking Water 
Act [42 U.S.C. 300f et seq.] (or, if the exception 
under paragraph (1) applies to the regulation, 
that the effective date for the regulation is 
not later than 2 years and 180 days after Au-
gust 6, 1996). 

(June 25, 1938, ch. 675, § 410, as added Pub. L. 
93–523, § 4, Dec. 16, 1974, 88 Stat. 1694; amended 
Pub. L. 104–182, title III, § 305, Aug. 6, 1996, 110 
Stat. 1684.) 

REFERENCES IN TEXT 

The Safe Drinking Water Act, referred to in subsec. 

(b)(4)(B)(ii), is title XIV of act July 1, 1944, as added 

Dec. 16, 1974, Pub. L. 93–523, § 2(a), 88 Stat. 1660, as 

amended, which is classified generally to subchapter 

XII (§ 300f et seq.) of chapter 6A of Title 42, The Public 

Health and Welfare. For complete classification of this 

Act to the Code, see Short Title note set out under sec-

tion 201 of Title 42 and Tables. 

AMENDMENTS 

1996—Pub. L. 104–182 substituted ‘‘(a) Except as pro-

vided in subsection (b), whenever’’ for ‘‘Whenever’’ and 

added subsec. (b). 

BOTTLED WATER STUDY 

Pub. L. 104–182, title I, § 114(b), Aug. 6, 1996, 110 Stat. 

1641, provided that: ‘‘Not later than 18 months after the 

date of enactment of this Act [Aug. 6, 1996], the Admin-

istrator of the Food and Drug Administration, in con-

sultation with the Administrator of the Environmental 

Protection Agency, shall publish for public notice and 

comment a draft study on the feasibility of appropriate 

methods, if any, of informing customers of the contents 

of bottled water. The Administrator of the Food and 

Drug Administration shall publish a final study not 

later than 30 months after the date of enactment of 

this Act.’’ 

§ 350. Vitamins and minerals 

(a) Authority and limitations of Secretary; appli-
cability 

(1) Except as provided in paragraph (2)— 
(A) the Secretary may not establish, under 

section 321(n), 341, or 343 of this title, maxi-
mum limits on the potency of any synthetic or 
natural vitamin or mineral within a food to 
which this section applies; 

(B) the Secretary may not classify any natu-
ral or synthetic vitamin or mineral (or combi-
nation thereof) as a drug solely because it ex-
ceeds the level of potency which the Secretary 
determines is nutritionally rational or useful; 

(C) the Secretary may not limit, under sec-
tion 321(n), 341, or 343 of this title, the combi-
nation or number of any synthetic or natu-
ral— 

(i) vitamin, 
(ii) mineral, or 
(iii) other ingredient of food, 

within a food to which this section applies. 

(2) Paragraph (1) shall not apply in the case of 
a vitamin, mineral, other ingredient of food, or 
food, which is represented for use by individuals 
in the treatment or management of specific dis-
eases or disorders, by children, or by pregnant or 
lactating women. For purposes of this subpara-
graph,1 the term ‘‘children’’ means individuals 
who are under the age of twelve years. 

(b) Labeling and advertising requirements for 
foods 

(1) A food to which this section applies shall 
not be deemed under section 343 of this title to 
be misbranded solely because its label bears, in 
accordance with section 343(i)(2) of this title, all 
the ingredients in the food or its advertising 
contains references to ingredients in the food 
which are not vitamins or minerals. 

(2) The labeling for any food to which this sec-
tion applies may not list its ingredients which 
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