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Executive Documents
TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§337. Proceedings in name of United States; pro-
vision as to subpoenas

(a) Except as provided in subsection (b), all
such proceedings for the enforcement, or to re-
strain violations, of this chapter shall be by and
in the name of the United States. Subpoenas for
witnesses who are required to attend a court of
the United States, in any district, may run into
any other district in any proceeding under this
section.

(b)(1) A State may bring in its own name and
within its jurisdiction proceedings for the civil
enforcement, or to restrain violations, of section
341, 343(b), 343(c), 343(d), 343(e), 343(f), 343(g),
343(h), 343(i), 343(k), 343(q), or 343(r) of this title
if the food that is the subject of the proceedings
is located in the State.

(2) No proceeding may be commenced by a
State under paragraph (1)—

(A) before 30 days after the State has given
notice to the Secretary that the State intends
to bring such proceeding,

(B) before 90 days after the State has given
notice to the Secretary of such intent if the
Secretary has, within such 30 days, com-
menced an informal or formal enforcement ac-
tion pertaining to the food which would be the
subject of such proceeding, or

(C) if the Secretary is diligently prosecuting
a proceeding in court pertaining to such food,
has settled such proceeding, or has settled the
informal or formal enforcement action per-
taining to such food.

In any court proceeding described in subpara-
graph (C), a State may intervene as a matter of
right.

(June 25, 1938, ch. 675, §310, formerly §307, 52
Stat. 1046; Sept. 3, 1954, ch. 1263, §37, 68 Stat.
1239; Pub. L. 101-535, §4, Nov. 8, 1990, 104 Stat.
2362; renumbered §310, Pub. L. 102-282, §2, May
13, 1992, 106 Stat. 150.)

Editorial Notes
AMENDMENTS

1990—Pub. L. 101-535 substituted ‘‘(a) Except as pro-
vided in subsection (b), all” for ‘“All” and ‘‘any pro-
ceeding under this section” for ‘‘any such proceeding’’
and added subsec. (b).

1954—Act Sept. 3, 1954, struck out reference to section
654 of title 28.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1990 AMENDMENT
Amendment by Pub. L. 101-535 effective 24 months
after Nov. 8, 1990, except that such amendment effec-
tive Dec. 31, 1993, with respect to dietary supplements
of vitamins, minerals, herbs, or other similar nutri-

tional substances, see section 10(a)(1)(C) of Pub. L.
101-535, set out as a note under section 343 of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-535

Amendments by Pub. L. 101-535 not to be construed to
alter authority of Secretary of Health and Human
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Services and Secretary of Agriculture under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), the Federal Meat Inspection Act (21 U.S.C. 601 et
seq.), the Poultry Products Inspection Act (21 U.S.C. 451
et seq.), and the Egg Products Inspection Act (21 U.S.C.
1031 et seq.), see section 9 of Pub. L. 101-535, set out as
a note under section 343 of this title.

§ 337a. Extraterritorial jurisdiction

There is extraterritorial jurisdiction over any
violation of this chapter relating to any article
regulated under this chapter if such article was
intended for import into the United States or if
any act in furtherance of the violation was com-
mitted in the United States.

(June 25, 1938, ch. 675, §311, as added Pub. L.
112-144, title VII, §718, July 9, 2012, 126 Stat.
1077.)

SUBCHAPTER IV—FOOD
§ 341. Definitions and standards for food

Whenever in the judgment of the Secretary
such action will promote honesty and fair deal-
ing in the interest of consumers, he shall pro-
mulgate regulations fixing and establishing for
any food, under its common or usual name so far
as practicable, a reasonable definition and
standard of identity, a reasonable standard of
quality, or reasonable standards of fill of con-
tainer. No definition and standard of identity
and no standard of quality shall be established
for fresh or dried fruits, fresh or dried vegeta-
bles, or butter, except that definitions and
standards of identity may be established for
avocadoes, cantaloupes, citrus fruits, and mel-
ons. In prescribing any standard of fill of con-
tainer, the Secretary shall give due consider-
ation to the natural shrinkage in storage and in
transit of fresh natural food and to need for the
necessary packing and protective material. In
the prescribing of any standard of quality for
any canned fruit or canned vegetable, consider-
ation shall be given and due allowance made for
the differing characteristics of the several vari-
eties of such fruit or vegetable. In prescribing a
definition and standard of identity for any food
or class of food in which optional ingredients are
permitted, the Secretary shall, for the purpose
of promoting honesty and fair dealing in the in-
terest of consumers, designate the optional in-
gredients which shall be named on the label.
Any definition and standard of identity pre-
scribed by the Secretary for avocadoes, canta-
loupes, citrus fruits, or melons shall relate only
to maturity and to the effects of freezing.

(June 25, 1938, ch. 675, §401, 52 Stat. 1046; Apr. 15,
1954, ch. 143, §1, 68 Stat. 54; Aug. 1, 1956, ch. 861,
§1, 70 Stat. 919; Pub. L. 103-80, §3(h), Aug. 13,
1993, 107 Stat. 776.)

Editorial Notes
AMENDMENTS

1993—Pub. L. 103-80 substituted ‘‘or reasonable stand-
ards of fill of container. No definition’ for ‘‘and/or rea-
sonable standards of fill of container: Provided, That no
definition”.

1956—Act Aug. 1, 1956, designated provisions consti-
tuting subsec. (a) as entire section and repealed subsec.
(b) which provided the procedure for establishment of
regulations and is covered by section 371(e) of this title.
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1954—Act Apr. 15, 1954, designated existing provisions
as subsec. (a) and added subsec. (b).

Statutory Notes and Related Subsidiaries
SAVINGS PROVISION

Act Aug. 1, 1956, ch. 861, §3, 70 Stat. 919, provided
that: “In any case in which, prior to the enactment of
this Act [Aug. 1, 1956], a public hearing has been begun
in accordance with section 401 of the Federal Food,
Drug, and Cosmetic Act [341 of this title] upon a pro-
posal to issue, amend, or repeal any regulation con-
templated by such section, or has been begun in accord-
ance with section 701(e) of such Act [section 371(e) of
this title] upon a proposal to issue, amend, or repeal
any regulation contemplated by section 403(j), 404(a),
406(a) or (b), 501(b), 502(d), 502(h), 504 or 604 of such Act
[section 343(j), 344(a), 346(a) or (b), 351(b), 352(d), 352(h),
354, or 364 of this title], the provisions of such section
401 or 701(e), as the case may be, as in force imme-
diately prior to the date of the enactment of this Act
[Aug. 1, 1956], shall be applicable as though this Act
[amending this section and section 371(e) of this title]
had not been enacted.”

FOoOD SAFETY AND SECURITY STRATEGY

Pub. L. 107-188, title III, §301, June 12, 2002, 116 Stat.
662, provided that:

‘‘(a) IN GENERAL.—The President’s Council on Food
Safety (as established by Executive Order No. 13100 [set
out below]) shall, in consultation with the Secretary of
Transportation, the Secretary of the Treasury, other
relevant Federal agencies, the food industry, consumer
and producer groups, scientific organizations, and the
States, develop a crisis communications and education
strategy with respect to bioterrorist threats to the food
supply. Such strategy shall address threat assessments;
technologies and procedures for securing food proc-
essing and manufacturing facilities and modes of trans-
portation; response and notification procedures; and
risk communications to the public.

‘“(b) AUTHORIZATION OF APPROPRIATIONS.—For the
purpose of implementing the strategy developed under
subsection (a), there are authorized to be appropriated
$750,000 for fiscal year 2002, and such sums as may be
necessary for each subsequent fiscal year.”’

FoOD SAFETY COMMISSION

Pub. L. 107-171, title X, §10807, May 13, 2002, 116 Stat.
527, provided that:
‘‘(a) ESTABLISHMENT.—

‘(1) IN GENERAL.—There is established a commis-
sion to be known as the ‘Food Safety Commission’
(referred to in this section as the ‘Commission’).

‘“(2) MEMBERSHIP.—

‘““(A) COMPOSITION.—The Commission shall be
composed of 15 members (including a Chairperson,
appointed by the President[)].

“(B) ELIGIBILITY.—

‘(i) IN GENERAL.—Members of the Commission—

‘“(I) shall have specialized training or signifi-
cant experience in matters under the jurisdic-
tion of the Commission; and

‘“(IT) shall represent, at a minimum—

‘“‘(aa) consumers;

““(bb) food scientists;

“‘(ce) the food industry; and
“(dd) health professionals.

‘“(ii) FEDERAL EMPLOYEES.—Not more than 3
members of the Commission may be Federal em-
ployees.

‘“(C) DATE OF APPOINTMENTS.—The appointment of
the members of the Commission shall be made as
soon as practicable after the date on which funds
authorized to be appropriated under subsection
(e)(1) are made available.

‘(D) VACANCIES.—A vacancy on the Commission—

‘(i) shall not affect the powers of the Commis-
sion; and
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(i) shall be filled—

‘“(I) not later than 60 days after the date on
which the vacancy occurs; and

‘“(IT) in the same manner as the original ap-
pointment was made.

““(3) MEETINGS.—

“‘(A) INITIAL MEETING.—The initial meeting of the
Commission shall be conducted not later than 30
days after the date of appointment of the final
member of the Commission.

‘“(B) OTHER MEETINGS.—The Commission shall
meet at the call of the Chairperson.

‘‘(4) QUORUM; STANDING RULES.—

“(A) QUORUM.—A majority of the members of the
Commission shall constitute a quorum to conduct
business.

‘‘(B) STANDING RULES.—At the first meeting of the
Commission, the Commission shall adopt standing
rules of the Commission to guide the conduct of
business and decisionmaking of the Commission.

“(b) DUTIES.—

‘(1) RECOMMENDATIONS.—The Commission shall
make specific recommendations to enhance the food
safety system of the United States, including a de-
scription of how each recommendation would im-
prove food safety.

““(2) COMPONENTS.—Recommendations made by the
Commission under paragraph (1) shall address all food
available commercially in the United States.

‘(3) REPORT.—Not later than 1 year after the date
on which the Commission first meets, the Commis-
sion shall submit to the President and Congress—

“(A) the findings, conclusions, and recommenda-
tions of the Commission, including a description of
how each recommendation would improve food safe-
ty;

“(B) a summary of any other material used by the
Commission in the preparation of the report under
this paragraph; and

“(C) if requested by 1 or more members of the
Commission, a statement of the minority views of
the Commission.

‘“(c) POWERS OF THE COMMISSION.—

‘(1) HEARINGS.—The Commission may, for the pur-
pose of carrying out this section, hold such hearings,
meet and act at such times and places, take such tes-
timony, and receive such evidence as the Commission
considers advisable.

¢‘(2) INFORMATION FROM FEDERAL AGENCIES.—

‘“(A) IN GENERAL.—The Commission may secure
directly, from any Federal agency, such informa-
tion as the Commission considers necessary to
carry out this section.

*(B) PROVISION OF INFORMATION.—

‘(i) IN GENERAL.—Subject to subparagraph (C),
on the request of the Commission, the head of a
Federal agency described in subparagraph (A)
may furnish information requested by the Com-
mission to the Commission.

‘(i) ADMINISTRATION.—The furnishing of infor-
mation by a Federal agency to the Commission
shall not be considered a waiver of any exemption
available to the agency under section 552 of title
5, United States Code.

*“(C) INFORMATION TO BE KEPT CONFIDENTIAL.—

‘(i) IN GENERAL.—For purposes of section 1905 of
title 18, United States Code—

‘“(I) the Commission shall be considered an
agency of the Federal Government; and

‘“(IT) any individual employed by an indi-
vidual, entity, or organization that is a party to

a contract with the Commission under this sec-

tion shall be considered an employee of the

Commission.

‘(i) PROHIBITION ON DISCLOSURE.—Information
obtained by the Commission, other than informa-
tion that is available to the public, shall not be
disclosed to any person in any manner except to
an employee of the Commission as described in
clause (i), for the purpose of receiving, reviewing,
or processing the information.
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¢“(d) COMMISSION PERSONNEL MATTERS.—

(1) MEMBERS.—

‘“(A) COMPENSATION.—A member of the Commis-
sion shall serve without compensation for the serv-
ices of the member on the Commission.

‘(B) TRAVEL EXPENSES.—A member of the Com-
mission shall be allowed travel expenses, including
per diem in lieu of subsistence, at rates authorized
for an employee of an agency under subchapter I of
chapter 57 of title 5, United States Code, while
away from the home or regular place of business of
the member in the performance of the duties of the
Commission.

‘“(2) STAFF.—

‘“(A) IN GENERAL.—The Chairperson of the Com-
mission may, without regard to the civil service
laws (including regulations), appoint and terminate
the appointment of an executive director and such
other additional personnel as are necessary to en-
able the Commission to perform the duties of the
Commission.

‘(B) CONFIRMATION OF EXECUTIVE DIRECTOR.—The
employment of an executive director shall be sub-
ject to confirmation by the Commission.

¢“(C) COMPENSATION.—

‘(i) IN GENERAL.—Except as provided in clause

(ii), the Chairperson of the Commission may fix

the compensation of the executive director and

other personnel without regard to the provisions
of chapter 51 and subchapter III of chapter 53 of
title 5, United States Code, relating to classifica-
tion of positions and General Schedule pay rates.

‘“(ii) MAXIMUM RATE OF PAY.—The rate of pay for
the executive director and other personnel shall
not exceed the rate payable for level II of the Ex-

ecutive Schedule under section 5316 of title 5,

United States Code.
¢“(3) DETAIL OF FEDERAL GOVERNMENT EMPLOYEES.—

‘“(A) IN GENERAL.—An employee of the Federal
Government may be detailed to the Commission,
without reimbursement, for such period of time as
is permitted by law.

‘“(B) CIVIL SERVICE STATUS.—The detail of the em-
ployee shall be without interruption or loss of civil
service status or privilege.

‘“(4) PROCUREMENT OF TEMPORARY AND INTERMITTENT
SERVICES.—The Chairperson of the Commission may
procure temporary and intermittent services in ac-
cordance with section 3109(b) of title 5, United States
Code, at rates for individuals that do not exceed the
daily equivalent of the annual rate of basic pay pre-
scribed for level II of the Executive Schedule under
section 5316 of that title.

‘‘(e) AUTHORIZATION OF APPROPRIATIONS.—

‘(1) IN GENERAL.—There is authorized to be appro-
priated such sums as are necessary to carry out this
section.

‘(2) LIMITATION.—No payment may be made under
subsection (d) except to the extent provided for in ad-
vance in an appropriations Act.

“(f) TERMINATION.—The Commission shall terminate
on the date that is 60 days after the date on which the
Commission submits the recommendations and report
under subsection (b)(3).”

Executive Documents
TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

EX. ORD. No. 13100. PRESIDENT’S COUNCIL ON FOOD
SAFETY

Ex. Ord. No. 13100, Aug. 25, 1998, 63 F.R. 45661, as
amended by Ex. Ord. No. 13286, §16, Feb. 28, 2003, 68 F.R.
10623, provided:
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By the authority vested in me as President by the
Constitution and the laws of the United States of
America, and in order to improve the safety of the food
supply through science-based regulation and well-co-
ordinated inspection, enforcement, research, and edu-
cation programs, it is hereby ordered as follows:

SECTION 1. Establishment of President’s Council on Food
Safety. (a) There is established the President’s Council
on Food Safety (‘‘Council’’). The Council shall comprise
the Secretaries of Agriculture, Commerce, Health and
Human Services, and Homeland Security, the Director
of the Office of Management and Budget (OMB), the Ad-
ministrator of the Environmental Protection Agency,
the Assistant to the President for Science and Tech-
nology/Director of the Office of Science and Technology
Policy, the Assistant to the President for Domestic
Policy, and the Director of the National Partnership
for Reinventing Government. The Council shall consult
with other Federal agencies and State, local, and tribal
government agencies, and consumer, producer, sci-
entific, and industry groups, as appropriate.

(b) The Secretaries of Agriculture and of Health and
Human Services and the Assistant to the President for
Science and Technology/Director of the Office of
Science and Technology Policy shall serve as Joint
Chairs of the Council.

SEC. 2. Purpose. The purpose of the Council shall be to
develop a comprehensive strategic plan for Federal food
safety activities, taking into consideration the findings
and recommendations of the National Academy of
Sciences report ‘‘Ensuring Safe Food from Production
to Consumption” and other input from the public on
how to improve the effectiveness of the current food
safety system. The Council shall make recommenda-
tions to the President on how to advance Federal ef-
forts to implement a comprehensive science-based
strategy to improve the safety of the food supply and
to enhance coordination among Federal agencies,
State, local, and tribal governments, and the private
sector. The Council shall advise Federal agencies in
setting priority areas for investment in food safety.

SEC. 3. Specific Activities and Functions. (a) The Coun-
cil shall develop a comprehensive strategic Federal
food safety plan that contains specific recommenda-
tions on needed changes, including measurable out-
come goals. The principal goal of the plan should be the
establishment of a seamless, science-based food safety
system. The plan should address the steps necessary to
achieve this goal, including the key public health, re-
source, and management issues regarding food safety.
The planning process should consider both short-term
and long-term issues including new and emerging
threats and the special needs of vulnerable populations
such as children and the elderly. In developing this
plan, the Council shall consult with all interested par-
ties, including State and local agencies, tribes, con-
sumers, producers, industry, and academia.

(b) Consistent with the comprehensive strategic Fed-
eral food safety plan described in section 3(a) of this
order, the Council shall advise agencies of priority
areas for investment in food safety and ensure that
Federal agencies annually develop coordinated food
safety budgets for submission to the OMB that sustain
and strengthen existing capacities, eliminate duplica-
tion, and ensure the most effective use of resources for
improving food safety. The Council shall also ensure
that Federal agencies annually develop a unified budg-
et for submission to the OMB for the President’s Food
Safety Initiative and such other food safety issues as
the Council determines appropriate.

(c) The Council shall ensure that the Joint Institute
for Food Safety Research (JIFSR), in consultation with
the National Science and Technology Council, estab-
lishes mechanisms to guide Federal research efforts to-
ward the highest priority food safety needs. The JIFSR
shall report to the Council on a regular basis on its ef-
forts: (i) to develop a strategic plan for conducting food
safety research activities consistent with the Presi-
dent’s Food Safety Initiative and such other food safe-
ty activities as the JIFSR determines appropriate; and
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(ii) to coordinate efficiently, within the executive
branch and with the private sector and academia, all
Federal food safety research.

SEC. 4. Cooperation. All actions taken by the Council
shall, as appropriate, promote partnerships and co-
operation with States, tribes, and other public and pri-
vate sector efforts wherever possible to improve the
safety of the food supply.

SEC. 5. General Provisions. This order is intended only
to improve the internal management of the executive
branch and is not intended to, nor does it, create any
right or benefit, substantive or procedural, enforceable
at law by a party against the United States, its agen-
cies, its officers or any person. Nothing in this order
shall affect or alter the statutory responsibilities of
any Federal agency charged with food safety respon-
sibilities.

§ 342. Adulterated food

A food shall be deemed to be adulterated—
(a) Poisonous, insanitary, etc., ingredients

(1) If it bears or contains any poisonous or del-
eterious substance which may render it inju-
rious to health; but in case the substance is not
an added substance such food shall not be con-
sidered adulterated under this clause if the
quantity of such substance in such food does not
ordinarily render it injurious to health.! (2)(A) if
it bears or contains any added poisonous or
added deleterious substance (other than a sub-
stance that is a pesticide chemical residue in or
on a raw agricultural commodity or processed
food, a food additive, a color additive, or a new
animal drug) that is unsafe within the meaning
of section 346 of this title; or (B) if it bears or
contains a pesticide chemical residue that is un-
safe within the meaning of section 346a(a) of this
title; or (C) if it is or if it bears or contains (i)
any food additive that is unsafe within the
meaning of section 348 of this title; or (ii) a new
animal drug (or conversion product thereof) that
is unsafe within the meaning of section 360b of
this title; or (3) if it consists in whole or in part
of any filthy, putrid, or decomposed substance,
or if it is otherwise unfit for food; or (4) if it has
been prepared, packed, or held under insanitary
conditions whereby it may have become con-
taminated with filth, or whereby it may have
been rendered injurious to health; or (5) if it is,
in whole or in part, the product of a diseased
animal or of an animal which has died otherwise
than by slaughter; or (6) if its container is com-
posed, in whole or in part, of any poisonous or
deleterious substance which may render the con-
tents injurious to health; or (7) if it has been in-
tentionally subjected to radiation, unless the
use of the radiation was in conformity with a
regulation or exemption in effect pursuant to
section 348 of this title.

(b) Absence, substitution, or addition of constitu-
ents

(1) If any valuable constituent has been in
whole or in part omitted or abstracted there-
from; or (2) if any substance has been sub-
stituted wholly or in part therefor; or (3) if dam-
age or inferiority has been concealed in any
manner; or (4) if any substance has been added
thereto or mixed or packed therewith so as to
increase its bulk or weight, or reduce its quality

180 in original. The period probably should be *‘; or”.
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or strength, or make it appear better or of
greater value than it is.

(¢) Color additives

If it is, or it bears or contains, a color additive
which is unsafe within the meaning of section
379e(a) of this title.

(d) Confectionery containing alcohol or non-
nutritive substance

If it is confectionery, and—

(1) has partially or completely imbedded
therein any nonnutritive object, except that
this subparagraph shall not apply in the case
of any nonnutritive object if, in the judgment
of the Secretary as provided by regulations,
such object is of practical functional value to
the confectionery product and would not
render the product injurious or hazardous to
health;

(2) bears or contains any alcohol other than
alcohol not in excess of one-half of 1 per cen-
tum by volume derived solely from the use of
flavoring extracts, except that this clause
shall not apply to confectionery which is in-
troduced or delivered for introduction into, or
received or held for sale in, interstate com-
merce if the sale of such confectionery is per-
mitted under the laws of the State in which
such confectionery is intended to be offered
for sale; or

(3) bears or contains any nonnutritive sub-
stance, except that this subparagraph shall
not apply to a safe nonnutritive substance
which is in or on confectionery by reason of its
use for some practical functional purpose in
the manufacture, packaging, or storage of
such confectionery if the use of the substance
does not promote deception of the consumer or
otherwise result in adulteration or mis-
branding in violation of any provision of this
chapter, except that the Secretary may, for
the purpose of avoiding or resolving uncer-
tainty as to the application of this subpara-
graph, issue regulations allowing or prohib-
iting the use of particular nonnutritive sub-
stances.

(e) Oleomargarine containing filthy, putrid, etc.,
matter

If it is oleomargarine or margarine or butter
and any of the raw material used therein con-
sisted in whole or in part of any filthy, putrid,
or decomposed substance, or such oleomargarine
or margarine or butter is otherwise unfit for
food.

(f) Dietary supplement or ingredient: safety

(1) If it is a dietary supplement or contains a
dietary ingredient that—
(A) presents a significant or unreasonable
risk of illness or injury under—
(i) conditions of use recommended or sug-
gested in labeling, or
(ii) if no conditions of use are suggested or
recommended in the labeling, under ordi-
nary conditions of use;

(B) is a new dietary ingredient for which
there is inadequate information to provide
reasonable assurance that such ingredient
does not present a significant or unreasonable
risk of illness or injury;
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(C) the Secretary declares to pose an immi-
nent hazard to public health or safety, except
that the authority to make such declaration
shall not be delegated and the Secretary shall
promptly after such a declaration initiate a
proceeding in accordance with sections 5564 and
556 of title 5 to affirm or withdraw the declara-
tion; or

(D) is or contains a dietary ingredient that
renders it adulterated under paragraph (a)(l)
under the conditions of use recommended or
suggested in the labeling of such dietary sup-
plement.

In any proceeding under this subparagraph, the
United States shall bear the burden of proof on
each element to show that a dietary supplement
is adulterated. The court shall decide any issue
under this paragraph on a de novo basis.

(2) Before the Secretary may report to a
United States attorney a violation of para-
graph? (1)(A) for a civil proceeding, the person
against whom such proceeding would be initi-
ated shall be given appropriate notice and the
opportunity to present views, orally and in writ-
ing, at least 10 days before such notice, with re-
gard to such proceeding.

(g) Dietary supplement: manufacturing practices

(1) If it is a dietary supplement and it has been
prepared, packed, or held under conditions that
do not meet current good manufacturing prac-
tice regulations, including regulations requir-
ing, when necessary, expiration date labeling,
issued by the Secretary under subparagraph (2).

(2) The Secretary may by regulation prescribe
good manufacturing practices for dietary sup-
plements. Such regulations shall be modeled
after current good manufacturing practice regu-
lations for food and may not impose standards
for which there is no current and generally
available analytical methodology. No standard
of current good manufacturing practice may be
imposed unless such standard is included in a
regulation promulgated after notice and oppor-
tunity for comment in accordance with chapter
5 of title 5.

(h) Reoffer of food previously denied admission

If it is an article of food imported or offered
for import into the United States and the article
of food has previously been refused admission
under section 381(a) of this title, unless the per-
son reoffering the article affirmatively estab-
lishes, at the expense of the owner or consignee
of the article, that the article complies with the
applicable requirements of this chapter, as de-
termined by the Secretary.

(i) Noncompliance with sanitary transportation
practices

If it is transported or offered for transport by
a shipper, carrier by motor vehicle or rail vehi-
cle, receiver, or any other person engaged in the
transportation of food under conditions that are
not in compliance with regulations promulgated
under section 350e of this title.

(June 25, 1938, ch. 675, §402, 52 Stat. 1046; Mar. 16,
1950, ch. 61, §3(d), 64 Stat. 21; July 22, 1954, ch.
5569, §2, 68 Stat. 511; July 9, 1956, ch. 530, 70 Stat.

280 in original. Probably should be ‘‘subparagraph’.
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512; Pub. L. 85-929, §3(a), (b), Sept. 6, 1958, 72
Stat. 1784; Pub. L. 86-2, Mar. 17, 1959, 73 Stat. 3;
Pub. L. 86-618, title I, §§102(a)(1), (2), 105(¢c), July
12, 1960, 74 Stat. 397, 398, 404; Pub. L. 89477, June
29, 1966, 80 Stat. 231; Pub. L. 90-399, §104, July 13,
1968, 82 Stat. 352; Pub. L. 99-252, §10, Feb. 27,
1986, 100 Stat. 35; Pub. L. 102-571, title I, §107(4),
Oct. 29, 1992, 106 Stat. 4499; Pub. L. 103-80, §3(i),
Aug. 13, 1993, 107 Stat. 776; Pub. L. 103417, §§4, 9,
Oct. 25, 1994, 108 Stat. 4328, 4332; Pub. L. 104-170,
title IV, §404, Aug. 3, 1996, 110 Stat. 1514; Pub. L.
107-188, title III, §309, June 12, 2002, 116 Stat. 673;
Pub. L. 109-59, title VII, §7202(a), Aug. 10, 2005,
119 Stat. 1911.)

Editorial Notes
AMENDMENTS

2005—Par. (i). Pub. L. 109-59 added par. (i).

2002—Par. (h). Pub. L. 107-188 added par. (h).

1996—Par. (a). Pub. L. 104-170 added subpar. (2) and
struck out former subpar. (2) which read as follows:
“(2)(A) if it bears or contains any added poisonous or
added deleterious substance (other than one which is (i)
a pesticide chemical in or on a raw agricultural com-
modity; (ii) a food additive; (iii) a color additive; or (iv)
a new animal drug) which is unsafe within the meaning
of section 346 of this title, or (B) if it is a raw agricul-
tural commodity and it bears or contains a pesticide
chemical which is unsafe within the meaning of section
346a(a) of this title, or (C) if it is, or if it bears or con-
tains, any food additive which is unsafe within the
meaning of section 348 of this title: Provided, That
where a pesticide chemical has been used in or on a raw
agricultural commodity in conformity with an exemp-
tion granted or a tolerance prescribed under section
346a of this title and such raw agricultural commodity
has been subjected to processing such as canning, cook-
ing, freezing, dehydrating, or milling, the residue of
such pesticide chemical remaining in or on such proc-
essed food shall, notwithstanding the provisions of sec-
tions 346 and 348 of this title, not be deemed unsafe if
such residue in or on the raw agricultural commodity
has been removed to the extent possible in good manu-
facturing practice and the concentration of such res-
idue in the processed food when ready to eat is not
greater than the tolerance prescribed for the raw agri-
cultural commodity, or (D) if it is, or it bears or con-
tains, a new animal drug (or conversion product there-
of) which is unsafe within the meaning of section 360b
of this title;”’. That part of Pub. L. 104-170 which di-
rected the substitution of ‘“‘or (3) if it consists” for ‘‘(3)
if it consists’ was executed by making the substitution
for “(3) If it consists’ to reflect the probable intent of
Congress.

1994—Par. (f). Pub. L. 103417, §4, added par. (f).

Par. (g). Pub. L. 103-417, §9, added par. (g).

1993—Par. (a). Pub. L. 103-80, §3(i)(1), substituted a pe-
riod for ‘‘; or” at end of subpar. (1) and ‘‘If it for ‘‘if
it”’ at beginning of par. (3). That part of Pub. L. 103-80,
§3(i)(1), which directed the substitution of a period for
‘; or” at end of subpar. (2) could not be executed be-
cause ‘‘; or” did not appear.

Par. (d)(1). Pub. L. 103-80, §3(i)(2), substituted
‘“, except that this subparagraph’ for ‘‘: Provided, That
this clause’.

Par. (d)(3). Pub. L. 103-80, §3(i)(3), substituted
‘., except that this subparagraph shall not apply’ for
‘“: Provided, That this clause shall not apply’” and
¢, except that the Secretary may, for the purpose of
avoiding or resolving uncertainty as to the application
of this subparagraph’ for ‘‘: And provided further, That
the Secretary may, for the purpose of avoiding or re-
solving uncertainty as to the application of this
clause’.

1992—Par. (¢). Pub. L. 102-571 substituted ‘‘379e(a)’’ for
€“376(a).

1986—Par. (d)(2). Pub. L. 99-252 inserted provision that
this clause not apply to confectionery introduced or de-
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livered for introduction into or received or held for sale
in, interstate commerce if the sale is permitted under
the laws of the State in which the confectionery is in-
tended to be offered for sale.

1968—Par. (a)(2). Pub. L. 90-399 added cls. (A)@iv) and
(D).
1966—Par. (d). Pub. L. 89-477 permitted the imbedding
of nonnutritive objects in confectionery foods if in the
judgment of the Secretary of Health, Education, and
Welfare, as provided by regulation, the imbedding of
the object is of practical functional value to the confec-
tionery product and would not render it injurious or
hazardous to health, raised to one-half of 1 per centum
by volume the upper limit for the allowable use of alco-
hol derived solely from the use of flavoring extracts, al-
lowed the use of safe nonnutritive substances in and on
confectionery foods by reason of their use for some
practical and functional purpose in the manufacture,
packaging, or storage of the confectionery foods if the
use of the substances does not promote deception of the
consumer or otherwise result in adulteration or mis-
branding, authorized the Secretary to issue regulations
on the use of particular nonnutritive substances, and
removed reference to nonnutritive masticatory sub-
stances added to chewing gum and harmless flavoring,
harmless resinous glaze not in excess of four-tenths of
1 per centum, natural gum, authorized coloring, and
pectin.

1960—Par. (a). Pub. L. 86-618, §102(a)(1), substituted
“other than one which is (i) a pesticide chemical in or
on a raw agricultural commodity; (ii) a food additive;
or (iii) a color additive’ for ‘‘(except a pesticide chem-
ical in or on a raw agricultural commodity and except
a food additive)” in cl. (2)(A).

Par. (c). Pub. L. 86-618, §102(a)(2), amended par. (c)
generally, substituting provisions deeming a food adul-
terated if it is, or it bears or contains, a color additive
which is unsafe within the meaning of section 376 of
this title for provisions which related to food that
bears or contains a coal-tar color other than one from
a batch that has been certified in accordance with regu-
lations as provided by section 346 of this title, and
struck out provisos which related to the use of color on
oranges.

Par. (d). Pub. L. 86-618, §105(c), substituted ‘‘author-
ized coloring”’ for ‘‘harmless coloring”’.

1959—Par. (c¢). Pub. L. 86-2 extended from Mar. 1, 1959,
to May 1, 1959, the period during which par. is inappli-
cable to oranges which have been colored with F.D. &
C. Red 32, and inserted proviso requiring Secretary to
establish regulations prescribing the conditions under
which Citrus Red No. 2 may be safely used in coloring
certain mature oranges, and providing for separately
listing and for certification of batches of such color.

1958—Par. (a). Pub. L. 85-929, among other changes,
inserted cl. (2)(C) relating to food additive unsafe with-
in the meaning of section 348 of this title, and to pes-
ticide chemical, and added cl. (7) relating to radiated
food.

1956—Par. (c). Act July 9, 1956, inserted second pro-
viso relating to coloring of oranges.

1954—Par. (a)(2). Act July 22, 1954, provided in the
case of any raw agricultural commodity bearing or con-
taining a pesticide chemical, that such commodity
shall be deemed to be adulterated if such pesticide
chemical is unsafe within the meaning of section 346a
of this title.

1950—Par. (e). Act Mar. 16, 1950, added par. (e).

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 2005 AMENDMENT

Amendment by Pub. L. 109-59 effective Oct. 1, 2005,
see section 7204 of Pub. L. 109-59, set out as a note
under section 331 of this title.

EFFECTIVE DATE OF 1968 AMENDMENT

Amendment by Pub. L. 90-399 effective on first day of
thirteenth calendar month after July 13, 1968, see sec-
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tion 108(a) of Pub. L. 90-399, set out as an Effective Date
and Transitional Provisions note under section 360b of
this title.

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86618 effective July 12, 1960,
subject to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.

EFFECTIVE DATE OF NEMATOCIDE, PLANT REGULATOR,
DEFOLIANT, AND DESICCANT AMENDMENT OF 1959

Effective date of par. (a)(2) as in force prior to July
22, 1954, with respect to particular commercial use of a
nematocide, plant regulator, defoliant, or desiccant in
or on a raw agricultural commodity made before Jan.
1, 1958, see section 3(b) of Pub. L. 86-139, Aug. 7, 1959, 73
Stat. 288.

EFFECTIVE DATE OF 1958 AMENDMENT

Pub. L. 85929, §6, Sept. 6, 1958, 72 Stat. 1788, as
amended by Pub. L. 87-19, §2, Apr. 7, 1961, 75 Stat. 42;
Pub. L. 88-625, §2, Oct. 3, 1964, 78 Stat. 1002, provided
that:

‘‘(a) Except as provided in subsections (b) and (c) of
this section, this Act [amending this section, sections
321, 331, 346, and 348 of this title, and section 210 of Title
42, The Public Health and Welfare, and enacting provi-
sions set out as notes under sections 321 and 451 of this
title] shall take effect on the date of its enactment
[Sept. 6, 1958].

““(b) Except as provided in subsection (c) of this sec-
tion, section 3 of this Act [amending this section and
section 346 of this title] shall take effect on the one
hundred and eightieth day after the date of enactment
of this Act [Sept. 6, 1958].

‘“(c) With respect to any particular commercial use of
a food additive, if such use was made of such additive
before January 1, 1958, section 3 of this Act [amending
this section and section 346 of this title] shall take ef-
fect—

‘(1) Either (A) one year after the effective date es-
tablished in subsection (b) of this section, or (B) at
the end of such additional period (but not later than
two years from such effective date established in sub-
section (b)) as the Secretary of Health, Education,
and Welfare [now Health and Human Services] may
prescribe on the basis of a finding that such extension
involves no undue risk to the public health and that
conditions exist which necessitate the prescribing of
such an additional period, or

‘(2) on the date on which an order with respect to
such use under section 409 of the Federal Food, Drug,
and Cosmetic Act [section 348 of this title] becomes
effective,

whichever date first occurs. Whenever the Secretary
has, pursuant to clause (1)(B) of this subsection, ex-
tended the effective date of section 3 of this Act
[amending this section] to March 5, 1961, or has on that
date a request for such extension pending before him,
with respect to any such particular use of a food addi-
tive, he may, notwithstanding the parenthetical time
limitation in that clause, further extend such effective
date, not beyond June 30, 1964, under the authority of
that clause (but subject to clause (2)) with respect to
such use of the additive (or a more limited specified use
or uses thereof) if, in addition to making the findings
required by clause (1)(B), he finds (i) that bona fide ac-
tion to determine the applicability of such section 409
[section 348 of this title] to such use or uses, or to de-
velop the scientific data necessary for action under
such section, was commenced by an interested person
before March 6, 1960, and was thereafter pursued with
reasonable diligence, and (ii) that in the Secretary’s
judgment such extension is consistent with the objec-
tive of carrying to completion in good faith, as soon as
reasonably practicable, the scientific investigations
necessary as a basis for action under such section 409
[section 348 of this title]: Provided, That if the Sec-
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retary has, pursuant to this sentence, granted an exten-
sion to June 30, 1964, he may, upon making the findings
required by clause (1)(B) of this subsection and clauses
(i) and (ii) of this sentence, further extend such effec-
tive date, but not beyond December 31, 1965. The Sec-
retary may at any time terminate an extension so
granted if he finds that it should not have been grant-
ed, or that by reason of a change in circumstances the
basis for such extension no longer exists, or that there
has been a failure to comply with a requirement for
submission of progress reports or with other conditions
attached to such extension.”

EFFECTIVE DATE OF 1954 AMENDMENT

Act July 22, 1954, ch. 559, §5, 68 Stat. 517, provided
that: “This Act [amending this section and section 321
of this title and enacting sections 346a and 346b of this
title] shall take effect upon the date of its enactment
[July 22, 1954], except that with respect to pesticide
chemicals for which tolerances or exemptions have not
been established under section 408 of the Federal Food,
Drug, and Cosmetic Act [section 346a of this title], the
amendment to section 402(a) of such Act [par. (a) of this
section] made by section 2 of this Act shall not be effec-
tive—

‘(1) for the period of one year following the date of
the enactment of this Act [July 22, 1954]; or

¢“(2) for such additional period following such period
of one year, but not extending beyond two years after

the date of the enactment of this Act [July 22, 1954]

as the Secretary of Health, Education, and Welfare

[now Health and Human Services] may prescribe on

the basis of a finding that conditions exist which ne-

cessitate the prescribing of such additional period.”

EFFECTIVE DATE OF 1950 AMENDMENT

Amendment by act Mar. 16, 1950, effective July 1, 1950,
see section 7 of act Mar. 16, 1950, set out as an Effective
Date note under section 347 of this title.

EFFECTIVE DATE; POSTPONEMENT

Par. (c) effective Jan. 1, 1940, see act June 23, 1939, ch.
242, 53 Stat. 853, set out as an Effective Date; Postpone-
ment in Certain Cases note under section 301 of this
title.

SHORT TITLE

Pub. L. 88-625, §1, Oct. 3, 1964, 78 Stat. 1002, provided:
“That this Act [amending provisions set out as a note
under this section and section 135 of Title 7, Agri-
culture] may be cited as the ‘Food Additives Transi-
tional Provisions Amendment of 1964".”

UPDATING GUIDANCE RELATING TO FISH AND FISHERIES
PRrRODUCTS HAZARDS AND CONTROLS

Pub. L. 111-353, title I, §103(h), Jan. 4, 2011, 124 Stat.
3898, provided that: ‘“The Secretary shall, not later
than 180 days after the date of enactment of this Act
[Jan. 4, 2011], update the Fish and Fisheries Products
Hazards and Control Guidance to take into account ad-
vances in technology that have occurred since the pre-
vious publication of such Guidance by the Secretary.”

GUIDANCE RELATING TO POST HARVEST PROCESSING OF
RAW OYSTERS

Pub. L. 111-353, title I, §114, Jan. 4, 2011, 124 Stat. 3921,
provided that:

‘‘(a) IN GENERAL.—Not later than 90 days prior to the
issuance of any guidance, regulation, or suggested
amendment by the Food and Drug Administration to
the National Shellfish Sanitation Program’s Model Or-
dinance, or the issuance of any guidance or regulation
by the Food and Drug Administration relating to the
Seafood Hazard Analysis Critical Control Points Pro-
gram of the Food and Drug Administration (parts 123
and 1240 of title 21, Code of Federal Regulations (or any
successor regulations)[)], where such guidance, regula-
tion or suggested amendment relates to post harvest
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processing for raw oysters, the Secretary shall prepare
and submit to the Committee on Health, Education,
Labor, and Pensions of the Senate and the Committee
on Energy and Commerce of the House of Representa-
tives a report which shall include—

‘(1) an assessment of how post harvest processing
or other equivalent controls feasibly may be imple-
mented in the fastest, safest, and most economical
manner;

‘“(2) the projected public health benefits of any pro-
posed post harvest processing;

‘“(3) the projected costs of compliance with such
post harvest processing measures;

‘“(4) the impact post harvest processing is expected
to have on the sales, cost, and availability of raw oys-
ters;

‘“(5) criteria for ensuring post harvest processing
standards will be applied equally to shellfish im-
ported from all nations of origin;

‘“(6) an evaluation of alternative measures to pre-
vent, eliminate, or reduce to an acceptable level the
occurrence of foodborne illness; and

“(T) the extent to which the Food and Drug Admin-
istration has consulted with the States and other reg-
ulatory agencies, as appropriate, with regard to post
harvest processing measures.

‘“(b) LIMITATION.—Subsection (a) shall not apply to
the guidance described in section 103(h) [section 103(h)
of Pub. L. 111-353, set out as a note above].

‘‘(c) REVIEW AND EVALUATION.—Not later than 30 days
after the Secretary issues a proposed regulation or
guidance described in subsection (a), the Comptroller
General of the United States shall—

(1) review and evaluate the report described in (a)
and report to Congress on the findings of the esti-
mates and analysis in the report;

‘(2) compare such proposed regulation or guidance
to similar regulations or guidance with respect to
other regulated foods, including a comparison of risks
the Secretary may find associated with seafood and
the instances of those risks in such other regulated
foods; and

‘“(3) evaluate the impact of post harvest processing
on the competitiveness of the domestic oyster indus-
try in the United States and in international mar-
kets.

‘“(d) WAIVER.—The requirement of preparing a report
under subsection (a) shall be waived if the Secretary
issues a guidance that is adopted as a consensus agree-
ment between Federal and State regulators and the
oyster industry, acting through the Interstate Shellfish
Sanitation Conference.

‘‘(e) PUBLIC ACCESS.—Any report prepared under this
section shall be made available to the public.”’

DOMESTIC FISH OR FISH PRODUCT COMPLIANCE WITH
FOoOD SAFETY STANDARDS OR PROCEDURES DEEMED
To HAVE MET REQUIREMENTS FOR FEDERAL COM-
MODITY PURCHASE PROGRAMS

Pub. L. 104-180, title VII, §733, Aug. 6, 1996, 110 Stat.
1601, provided that: ‘‘Hereafter, notwithstanding any
other provision of law, any domestic fish or fish prod-
uct produced in compliance with food safety standards
or procedures accepted by the Food and Drug Adminis-
tration as satisfying the requirements of the ‘Proce-
dures for the Safe and Sanitary Processing and Import-
ing of Fish and Fish Products’ (published by the Food
and Drug Administration as a final regulation in the
Federal Register of December 18, 1995), shall be deemed
to have met any inspection requirements of the Depart-
ment of Agriculture or other Federal agency for any
Federal commodity purchase program, including the
program authorized under section 32 of the Act of Au-
gust 24, 1935 (7 U.S.C. 612c) except that the Department
of Agriculture or other Federal agency may utilize lot
inspection to establish a reasonable degree of certainty
that fish or fish products purchased under a Federal
commodity purchase program, including the program
authorized under section 32 of the Act of August 24, 1935
(7 U.S.C. 612c), meet Federal product specifications.”’
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Executive Documents

TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§ 343. Misbranded food

A food shall be deemed to be misbranded—
(a) False or misleading label

If (1) its labeling is false or misleading in any
particular, or (2) in the case of a food to which
section 350 of this title applies, its advertising is
false or misleading in a material respect or its
labeling is in violation of section 350(b)(2) of this
title.

(b) Offer for sale under another name

If it is offered for sale under the name of an-
other food.

(c) Imitation of another food

If it is an imitation of another food, unless its
label bears, in type of uniform size and promi-
nence, the word ‘“‘imitation” and, immediately
thereafter, the name of the food imitated.

(d) Misleading container

If its container is so made, formed, or filled as
to be misleading.

(e) Package form

If in package form unless it bears a label con-
taining (1) the name and place of business of the
manufacturer, packer, or distributor; and (2) an
accurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical
count, except that under clause (2) of this para-
graph reasonable variations shall be permitted,
and exemptions as to small packages shall be es-
tablished, by regulations prescribed by the Sec-
retary.

(f) Prominence of information on label

If any word, statement, or other information
required by or under authority of this chapter to
appear on the label or labeling is not promi-
nently placed thereon with such conspicuous-
ness (as compared with other words, statements,
designs, or devices, in the labeling) and in such
terms as to render it likely to be read and un-
derstood by the ordinary individual under cus-
tomary conditions of purchase and use.

(g) Representation as to definition and standard
of identity

If it purports to be or is represented as a food
for which a definition and standard of identity
has been prescribed by regulations as provided
by section 341 of this title, unless (1) it conforms
to such definition and standard, and (2) its label
bears the name of the food specified in the defi-
nition and standard, and, insofar as may be re-
quired by such regulations, the common names
of optional ingredients (other than spices, fla-
voring, and coloring) present in such food.

(h) Representation as to standards of quality and
fill of container

If it purports to be or is represented as—
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(1) a food for which a standard of quality has
been prescribed by regulations as provided by
section 341 of this title, and its quality falls
below such standard, unless its label bears, in
such manner and form as such regulations
specify, a statement that it falls below such
standard;

(2) a food for which a standard or standards
of fill of container have been prescribed by
regulations as provided by section 341 of this
title, and it falls below the standard of fill of
container applicable thereto, unless its label
bears, in such manner and form as such regu-
lations specify, a statement that it falls below
such standard; or

(3) a food that is pasteurized unless—

(A) such food has been subjected to a safe
process or treatment that is prescribed as
pasteurization for such food in a regulation
promulgated under this chapter; or

(B)(i) such food has been subjected to a
safe process or treatment that—

(I) is reasonably certain to achieve de-
struction or elimination in the food of the
most resistant microorganisms of public
health significance that are likely to occur
in the food;

(IT) is at least as protective of the public
health as a process or treatment described
in subparagraph (A);

(ITT) is effective for a period that is at
least as long as the shelf life of the food
when stored under normal and moderate
abuse conditions; and

(IV) is the subject of a notification to
the Secretary, including effectiveness data
regarding the process or treatment; and

(ii) at least 120 days have passed after the
date of receipt of such notification by the
Secretary without the Secretary making a
determination that the process or treatment
involved has not been shown to meet the re-
quirements of subclauses (I) through (III) of
clause (i).

For purposes of paragraph (3), a determination
by the Secretary that a process or treatment
has not been shown to meet the requirements of
subclauses (I) through III) of subparagraph
(B)(i) shall constitute final agency action under
such subclauses.

(i) Label where no representation as to defini-

tion and standard of identity

Unless its label bears (1) the common or usual
name of the food, if any there be, and (2) in case
it is fabricated from two or more ingredients,
the common or usual name of each such ingre-
dient and if the food purports to be a beverage
containing vegetable or fruit juice, a statement
with appropriate prominence on the information
panel of the total percentage of such fruit or
vegetable juice contained in the food; except
that spices, flavorings, and colors not required
to be certified under section 379¢e(c) of this titlel
unless sold as spices, flavorings, or such colors,
may be designated as spices, flavorings, and
colorings without naming each. To the extent
that compliance with the requirements of clause

180 in original. Probably should be followed by a comma.
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(2) of this paragraph is impracticable, or results
in deception or unfair competition, exemptions
shall be established by regulations promulgated
by the Secretary.

(§) Representation for special dietary use

If it purports to be or is represented for special
dietary uses, unless its label bears such informa-
tion concerning its vitamin, mineral, and other
dietary properties as the Secretary determines
to be, and by regulations prescribes as, nec-
essary in order fully to inform purchasers as to
its value for such uses.

(k) Artificial flavoring, artificial coloring, or
chemical preservatives

If it bears or contains any artificial flavoring,
artificial coloring, or chemical preservative, un-
less it bears labeling stating that fact, except
that to the extent that compliance with the re-
quirements of this paragraph is impracticable,
exemptions shall be established by regulations
promulgated by the Secretary. The provisions of
this paragraph and paragraphs (g) and (i) with
respect to artificial coloring shall not apply in
the case of butter, cheese, or ice cream. The pro-
visions of this paragraph with respect to chem-
ical preservatives shall not apply to a pesticide
chemical when used in or on a raw agricultural
commodity which is the produce of the soil.

(1) Pesticide chemicals on raw agricultural com-
modities

If it is a raw agricultural commodity which is
the produce of the soil, bearing or containing a
pesticide chemical applied after harvest, unless
the shipping container of such commodity bears
labeling which declares the presence of such
chemical in or on such commodity and the com-
mon or usual name and the function of such
chemical, except that no such declaration shall
be required while such commodity, having been
removed from the shipping container, is being
held or displayed for sale at retail out of such
container in accordance with the custom of the
trade.

(m) Color additives

If it is a color additive, unless its packaging
and labeling are in conformity with such pack-
aging and labeling requirements, applicable to
such color additive, as may be contained in reg-
ulations issued under section 379e of this title.

(n) Packaging or labeling of drugs in violation of
regulations

If its packaging or labeling is in violation of
an applicable regulation issued pursuant to sec-
tion 1472 or 1473 of title 15.

(o) Repealed. Pub. L. 106-554, §1(a)(1) [title V,
§517], Dec. 21, 2000, 114 Stat. 2763, 2763A-73

(p) Repealed. Pub. L. 104-124, §1, Apr. 1, 1996,
110 Stat. 882

(q) Nutrition information

(1) Except as provided in subparagraphs (3), (4),
and (b), if it is a food intended for human con-
sumption and is offered for sale, unless its label
or labeling bears nutrition information that pro-
vides—

(A)(1) the serving size which is an amount
customarily consumed and which is expressed
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in a common household measure that is appro-
priate to the food, or
(ii) if the use of the food is not typically ex-
pressed in a serving size, the common house-
hold unit of measure that expresses the serv-
ing size of the food,
(B) the number of servings or other units of
measure per container,
(C) the total number of calories—
(i) derived from any source, and
(ii) derived from the total fat,

in each serving size or other unit of measure
of the food,

(D) the amount of the following nutrients:
Total fat, saturated fat, cholesterol, sodium,
total carbohydrates, complex carbohydrates,
sugars, dietary fiber, and total protein con-
tained in each serving size or other unit of
measure,

(E) any vitamin, mineral, or other nutrient
required to be placed on the label and labeling
of food under this chapter before October 1,
1990, if the Secretary determines that such in-
formation will assist consumers in maintain-
ing healthy dietary practices.

The Secretary may by regulation require any in-
formation required to be placed on the label or
labeling by this subparagraph or subparagraph
(2)(A) to be highlighted on the label or labeling
by larger type, bold type, or contrasting color if
the Secretary determines that such highlighting
will assist consumers in maintaining healthy di-
etary practices.

(2)(A) If the Secretary determines that a nu-
trient other than a nutrient required by sub-
paragraph (1)(C), (1)(D), or (1)(E) should be in-
cluded in the label or labeling of food subject to
subparagraph (1) for purposes of providing infor-
mation regarding the nutritional value of such
food that will assist consumers in maintaining
healthy dietary practices, the Secretary may by
regulation require that information relating to
such additional nutrient be included in the label
or labeling of such food.

(B) If the Secretary determines that the infor-
mation relating to a nutrient required by sub-
paragraph (1)(C), (1)(D), or (1)(E) or clause (A) of
this subparagraph to be included in the label or
labeling of food is not necessary to assist con-
sumers in maintaining healthy dietary prac-
tices, the Secretary may by regulation remove
information relating to such nutrient from such
requirement.

(3) For food that is received in bulk containers
at a retail establishment, the Secretary may, by
regulation, provide that the nutrition informa-
tion required by subparagraphs (1) and (2) be dis-
played at the location in the retail establish-
ment at which the food is offered for sale.

(4)(A) The Secretary shall provide for fur-
nishing the nutrition information required by
subparagraphs (1) and (2) with respect to raw ag-
ricultural commodities and raw fish by issuing
voluntary nutrition guidelines, as provided by
clause (B) or by issuing regulations that are
mandatory as provided by clause (D).

(B)(i) Upon the expiration of 12 months after
November 8, 1990, the Secretary, after providing
an opportunity for comment, shall issue guide-
lines for food retailers offering raw agricultural
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commodities or raw fish to provide nutrition in-
formation specified in subparagraphs (1) and (2).
Such guidelines shall take into account the ac-
tions taken by food retailers during such 12-
month period to provide to consumers nutrition
information on raw agricultural commodities
and raw fish. Such guidelines shall only apply—
(I) in the case of raw agricultural commod-
ities, to the 20 varieties of vegetables most fre-
quently consumed during a year and the 20 va-
rieties of fruit most frequently consumed dur-
ing a year, and
(IT) to the 20 varieties of raw fish most fre-
quently consumed during a year.

The vegetables, fruits, and raw fish to which
such guidelines apply shall be determined by the
Secretary by regulation and the Secretary may
apply such guidelines regionally.

(ii) Upon the expiration of 12 months after No-
vember 8, 1990, the Secretary shall issue a final
regulation defining the circumstances that con-
stitute substantial compliance by food retailers
with the guidelines issued under subclause (i).
The regulation shall provide that there is not
substantial compliance if a significant number
of retailers have failed to comply with the
guidelines. The size of the retailers and the por-
tion of the market served by retailers in compli-
ance with the guidelines shall be considered in
determining whether the substantial-compliance
standard has been met.

(C)(1) Upon the expiration of 30 months after
November 8, 1990, the Secretary shall issue a re-
port on actions taken by food retailers to pro-
vide consumers with nutrition information for
raw agricultural commodities and raw fish
under the guidelines issued under clause (A).
Such report shall include a determination of
whether there is substantial compliance with
the guidelines.

(ii) If the Secretary finds that there is sub-
stantial compliance with the guidelines, the
Secretary shall issue a report and make a deter-
mination of the type required in subclause (i)
every two years.

(D)(i) If the Secretary determines that there is
not substantial compliance with the guidelines
issued under clause (A), the Secretary shall at
the time such determination is made issue pro-
posed regulations requiring that any person who
offers raw agricultural commodities or raw fish
to consumers provide, in a manner prescribed by
regulations, the nutrition information required
by subparagraphs (1) and (2). The Secretary shall
issue final regulations imposing such require-
ments 6 months after issuing the proposed regu-
lations. The final regulations shall become ef-
fective 6 months after the date of their promul-
gation.

(ii) Regulations issued under subclause (i) may
require that the nutrition information required
by subparagraphs (1) and (2) be provided for
more than 20 varieties of vegetables, 20 varieties
of fruit, and 20 varieties of fish most frequently
consumed during a year if the Secretary finds
that a larger number of such products are fre-
quently consumed. Such regulations shall per-
mit such information to be provided in a single
location in each area in which raw agricultural
commodities and raw fish are offered for sale.
Such regulations may provide that information
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shall be expressed as an average or range per
serving of the same type of raw agricultural
commodity or raw fish. The Secretary shall de-
velop and make available to the persons who
offer such food to consumers the information re-
quired by subparagraphs (1) and (2).

(iii) Regulations issued under subclause (i)
shall permit the required information to be pro-
vided in each area of an establishment in which
raw agricultural commodities and raw fish are
offered for sale. The regulations shall permit
food retailers to display the required informa-
tion by supplying copies of the information pro-
vided by the Secretary, by making the informa-
tion available in brochure, notebook or leaflet
form, or by posting a sign disclosing the infor-
mation. Such regulations shall also permit pres-
entation of the required information to be sup-
plemented by a video, live demonstration, or
other media which the Secretary approves.

(E) For purposes of this subparagraph, the
term ‘‘fish” includes freshwater or marine fin
fish, crustaceans, and mollusks, including shell-
fish, amphibians, and other forms of aquatic ani-
mal life.

(F) No person who offers raw agricultural com-
modities or raw fish to consumers may be pros-
ecuted for minor violations of this subparagraph
if there has been substantial compliance with
the requirements of this paragraph.

(5)(A) Subparagraphs (1), (2), (3), and (4) shall
not apply to food—

(i) except as provided in clause (H)(ii)(III),
which is served in restaurants or other estab-
lishments in which food is served for imme-
diate human consumption or which is sold for
sale or use in such establishments,

(ii) except as provided in clause (H)(ii)(III),
which is processed and prepared primarily in a
retail establishment, which is ready for
human consumption, which is of the type de-
scribed in subclause (i), and which is offered
for sale to consumers but not for immediate
human consumption in such establishment
and which is not offered for sale outside such
establishment,

(iii) which is an infant formula subject to
section 350a of this title,

(iv) which is a medical food as defined in sec-
tion 360ee(b) of this title, or

(v) which is described in section 345(2) of this
title.

(B) Subparagraphs (1) and (2) shall not apply
to the label of a food if the Secretary determines
by regulations that compliance with such sub-
paragraphs is impracticable because the package
of such food is too small to comply with the re-
quirements of such subparagraphs and if the
label of such food does not contain any nutrition
information.

(C) If a food contains insignificant amounts, as
determined by the Secretary, of all the nutri-
ents required by subparagraphs (1) and (2) to be
listed in the label or labeling of food, the re-
quirements of such subparagraphs shall not
apply to such food if the label, labeling, or ad-
vertising of such food does not make any claim
with respect to the nutritional value of such
food. If a food contains insignificant amounts,
as determined by the Secretary, of more than
one-half the nutrients required by subpara-
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graphs (1) and (2) to be in the label or labeling
of the food, the Secretary shall require the
amounts of such nutrients to be stated in a sim-
plified form prescribed by the Secretary.

(D) If a person offers food for sale and has an-
nual gross sales made or business done in sales
to consumers which is not more than $500,000 or
has annual gross sales made or business done in
sales of food to consumers which is not more
than $50,000, the requirements of subparagraphs
(1), (2), (3), and (4) shall not apply with respect
to food sold by such person to consumers unless
the label or labeling of food offered by such per-
son provides nutrition information or makes a
nutrition claim.

(E)(i) During the 12-month period for which an
exemption from subparagraphs (1) and (2) is
claimed pursuant to this subclause, the require-
ments of such subparagraphs shall not apply to
any food product if—

(I) the labeling for such product does not
provide nutrition information or make a claim
subject to paragraph (r),

(IT) the person who claims for such product
an exemption from such subparagraphs em-
ployed fewer than an average of 100 full-time
equivalent employees,

(ITIT) such person provided the notice de-
scribed in subclause (iii), and

(IV) in the case of a food product which was
sold in the 12-month period preceding the pe-
riod for which an exemption was claimed,
fewer than 100,000 units of such product were
sold in the United States during such pre-
ceding period, or in the case of a food product
which was not sold in the 12-month period pre-
ceding the period for which such exemption is
claimed, fewer than 100,000 units of such prod-
uct are reasonably anticipated to be sold in
the United States during the period for which
such exemption is claimed.

(ii) During the 12-month period after the appli-
cable date referred to in this sentence, the re-
quirements of subparagraphs (1) and (2) shall not
apply to any food product which was first intro-
duced into interstate commerce before May 8,
1994, if the labeling for such product does not
provide nutrition information or make a claim
subject to paragraph (r), if such person provided
the notice described in subclause (iii), and if—

(I) during the 12-month period preceding
May 8, 1994, the person who claims for such
product an exemption from such subpara-
graphs employed fewer than an average of 300
full-time equivalent employees and fewer than
600,000 units of such product were sold in the
United States,

(IT) during the 12-month period preceding
May 8, 1995, the person who claims for such
product an exemption from such subpara-
graphs employed fewer than an average of 300
full-time equivalent employees and fewer than
400,000 units of such product were sold in the
United States, or

(ITI) during the 12-month period preceding
May 8, 1996, the person who claims for such
product an exemption from such subpara-
graphs employed fewer than an average of 200
full-time equivalent employees and fewer than
200,000 units of such product were sold in the
United States.
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(iii) The notice referred to in subclauses (i)
and (ii) shall be given to the Secretary prior to
the beginning of the period during which the ex-
emption under subclause (i) or (ii) is to be in ef-
fect, shall state that the person claiming such
exemption for a food product has complied with
the applicable requirements of subclause (i) or
(ii), and shall—

(I) state the average number of full-time
equivalent employees such person employed
during the 12 months preceding the date such
person claims such exemption,

(IT) state the approximate number of units
the person claiming the exemption sold in the
United States,

(ITI) if the exemption is claimed for a food
product which was sold in the 12-month period
preceding the period for which the exemption
was claimed, state the approximate number of
units of such product which were sold in the
United States during such preceding period,
and, if the exemption is claimed for a food
product which was not sold in such preceding
period, state the number of units of such prod-
uct which such person reasonably anticipates
will be sold in the United States during the pe-
riod for which the exemption was claimed, and

(IV) contain such information as the Sec-
retary may require to verify the information
required by the preceding provisions of this
subclause if the Secretary has questioned the
validity of such information.

If a person is not an importer, has fewer than 10
full-time equivalent employees, and sells fewer
than 10,000 units of any food product in any
year, such person is not required to file a notice
for such product under this subclause for such
year.

(iv) In the case of a person who claimed an ex-
emption under subclause (i) or (ii), if, during the
period of such exemption, the number of full-
time equivalent employees of such person ex-
ceeds the number in such subclause or if the
number of food products sold in the United
States exceeds the number in such subclause,
such exemption shall extend to the expiration of
18 months after the date the number of full-time
equivalent employees or food products sold ex-
ceeded the applicable number.

(v) For any food product first introduced into
interstate commerce after May 8, 2002, the Sec-
retary may by regulation lower the employee or
units of food products requirement of subclause
(i) if the Secretary determines that the cost of
compliance with such lower requirement will
not place an undue burden on persons subject to
such lower requirement.

(vi) For purposes of subclauses (i), (ii), (iii),
(iv), and (v)—

(I) the term ‘“‘unit’” means the packaging or,

if there is no packaging, the form in which a

food product is offered for sale to consumers,

(IT) the term ‘‘food product’’ means food in

any sized package which is manufactured by a

single manufacturer or which bears the same

brand name, which bears the same statement
of identity, and which has similar preparation
methods, and

(ITI) the term ‘‘person’’ in the case of a cor-
poration includes all domestic and foreign af-
filiates of the corporation.
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(F) A dietary supplement product (including a
food to which section 350 of this title applies)
shall comply with the requirements of subpara-
graphs (1) and (2) in a manner which is appro-
priate for the product and which is specified in
regulations of the Secretary which shall provide
that—

(i) nutrition information shall first Ilist
those dietary ingredients that are present in
the product in a significant amount and for
which a recommendation for daily consump-
tion has been established by the Secretary, ex-
cept that a dietary ingredient shall not be re-
quired to be listed if it is not present in a sig-
nificant amount, and shall list any other die-
tary ingredient present and identified as hav-
ing no such recommendation;

(ii) the listing of dietary ingredients shall
include the quantity of each such ingredient
(or of a proprietary blend of such ingredients)
per serving;

(iii) the listing of dietary ingredients may
include the source of a dietary ingredient; and

(iv) the nutrition information shall imme-
diately precede the ingredient information re-
quired under subclause (i), except that no in-
gredient identified pursuant to subclause (i)
shall be required to be identified a second
time.

(G) Subparagraphs (1), (2), (3), and (4) shall not
apply to food which is sold by a food distributor
if the food distributor principally sells food to
restaurants or other establishments in which
food is served for immediate human consump-
tion and does not manufacture, process, or re-
package the food it sells.

(H) RESTAURANTS, RETAIL FO0OD ESTABLISH-
MENTS, AND VENDING MACHINES.—

(i) GENERAL REQUIREMENTS FOR RESTAURANTS
AND SIMILAR RETAIL FOOD ESTABLISHMENTS.—
Except for food described in subclause (vii), in
the case of food that is a standard menu item
that is offered for sale in a restaurant or simi-
lar retail food establishment that is part of a
chain with 20 or more locations doing business
under the same name (regardless of the type of
ownership of the locations) and offering for
sale substantially the same menu items, the
restaurant or similar retail food establish-
ment shall disclose the information described
in subclauses (ii) and (iii).

(i) INFORMATION REQUIRED TO BE DISCLOSED
BY RESTAURANTS AND RETAIL FOOD ESTABLISH-
MENTS.—Except as provided in subclause (vii),
the restaurant or similar retail food establish-
ment shall disclose in a clear and conspicuous
manner—

(ID(aa) in a nutrient content disclosure
statement adjacent to the name of the
standard menu item, so as to be clearly asso-
ciated with the standard menu item, on the
menu listing the item for sale, the number
of calories contained in the standard menu
item, as usually prepared and offered for
sale; and

(bb) a succinct statement concerning sug-
gested daily caloric intake, as specified by
the Secretary by regulation and posted
prominently on the menu and designed to
enable the public to understand, in the con-
text of a total daily diet, the significance of

the caloric information that is provided on
the menu;

(I)(aa) in a nutrient content disclosure
statement adjacent to the name of the
standard menu item, so as to be clearly asso-
ciated with the standard menu item, on the
menu board, including a drive-through menu
board, the number of calories contained in
the standard menu item, as usually prepared
and offered for sale; and

(bb) a succinct statement concerning sug-
gested daily caloric intake, as specified by
the Secretary by regulation and posted
prominently on the menu board, designed to
enable the public to understand, in the con-
text of a total daily diet, the significance of
the nutrition information that is provided
on the menu board;

(IIT) in a written form, available on the
premises of the restaurant or similar retail
establishment and to the consumer upon re-
quest, the nutrition information required
under clauses (C) and (D) of subparagraph
(1); and

(IV) on the menu or menu board, a promi-
nent, clear, and conspicuous statement re-
garding the availability of the information
described in item (III).

(iii) SELF-SERVICE FOOD AND FOOD ON DIS-
PLAY.—Except as provided in subclause (vii),
in the case of food sold at a salad bar, buffet
line, cafeteria line, or similar self-service fa-
cility, and for self-service beverages or food
that is on display and that is visible to cus-
tomers, a restaurant or similar retail food es-
tablishment shall place adjacent to each food
offered a sign that lists calories per displayed
food item or per serving.

(iv) REASONABLE BASIS.—For the purposes of
this clause, a restaurant or similar retail food
establishment shall have a reasonable basis
for its nutrient content disclosures, including
nutrient databases, cookbooks, Ilaboratory
analyses, and other reasonable means, as de-
scribed in section 101.10 of title 21, Code of
Federal Regulations (or any successor regula-
tion) or in a related guidance of the Food and
Drug Administration.

(v) MENU VARIABILITY AND COMBINATION
MEALS.—The Secretary shall establish by regu-
lation standards for determining and dis-
closing the nutrient content for standard
menu items that come in different flavors, va-
rieties, or combinations, but which are listed
as a single menu item, such as soft drinks, ice
cream, pizza, doughnuts, or children’s com-
bination meals, through means determined by
the Secretary, including ranges, averages, or
other methods.

(vi) ADDITIONAL INFORMATION.—If the Sec-
retary determines that a nutrient, other than
a nutrient required under subclause (ii)(III),
should be disclosed for the purpose of pro-
viding information to assist consumers in
maintaining healthy dietary practices, the
Secretary may require, by regulation, disclo-
sure of such nutrient in the written form re-
quired under subclause (ii)(I1I).

(vii) NONAPPLICABILITY TO CERTAIN FOOD.—

(I) IN GENERAL.—Subclauses (i) through

(vi) do not apply to—
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(aa) items that are not listed on a menu
or menu board (such as condiments and
other items placed on the table or counter
for general use);

(bb) daily specials, temporary menu
items appearing on the menu for less than
60 days per calendar year, or custom or-
ders; or

(cc) such other food that is part of a cus-
tomary market test appearing on the
menu for less than 90 days, under terms
and conditions established by the Sec-
retary.

(IT) WRITTEN FORMS.—Subparagraph (5)(C)
shall apply to any regulations promulgated
under subclauses (ii)(III) and (vi).

(viii) VENDING MACHINES.—
(I) IN GENERAL.—In the case of an article of
food sold from a vending machine that—

(aa) does not permit a prospective pur-
chaser to examine the Nutrition Facts
Panel before purchasing the article or does
not otherwise provide visible nutrition in-
formation at the point of purchase; and

(bb) is operated by a person who is en-
gaged in the business of owning or oper-
ating 20 or more vending machines,

the vending machine operator shall provide
a sign in close proximity to each article of
food or the selection button that includes a
clear and conspicuous statement disclosing
the number of calories contained in the arti-
cle.

(ix) VOLUNTARY PROVISION OF NUTRITION IN-
FORMATION.—

(I) IN GENERAL.—An authorized official of
any restaurant or similar retail food estab-
lishment or vending machine operator not
subject to the requirements of this clause
may elect to be subject to the requirements
of such clause, by registering biannually the
name and address of such restaurant or simi-
lar retail food establishment or vending ma-
chine operator with the Secretary, as speci-
fied by the Secretary by regulation.

(IT) REGISTRATION.—Within 120 days of
March 23, 2010, the Secretary shall publish a
notice in the Federal Register specifying the
terms and conditions for implementation of
item (I), pending promulgation of regula-
tions.

(ITII) RULE OF CONSTRUCTION.—Nothing in
this subclause shall be construed to author-
ize the Secretary to require an application,
review, or licensing process for any entity to
register with the Secretary, as described in
such item.

(x) REGULATIONS.—

(I) PROPOSED REGULATION.—Not later than
1 year after March 23, 2010, the Secretary
shall promulgate proposed regulations to
carry out this clause.

(IT) CONTENTS.—In promulgating regula-
tions, the Secretary shall—

(aa) consider standardization of recipes
and methods of preparation, reasonable
variation in serving size and formulation
of menu items, space on menus and menu
boards, inadvertent human error, training
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of food service workers, variations in in-
gredients, and other factors, as the Sec-
retary determines; and

(bb) specify the format and manner of
the nutrient content disclosure require-
ments under this subclause.

(IIT) REPORTING.—The Secretary shall sub-
mit to the Committee on Health, Education,
Labor, and Pensions of the Senate and the
Committee on Energy and Commerce of the
House of Representatives a quarterly report
that describes the Secretary’s progress to-
ward promulgating final regulations under
this subparagraph.

(xi) DEFINITION.—In this clause, the term
“menu’’ or ‘menu board’” means the primary
writing of the restaurant or other similar re-
tail food establishment from which a con-
sumer makes an order selection.

(r) Nutrition levels and health-related claims

(1) Except as provided in clauses (A) through
(C) of subparagraph (5), if it is a food intended
for human consumption which is offered for sale
and for which a claim is made in the label or la-
beling of the food which expressly or by implica-
tion—

(A) characterizes the level of any nutrient
which is of the type required by paragraph
(a)() or (q)(2) to be in the label or labeling of
the food unless the claim is made in accord-
ance with subparagraph (2), or

(B) characterizes the relationship of any nu-
trient which is of the type required by para-
graph (q)(1) or (q)(2) to be in the label or label-
ing of the food to a disease or a health-related
condition unless the claim is made in accord-
ance with subparagraph (3) or (5)(D).

A statement of the type required by paragraph
(q) that appears as part of the nutrition infor-
mation required or permitted by such paragraph
is not a claim which is subject to this paragraph
and a claim subject to clause (A) is not subject
to clause (B).

(2)(A) Except as provided in subparagraphs
(4)(A)(ii) and (4)(A)(iii) and clauses (A) through
(C) of subparagraph (5), a claim described in sub-
paragraph (1)(A)—

(i) may be made only if the characterization
of the level made in the claim uses terms
which are defined in regulations of the Sec-
retary,

(ii) may not state the absence of a nutrient
unless—

(I) the nutrient is usually present in the
food or in a food which substitutes for the
food as defined by the Secretary by regula-
tion, or

(IT) the Secretary by regulation permits
such a statement on the basis of a finding
that such a statement would assist con-
sumers in maintaining healthy dietary prac-
tices and the statement discloses that the
nutrient is not usually present in the food,

(iii) may not be made with respect to the
level of cholesterol in the food if the food con-
tains, as determined by the Secretary by regu-
lation, fat or saturated fat in an amount
which increases to persons in the general pop-
ulation the risk of disease or a health related
condition which is diet related unless—
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(I) the Secretary finds by regulation that
the level of cholesterol is substantially less
than the level usually present in the food or
in a food which substitutes for the food and
which has a significant market share, or the
Secretary by regulation permits a statement
regarding the absence of cholesterol on the
basis of a finding that cholesterol is not usu-
ally present in the food and that such a
statement would assist consumers in main-
taining healthy dietary practices and the
regulation requires that the statement dis-
close that cholesterol is not usually present
in the food, and

(IT) the label or labeling of the food dis-
closes the level of such fat or saturated fat
in immediate proximity to such claim and
with appropriate prominence which shall be
no less than one-half the size of the claim
with respect to the level of cholesterol,

(iv) may not be made with respect to the
level of saturated fat in the food if the food
contains cholesterol unless the label or label-
ing of the food discloses the level of choles-
terol in the food in immediate proximity to
such claim and with appropriate prominence
which shall be no less than one-half the size of
the claim with respect to the level of satu-
rated fat,

(v) may not state that a food is high in die-
tary fiber unless the food is low in total fat as
defined by the Secretary or the label or label-
ing discloses the level of total fat in the food
in immediate proximity to such statement and
with appropriate prominence which shall be no
less than one-half the size of the claim with
respect to the level of dietary fiber, and

(vi) may not be made if the Secretary by
regulation prohibits the claim because the
claim is misleading in light of the level of an-
other nutrient in the food.

(B) If a claim described in subparagraph (1)(A)
is made with respect to a nutrient in a food and
the Secretary makes a determination that the
food contains a nutrient at a level that in-
creases to persons in the general population the
risk of a disease or health-related condition that
is diet related, the label or labeling of such food
shall contain, prominently and in immediate
proximity to such claim, the following state-
ment: ‘“‘See nutrition information for con-
tent.” The blank shall identify the nutrient as-
sociated with the increased disease or health-re-
lated condition risk. In making the determina-
tion described in this clause, the Secretary shall
take into account the significance of the food in
the total daily diet.

(C) Subparagraph (2)(A) does not apply to a
claim described in subparagraph (1)(A) and con-
tained in the label or labeling of a food if such
claim is contained in the brand name of such
food and such brand name was in use on such
food before October 25, 1989, unless the brand
name contains a term defined by the Secretary
under subparagraph (2)(A)@i). Such a claim is
subject to paragraph (a).

(D) Subparagraph (2) does not apply to a claim
described in subparagraph (1)(A) which uses the
term ‘‘diet’” and is contained in the label or la-
beling of a soft drink if (i) such claim is con-
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tained in the brand name of such soft drink, (ii)
such brand name was in use on such soft drink
before October 25, 1989, and (iii) the use of the
term ‘‘diet” was in conformity with section
105.66 of title 21 of the Code of Federal Regula-
tions. Such a claim is subject to paragraph (a).

(E) Subclauses (i) through (v) of subparagraph
(2)(A) do not apply to a statement in the label or
labeling of food which describes the percentage
of vitamins and minerals in the food in relation
to the amount of such vitamins and minerals
recommended for daily consumption by the Sec-
retary.

(F') Subclause (i) clause (A) does not apply to
a statement in the labeling of a dietary supple-
ment that characterizes the percentage level of
a dietary ingredient for which the Secretary has
not established a reference daily intake, daily
recommended value, or other recommendation
for daily consumption.

(G) A claim of the type described in subpara-
graph (1)(A) for a nutrient, for which the Sec-
retary has not promulgated a regulation under
clause (A)(i), shall be authorized and may be
made with respect to a food if—

(i) a scientific body of the United States
Government with official responsibility for
public health protection or research directly
relating to human nutrition (such as the Na-
tional Institutes of Health or the Centers for
Disease Control and Prevention) or the Na-
tional Academy of Sciences or any of its sub-
divisions has published an authoritative state-
ment, which is currently in effect, which iden-
tifies the nutrient level to which the claim re-
fers;

(ii) a person has submitted to the Secretary,
at least 120 days (during which the Secretary
may notify any person who is making a claim
as authorized by clause (C) that such person
has not submitted all the information required
by such clause) before the first introduction
into interstate commerce of the food with a
label containing the claim, (I) a notice of the
claim, which shall include the exact words
used in the claim and shall include a concise
description of the basis upon which such per-
son relied for determining that the require-
ments of subclause (i) have been satisfied, (II)
a copy of the statement referred to in sub-
clause (i) upon which such person relied in
making the claim, and (III) a balanced rep-
resentation of the scientific literature relating
to the nutrient level to which the claim refers;

(iii) the claim and the food for which the
claim is made are in compliance with clauses
(A) and (B), and are otherwise in compliance
with paragraph (a) and section 321(n) of this
title; and

(iv) the claim is stated in a manner so that
the claim is an accurate representation of the
authoritative statement referred to in sub-
clause (i) and so that the claim enables the
public to comprehend the information pro-
vided in the claim and to understand the rel-
ative significance of such information in the
context of a total daily diet.

For purposes of this clause, a statement shall be
regarded as an authoritative statement of a sci-
entific body described in subclause (i) only if the
statement is published by the scientific body
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and shall not include a statement of an em-
ployee of the scientific body made in the indi-
vidual capacity of the employee.
(H) A claim submitted under the requirements
of clause (G) may be made until—
(i) such time as the Secretary issues a regu-
lation—
(I) prohibiting or modifying the claim and
the regulation has become effective, or
(IT) finding that the requirements of clause
(G) have not been met, including finding
that the petitioner had not submitted all the
information required by such clause; or

(ii) a district court of the United States in
an enforcement proceeding under subchapter
IIT has determined that the requirements of
clause (G) have not been met.

(3)(A) Except as provided in subparagraph (5),
a claim described in subparagraph (1)(B) may
only be made—

(i) if the claim meets the requirements of
the regulations of the Secretary promulgated
under clause (B), and

(ii) if the food for which the claim is made
does not contain, as determined by the Sec-
retary by regulation, any nutrient in an
amount which increases to persons in the gen-
eral population the risk of a disease or health-
related condition which is diet related, taking
into account the significance of the food in the
total daily diet, except that the Secretary
may by regulation permit such a claim based
on a finding that such a claim would assist
consumers in maintaining healthy dietary
practices and based on a requirement that the
label contain a disclosure of the type required
by subparagraph (2)(B).

(B)(i) The Secretary shall promulgate regula-
tions authorizing claims of the type described in
subparagraph (1)(B) only if the Secretary deter-
mines, based on the totality of publicly avail-
able scientific evidence (including evidence from
well-designed studies conducted in a manner
which is consistent with generally recognized
scientific procedures and principles), that there
is significant scientific agreement, among ex-
perts qualified by scientific training and experi-
ence to evaluate such claims, that the claim is
supported by such evidence.

(ii) A regulation described in subclause (i)
shall describe—

(I) the relationship between a nutrient of the
type required in the label or labeling of food
by paragraph (q)(1) or (q)(2) and a disease or
health-related condition, and

(IT) the significance of each such nutrient in
affecting such disease or health-related condi-
tion.

(iii) A regulation described in subclause (i)
shall require such claim to be stated in a man-
ner so that the claim is an accurate representa-
tion of the matters set out in subclause (ii) and
so that the claim enables the public to com-
prehend the information provided in the claim
and to understand the relative significance of
such information in the context of a total daily
diet.

(C) Notwithstanding the provisions of clauses
(A)(A) and (B), a claim of the type described in
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subparagraph (1)(B) which is not authorized by
the Secretary in a regulation promulgated in ac-
cordance with clause (B) shall be authorized and
may be made with respect to a food if—

(i) a scientific body of the United States
Government with official responsibility for
public health protection or research directly
relating to human nutrition (such as the Na-
tional Institutes of Health or the Centers for
Disease Control and Prevention) or the Na-
tional Academy of Sciences or any of its sub-
divisions has published an authoritative state-
ment, which is currently in effect, about the
relationship between a nutrient and a disease
or health-related condition to which the claim
refers;

(ii) a person has submitted to the Secretary,
at least 120 days (during which the Secretary
may notify any person who is making a claim
as authorized by clause (C) that such person
has not submitted all the information required
by such clause) before the first introduction
into interstate commerce of the food with a
label containing the claim, (I) a notice of the
claim, which shall include the exact words
used in the claim and shall include a concise
description of the basis upon which such per-
son relied for determining that the require-
ments of subclause (i) have been satisfied, (II)
a copy of the statement referred to in sub-
clause (i) upon which such person relied in
making the claim, and (III) a balanced rep-
resentation of the scientific literature relating
to the relationship between a nutrient and a
disease or health-related condition to which
the claim refers;

(iii) the claim and the food for which the
claim is made are in compliance with clause
(A)(ii) and are otherwise in compliance with
paragraph (a) and section 321(n) of this title;
and

(iv) the claim is stated in a manner so that
the claim is an accurate representation of the
authoritative statement referred to in sub-
clause (i) and so that the claim enables the
public to comprehend the information pro-
vided in the claim and to understand the rel-
ative significance of such information in the
context of a total daily diet.

For purposes of this clause, a statement shall be
regarded as an authoritative statement of a sci-
entific body described in subclause (i) only if the
statement is published by the scientific body
and shall not include a statement of an em-
ployee of the scientific body made in the indi-
vidual capacity of the employee.
(D) A claim submitted under the requirements
of clause (C) may be made until—
(i) such time as the Secretary issues a regu-
lation under the standard in clause (B)(i)—
(I) prohibiting or modifying the claim and
the regulation has become effective, or
(IT) finding that the requirements of clause
(C) have not been met, including finding
that the petitioner has not submitted all the
information required by such clause; or

(ii) a district court of the United States in
an enforcement proceeding under subchapter
III has determined that the requirements of
clause (C) have not been met.
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(4)(A)(i) Any person may petition the Sec-
retary to issue a regulation under subparagraph
(2)(A)(A) or (3)(B) relating to a claim described in
subparagraph (1)(A) or (1)(B). Not later than 100
days after the petition is received by the Sec-
retary, the Secretary shall issue a final decision
denying the petition or file the petition for fur-
ther action by the Secretary. If the Secretary
does not act within such 100 days, the petition
shall be deemed to be denied unless an extension
is mutually agreed upon by the Secretary and
the petitioner. If the Secretary denies the peti-
tion or the petition is deemed to be denied, the
petition shall not be made available to the pub-
lic. If the Secretary files the petition, the Sec-
retary shall deny the petition or issue a pro-
posed regulation to take the action requested in
the petition not later than 90 days after the date
of such decision. If the Secretary does not act
within such 90 days, the petition shall be
deemed to be denied unless an extension is mu-
tually agreed upon by the Secretary and the pe-
titioner. If the Secretary issues a proposed regu-
lation, the rulemaking shall be completed with-
in 540 days of the date the petition is received by
the Secretary. If the Secretary does not issue a
regulation within such 540 days, the Secretary
shall provide the Committee on Commerce of
the House of Representatives and the Com-
mittee on Labor and Human Resources of the
Senate the reasons action on the regulation did
not occur within such 540 days.

(ii) Any person may petition the Secretary for
permission to use in a claim described in sub-
paragraph (1)(A) terms that are consistent with
the terms defined by the Secretary under sub-
paragraph (2)(A)(i). Within 90 days of the sub-
mission of such a petition, the Secretary shall
issue a final decision denying the petition or
granting such permission.

(iii) Any person may petition the Secretary
for permission to use an implied claim described
in subparagraph (1)(A) in a brand name. After
publishing notice of an opportunity to comment
on the petition in the Federal Register and mak-
ing the petition available to the public, the Sec-
retary shall grant the petition if the Secretary
finds that such claim is not misleading and is
consistent with terms defined by the Secretary
under subparagraph (2)(A)(i). The Secretary
shall grant or deny the petition within 100 days
of the date it is submitted to the Secretary and
the petition shall be considered granted if the
Secretary does not act on it within such 100
days.

(B) A petition under clause (A)(i) respecting a
claim described in subparagraph (1)(A) or (1)(B)
shall include an explanation of the reasons why
the claim meets the requirements of this para-
graph and a summary of the scientific data
which supports such reasons.

(C) If a petition for a regulation under sub-
paragraph (3)(B) relies on a report from an au-
thoritative scientific body of the United States,
the Secretary shall consider such report and
shall justify any decision rejecting the conclu-
sions of such report.

(5)(A) This paragraph does not apply to infant
formulas subject to section 350a(h) of this title
and medical foods as defined in section 360ee(b)
of this title.
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(B) Subclauses (iii) through (v) of subpara-
graph (2)(A) and subparagraph (2)(B) do not
apply to food which is served in restaurants or
other establishments in which food is served for
immediate human consumption or which is sold
for sale or use in such establishments.

(C) A subparagraph (1)(A) claim made with re-
spect to a food which claim is required by a
standard of identity issued under section 341 of
this title shall not be subject to subparagraph
(2)(A)(@) or (2)(B).

(D) A subparagraph (1)(B) claim made with re-
spect to a dietary supplement of vitamins, min-
erals, herbs, or other similar nutritional sub-
stances shall not be subject to subparagraph (3)
but shall be subject to a procedure and standard,
respecting the wvalidity of such claim, estab-
lished by regulation of the Secretary.

(6) For purposes of paragraph (r)(1)(B), a state-
ment for a dietary supplement may be made if—

(A) the statement claims a benefit related to
a classical nutrient deficiency disease and dis-
closes the prevalence of such disease in the
United States, describes the role of a nutrient
or dietary ingredient intended to affect the
structure or function in humans, characterizes
the documented mechanism by which a nutri-
ent or dietary ingredient acts to maintain
such structure or function, or describes gen-
eral well-being from consumption of a nutri-
ent or dietary ingredient,

(B) the manufacturer of the dietary supple-
ment has substantiation that such statement
is truthful and not misleading, and

(C) the statement contains, prominently dis-
played and in boldface type, the following:
“This statement has not been evaluated by the
Food and Drug Administration. This product
is not intended to diagnose, treat, cure, or pre-
vent any disease.”.

A statement under this subparagraph may not
claim to diagnose, mitigate, treat, cure, or pre-
vent a specific disease or class of diseases. If the
manufacturer of a dietary supplement proposes
to make a statement described in the first sen-
tence of this subparagraph in the labeling of the
dietary supplement, the manufacturer shall no-
tify the Secretary no later than 30 days after the
first marketing of the dietary supplement with
such statement that such a statement is being
made.

(7) The Secretary may make proposed regula-
tions issued under this paragraph effective upon
publication pending consideration of public
comment and publication of a final regulation if
the Secretary determines that such action is
necessary—

(A) to enable the Secretary to review and
act promptly on petitions the Secretary deter-
mines provide for information necessary to—

(i) enable consumers to develop and main-
tain healthy dietary practices;

(ii) enable consumers to be informed
promptly and effectively of important new
knowledge regarding nutritional and health
benefits of food; or

(iii) ensure that scientifically sound nutri-
tional and health information is provided to
consumers as soon as possible; or

(B) to enable the Secretary to act promptly
to ban or modify a claim under this paragraph.
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Such proposed regulations shall be deemed final
agency action for purposes of judicial review.

(s) Dietary supplements

If—

(1) it is a dietary supplement; and

(2)(A) the label or labeling of the supplement
fails to list—

(i) the name of each ingredient of the sup-
plement that is described in section 321(ff) of
this title; and

(ii)(I) the quantity of each such ingredient;
or

(IT) with respect to a proprietary blend of
such ingredients, the total quantity of all in-
gredients in the blend;

(B) the label or labeling of the dietary sup-
plement fails to identify the product by using
the term ‘‘dietary supplement’, which term
may be modified with the name of such an in-
gredient;

(C) the supplement contains an ingredient
described in section 321(ff)(1)(C) of this title,
and the label or labeling of the supplement
fails to identify any part of the plant from
which the ingredient is derived;

(D) the supplement—

(i) is covered by the specifications of an of-
ficial compendium;

(ii) is represented as conforming to the
specifications of an official compendium;
and

(iii) fails to so conform; or

(E) the supplement—

(i) is not covered by the specifications of
an official compendium; and

(ii)(I) fails to have the identity and
strength that the supplement is represented
to have; or

(IT) fails to meet the quality (including
tablet or capsule disintegration), purity, or
compositional specifications, based on vali-
dated assay or other appropriate methods,
that the supplement is represented to meet.

A dietary supplement shall not be deemed mis-
branded solely because its label or labeling con-
tains directions or conditions of use or warn-
ings.

(t) Catfish

If it purports to be or is represented as catfish,
unless it is fish classified within the family
Ictaluridae.

(u) Ginseng

If it purports to be or is represented as gin-
seng, unless it is an herb or herbal ingredient
derived from a plant classified within the genus
Panax.

(v) Failure to label; health threat

If—

(1) it fails to bear a label required by the
Secretary under section 381(n)(1) of this title
(relating to food refused admission into the
United States);

(2) the Secretary finds that the food presents
a threat of serious adverse health con-
sequences or death to humans or animals; and

(3) upon or after notifying the owner or con-
signee involved that the label is required
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under section 381 of this title, the Secretary
informs the owner or consignee that the food
presents such a threat.

(w) Major food allergen labeling requirements

(1) If it is not a raw agricultural commodity
and it is, or it contains an ingredient that bears
or contains, a major food allergen, unless ei-
ther—

(A) the word ‘‘Contains’, followed by the
name of the food source from which the major
food allergen is derived, is printed imme-
diately after or is adjacent to the list of ingre-
dients (in a type size no smaller than the type
size used in the list of ingredients) required
under subsections (g) and (i); or

(B) the common or usual name of the major
food allergen in the list of ingredients required
under subsections (g) and (i) is followed in pa-
rentheses by the name of the food source from
which the major food allergen is derived, ex-
cept that the name of the food source is not
required when—

(i) the common or usual name of the ingre-
dient uses the name of the food source from
which the major food allergen is derived; or

(ii) the name of the food source from which
the major food allergen is derived appears
elsewhere in the ingredient list, unless the
name of the food source that appears else-
where in the ingredient list appears as part
of the name of a food ingredient that is not
a major food allergen under section
321(qq)(2)(A) or (B) of this title.

(2) As used in this subsection, the term ‘‘name
of the food source from which the major food al-
lergen is derived” means the name described in
section 321(qq)(1) of this title; provided that in
the case of a tree nut, fish, or Crustacean shell-
fish, the term ‘‘name of the food source from
which the major food allergen is derived’’ means
the name of the specific type of nut or species of
fish or Crustacean shellfish.

(3) The information required under this sub-
section may appear in labeling in lieu of appear-
ing on the label only if the Secretary finds that
such other labeling is sufficient to protect the
public health. A finding by the Secretary under
this paragraph (including any change in an ear-
lier finding under this paragraph) is effective
upon publication in the Federal Register as a
notice.

(4) Notwithstanding subsection (g), (i), or (k),
or any other law, a flavoring, coloring, or inci-
dental additive that is, or that bears or con-
tains, a major food allergen shall be subject to
the labeling requirements of this subsection.

(5) The Secretary may by regulation modify
the requirements of subparagraph (A) or (B) of
paragraph (1), or eliminate either the require-
ment of subparagraph (A) or the requirements of
subparagraph (B) of paragraph (1), if the Sec-
retary determines that the modification or
elimination of the requirement of subparagraph
(A) or the requirements of subparagraph (B) is
necessary to protect the public health.

(6)(A) Any person may petition the Secretary
to exempt a food ingredient described in section
321(qq)(2) of this title from the allergen labeling
requirements of this subsection.

(B) The Secretary shall approve or deny such
petition within 180 days of receipt of the peti-
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tion or the petition shall be deemed denied, un-
less an extension of time is mutually agreed
upon by the Secretary and the petitioner.

(C) The burden shall be on the petitioner to
provide scientific evidence (including the ana-
lytical method used to produce the evidence)
that demonstrates that such food ingredient, as
derived by the method specified in the petition,
does not cause an allergic response that poses a
risk to human health.

(D) A determination regarding a petition
under this paragraph shall constitute final agen-
cy action.

(E) The Secretary shall promptly post to a
public site all petitions received under this para-
graph within 14 days of receipt and the Sec-
retary shall promptly post the Secretary’s re-
sponse to each.

(T(A) A person need not file a petition under
paragraph (6) to exempt a food ingredient de-
scribed in section 321(qq)(2) of this title from the
allergen labeling requirements of this sub-
section, if the person files with the Secretary a
notification containing—

(i) scientific evidence (including the analyt-
ical method used) that demonstrates that the
food ingredient (as derived by the method
specified in the notification, where applicable)
does not contain allergenic protein; or

(ii) a determination by the Secretary that
the ingredient does not cause an allergic re-
sponse that poses a risk to human health
under a premarket approval or notification
program under section 348 of this title.

(B) The food ingredient may be introduced or
delivered for introduction into interstate com-
merce as a food ingredient that is not a major
food allergen 90 days after the date of receipt of
the notification by the Secretary, unless the
Secretary determines within the 90-day period
that the notification does not meet the require-
ments of this paragraph, or there is insufficient
scientific evidence to determine that the food
ingredient does not contain allergenic protein or
does not cause an allergenic response that poses
a risk to human health.

(C) The Secretary shall promptly post to a
public site all notifications received under this
subparagraph within 14 days of receipt and
promptly post any objections thereto by the
Secretary.

(x) Nonmajor food allergen labeling require-
ments

Notwithstanding subsection (g), (i), or (k), or
any other law, a spice, flavoring, coloring, or in-
cidental additive that is, or that bears or con-
tains, a food allergen (other than a major food
allergen), as determined by the Secretary by
regulation, shall be disclosed in a manner speci-
fied by the Secretary by regulation.

(y) Dietary supplements

If it is a dietary supplement that is marketed
in the United States, unless the label of such di-
etary supplement includes a domestic address or
domestic phone number through which the re-
sponsible person (as described in section 379aa-1
of this title) may receive a report of a serious
adverse event with such dietary supplement.

(June 25, 1938, ch. 675, §403, 52 Stat. 1047; Pub. L.
86-537, §1, June 29, 1960, 74 Stat. 251; Pub. L.
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86-618, title I, §102(a)(3), July 12, 1960, 74 Stat.
398; Pub. L. 91-601, §6(c), formerly §7(c), Dec. 30,
1970, 84 Stat. 1673, renumbered Pub. L. 97-35,
title XII, §1205(c), Aug. 13, 1981, 95 Stat. 716; Pub.
L. 94-278, title V, §502(a)(1), Apr. 22, 1976, 90 Stat.
411; Pub. L. 95-203, §4(a)(1), (b)(1), Nov. 23, 1977,
91 Stat. 1452, 1453; Pub. L. 101-535, §§2(a), 3(a), 7,
Nov. 8, 1990, 104 Stat. 2353, 2357, 2364; Pub. L.
102-108, §2(a), (c), Aug. 17, 1991, 105 Stat. 549; Pub.
L. 102-571, title I, §107(5), (6), Oct. 29, 1992, 106
Stat. 4499; Pub. L. 103-80, §§2(b), 3(j), Aug. 13,
1993, 107 Stat. 773, T776; Pub. L. 103-417, §§6,
7(a)—(c), 10(c), Oct. 25, 1994, 108 Stat. 4329, 4330,
4332; Pub. L. 104-124, §1, Apr. 1, 1996, 110 Stat. 882;
Pub. L. 105-115, title III, §§301-305, Nov. 21, 1997,
111 Stat. 2350-2353; Pub. L. 106-554, §1(a)(1) [title
V, §517], Dec. 21, 2000, 114 Stat. 2763, 2763A-73;
Pub. L. 107-171, title X, §§10806(a)(2), (b)(2),
10808(b), May 13, 2002, 116 Stat. 526, 527, 530; Pub.
L. 107-188, title III, §308(b), June 12, 2002, 116
Stat. 672; Pub. L. 108-282, title II, §203(a), Aug. 2,
2004, 118 Stat. 906; Pub. L. 109-462, §3(c), Dec. 22,
2006, 120 Stat. 3475; Pub. L. 111-148, title IV,
§4205(a), (b), Mar. 23, 2010, 124 Stat. 573.)

Editorial Notes
AMENDMENTS

2010—Par. (q)(6)(A)(i). Pub. L. 111-148, §4205(a)(1), in-
serted ‘‘except as provided in clause (H)(ii)(III),”’ before
“which is served”.

Par. (q)(6)(A)({i). Pub. L. 111-148, §4205(a)(2), inserted
‘“‘except as provided in clause (H)@ii)(III),”” before
“‘which is processed’’.

Par. (q)(6)(H). Pub. L. 111-148, §4205(b), added cl. (H).

2006—Par. (y). Pub. L. 109462 added par. (¥).

2004—Pars. (w), (x). Pub. L. 108-282 added pars. (w) and
(x).

2002—Par. (h). Pub. L. 107-171, §10808(b), added subpar.
(3) and concluding provisions.

Par. (t). Pub. L. 107-171, §10806(a)(2), added par. (t).

Par. (u). Pub. L. 107-171, §10806(b)(2), added par. (u).

Par. (v). Pub. L. 107-188 added par. (v).

2000—Par. (0). Pub. L. 106-554, which directed repeal
of section 403(0) of the Food, Drug, and Cosmetic Act,
was executed by repealing par. (o) of this section, which
is section 403 of the Federal Food, Drug, and Cosmetic
Act, to reflect the probable intent of Congress. Prior to
repeal, par. (0) provided that a food containing sac-
charin was to be deemed misbranded unless a specified
warning statement was placed in a conspicuous place
on its label.

1997—Par. (r)(2)(B). Pub. L. 105-115, §305, amended cl.
(B) generally. Prior to amendment, cl. (B) read as fol-
lows: “If a claim described in subparagraph (1)(A) is
made with respect to a nutrient in a food, the label or
labeling of such food shall contain, prominently and in
immediate proximity to such claim, the following
statement: ‘See for nutrition information.’.
In the statement—

‘(1) the blank shall identify the panel on which the
information described in the statement may be found,
and

‘“(ii) if the Secretary determines that the food con-
tains a nutrient at a level which increases to persons
in the general population the risk of a disease or
health-related condition which is diet related, taking
into account the significance of the food in the total
daily diet, the statement shall also identify such nu-
trient.”

Par. (r)(2)(G), (H). Pub. L. 105-115, §304, added cls. (&)
and (H).

Par. (r)(3)(C), (D). Pub. L. 105-115, §303, added cls. (C)
and (D).

Par. (r)(4)(A)({). Pub. L. 105-115, §302, inserted after
second sentence ‘‘If the Secretary does not act within
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such 100 days, the petition shall be deemed to be denied
unless an extension is mutually agreed upon by the
Secretary and the petitioner.”’, inserted ‘‘or the peti-
tion is deemed to be denied” after ‘‘If the Secretary de-
nies the petition”, and inserted at end “If the Sec-
retary does not act within such 90 days, the petition
shall be deemed to be denied unless an extension is mu-
tually agreed upon by the Secretary and the petitioner.
If the Secretary issues a proposed regulation, the rule-
making shall be completed within 540 days of the date
the petition is received by the Secretary. If the Sec-
retary does not issue a regulation within such 540 days,
the Secretary shall provide the Committee on Com-
merce of the House of Representatives and the Com-
mittee on Labor and Human Resources of the Senate
the reasons action on the regulation did not occur
within such 540 days.”

Par. (r)(7). Pub. L. 105-115, §301, added subpar. (7).

1996—Par. (p). Pub. L. 104-124 struck out par. (p),
which deemed products containing saccharin and of-
fered for sale, but not for immediate consumption, by
retail establishment, to be misbranded, unless notice of
information required by subsec. (0) was provided by
manufacturer and prominently displayed near product.

1994—Par. (q)(6)(F). Pub. L. 103-417, §7(b), amended cl.
(F') generally. Prior to amendment, cl. (F) read as fol-
lows: “If a food to which section 350 of this title applies
(as defined in section 350(c) of this title) contains one
or more of the nutrients required by subparagraph (1)
or (2) to be in the label or labeling of the food, the label
or labeling of such food shall comply with the require-
ments of subparagraphs (1) and (2) in a manner which
is appropriate for such food and which is specified in
regulations of the Secretary.”

Par. (r)(2)(F). Pub. L. 103-417, § 7(c), added cl. (F).

Par. (r)(6). Pub. L. 103-417, §6, added subpar. (6).

Par. (s). Pub. L. 103-417, §10(c), inserted at end: ‘A di-
etary supplement shall not be deemed misbranded sole-
ly because its label or labeling contains directions or
conditions of use or warnings.”’

Pub. L. 103417, §7(a), added par. (s).

1993—Par. (e). Pub. L. 103-80, §3(j)(1), substituted
‘“‘count, except that’’ for ‘‘count: Provided, That’.

Par. (i). Pub. L. 103-80, §3(j)(2), substituted ‘‘unless
sold as spices, flavorings, or such colors’ for ‘‘, other
than those sold as such” and ‘‘naming each. To the ex-
tent” for ‘“‘naming each: Provided, That, to the extent’.

Par. (k). Pub. L. 103-80, §3(j)(3), substituted ¢, except
that’ for ‘‘: Provided, That’’.

Par. (I). Pub. L. 103-80, §3(j)(4), substituted ‘‘chemical,
except that” for ‘‘chemical: Provided, however, That’.

Par. (q)(5)(E) to (G). Pub. L. 103-80, §2(b), added cl. (E)
and redesignated former cls. (E) and (F) as (F) and (&),

respectively.

Par. (r)(1)(B). Pub. L. 103-80, §3(j)(5), substituted
“(5)(D)” for ““5(D)”".

Par. (r)(4)(B). Pub. L. 103-80, §3(j)(6), substituted
“‘paragraph’ for ‘‘subsection’.

1992—Par. (i). Pub. L. 102-571, §107(5), substituted

¢379e(c)” for ““376(c)”.

Par. (m). Pub. L. 102-571, §107(6), substituted ‘‘379e”
for ‘376",

1991—Par. (i). Pub. L. 102-108, §2(c), amended direc-
tory language of Pub. L. 101-535, §7(1), (3). See 1990
Amendment note below.

Par. (q)(4)(A). Pub. L. 102-108, §2(a), substituted *(D)”’
for “(C)”.

1990—Par. (i). Pub. L. 101-535, §7, as amended by Pub.
L. 102-108, §2(c), substituted ‘“Unless’ for *If it is not
subject to the provisions of paragraph (g) unless’, in-
serted ‘‘and if the food purports to be a beverage con-
taining vegetable or fruit juice, a statement with ap-
propriate prominence on the information panel of the
total percentage of such fruit or vegetable juice con-
tained in the food”, and substituted ‘‘colors not re-
quired to be certified under section 376(c) of this title”
for ‘‘colorings’ the first time appearing.

Par. (q). Pub. L. 101-535, §2(a), added par. (q).

Par. (r). Pub. L. 101-535, §3(a), added par. (r).

1977—Par. (0). Pub. L. 95-203, §4(a)(1), added par. (o).
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Par. (p). Pub. L. 95-203, §4(b)(1), added par. (p).

1976—Par. (a). Pub. L. 94-278 inserted ‘(1) after *‘If”’
and inserted ‘‘, or (2) in the case of a food to which sec-
tion 350 of this title applies, its advertising is false or
misleading in a material respect or its labeling is in
violation of section 350(b)(2) of this title” after ‘‘any
particular”.

1970—Par. (n). Pub. L. 91-601 added par. (n).

1960—Par. (k). Pub. L. 86-537, §1(1), exempted pes-
ticide chemicals when used in or on a raw agricultural
commodity which is the produce of the soil.

Par. (I). Pub. L. 86-537, §1(2), added par. (I).

Par. (m). Pub. L. 86-618 added par. (m).

Statutory Notes and Related Subsidiaries
CHANGE OF NAME

Committee on Commerce of House of Representatives
changed to Committee on Energy and Commerce of
House of Representatives, and jurisdiction over matters
relating to securities and exchanges and insurance gen-
erally transferred to Committee on Financial Services
of House of Representatives by House Resolution No. 5,
One Hundred Seventh Congress, Jan. 3, 2001.

Committee on Labor and Human Resources of Senate
changed to Committee on Health, Education, Labor,
and Pensions of Senate by Senate Resolution No. 20,
One Hundred Sixth Congress, Jan. 19, 1999.

EFFECTIVE DATE OF 2006 AMENDMENT

Pub. L. 109462, §3(d)(1), (2), Dec. 22, 2006, 120 Stat.
3475, provided that:

‘(1) IN GENERAL.—Except as provided in paragraph (2),
the amendments made by this section [enacting section
379aa-1 of this title and amending this section and sec-
tion 331 of this title] shall take effect 1 year after the
date of enactment of this Act [Dec. 22, 2006].

‘(2) MISBRANDING.—Section 403(y) of the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 343(y)] (as
added by this section) shall apply to any dietary sup-
plement labeled on or after the date that is 1 year after
the date of enactment of this Act [Dec. 22, 2006].”

EFFECTIVE DATE OF 2004 AMENDMENT

Amendment by Pub. L. 108-282 applicable to any food
that is labeled on or after Jan. 1, 2006, see section 203(d)
of Pub. L. 108-282, set out as a note under section 321 of
this title.

EFFECTIVE DATE OF 1997 AMENDMENT

Amendment by Pub. L. 105-115 effective 90 days after
Nov. 21, 1997, except as otherwise provided, see section
501 of Pub. L. 105-115, set out as a note under section 321
of this title.

EFFECTIVE DATE OF 1994 AMENDMENT

Pub. L. 103-417, §7(e), Oct. 25, 1994, 108 Stat. 4331, pro-
vided that: ‘‘Dietary supplements—

‘(1) may be labeled after the date of the enactment
of this Act [Oct. 25, 1994] in accordance with the
amendments made by this section [amending this
section and section 350 of this title], and

““(2) shall be labeled after December 31, 1996, in ac-
cordance with such amendments.”

EFFECTIVE DATE OF 1990 AMENDMENT

Pub. L. 101-535, §10(a), Nov. 8, 1990, 104 Stat. 2365, as
amended by Pub. L. 102-571, title II, §202(a)(3), Oct. 29,
1992, 106 Stat. 4501, provided that:

‘(1) Except as provided in paragraph (2)—

‘“(A) the amendments made by section 2 [amending
this section] shall take effect 6 months after—

‘(i) the date of the promulgation of all final regu-
lations required to implement section 403(q) of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C.
343(q)], or

¢“(ii) if such regulations are not promulgated, the
date proposed regulations are to be considered as
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such final regulations [Nov. 8, 1992, see 57 F.R.

56347],
except that section 403(q)(4) of such Act shall take ef-
fect as prescribed by such section,

‘“(B) the amendments made by section 3 [amending
this section] shall take effect 6 months after—

‘(i) the date of the promulgation of final regula-
tions to implement section 403(r) of the Federal
Food, Drug, and Cosmetic Act, or

‘“(ii) if such regulations are not promulgated, the
date proposed regulations are to be considered as
such final regulations [Nov. 8, 1992, see 57 F.R.
56347], except that any person marketing a food the
brand name of which contains a term defined by the
Secretary under section 403(r)(2)(A)(i) of the Fed-
eral Food, Drug, and Cosmetic Act shall be given an
additional 6 months to comply with section 3,

‘(C) the amendments made by section 4 [amending
section 337 of this title] shall take effect 24 months
after the date of the enactment of this Act [Nov. 8,
1990], except that such amendments shall take effect
with respect to such dietary supplements [probably
means dietary supplements of vitamins, minerals,
herbs, or other similar nutritional substances, see
section 202(a)(1) of Pub. L. 102-571, set out below] on
December 31, 1993, and

‘(D) the amendments made by section 5 [amending
sections 321 and 345 of this title] shall take effect on
the date the amendments made by section 3 take ef-
fect.

‘(2) Section 403(q) of the Federal Food, Drug, and
Cosmetic Act (as added by section 2) shall not apply
with respect to food which was labeled before the effec-
tive date of the amendments made by section 2 and sec-
tion 403(r) of the Federal Food, Drug, and Cosmetic Act
(as added by section 3) shall not apply with respect to
food which was labeled before the effective date of the
amendments made by section 3.

“(8)(A) If the Secretary finds that a person who is
subject to section 403(q)(4) of such Act is unable to
comply with the requirements of such section upon the
effective date of final regulations to implement section
403(q) of such Act or of proposed regulations to be con-
sidered as such final regulations because the Secretary
has not made available to such person the information
required by such section, the Secretary shall delay the
application of such section to such person for such time
as the Secretary may require to provide such informa-
tion.

‘“(B) If the Secretary finds that compliance with sec-
tion 403(q) or 403(r)(2) of such Act would cause an undue
economic hardship, the Secretary may delay the appli-
cation of such sections for no more than one year.”

Pub. L. 101-535, §10(c), Nov. 8, 1990, 104 Stat. 2367, as
amended by Pub. L. 102-108, §1, Aug. 17, 1991, 105 Stat.
549; Pub. L. 102-571, title I, §107(17), Oct. 29, 1992, 106
Stat. 4500, provided that:

‘(1) Except as provided in paragraphs (2) and (3), the
amendments made by section 7 [amending this section]
shall take effect one year after the date of the enact-
ment of this Act [Nov. 8, 1990].

““(2)(A) If a food subject to section 403(g) of the Fed-
eral Food, Drug, and Cosmetic Act [21 U.S.C. 343(g)] or
a food with one or more colors required to be certified
under section 721(c) [of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. 379¢(c)] bears a label which was
printed before July 1, 1991, and which is attached to the
food before May 8, 1993, such food shall not be subject
to the amendments made by section 7(1) and section
7(3) [amending this section].

‘(B) If a food described in subparagraph (A)—

‘(i) bears a label which was printed after July 1,
1991, but before the date the proposed regulation de-
scribed in clause (ii) takes effect as a final regulation
and which was attached to the food before May 8,
1993, and

‘‘(ii) meets the requirements of the proposed regu-
lation of the Secretary of Health and Human Services
published in 56 Fed. Reg. 28592-28636 (June 21, 1991) as
it pertains to the amendments made by this Act [see
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Short Title of 1990 Amendment note set out under

section 301 of this title],
such food shall not be subject to the amendments made
by section 7(1) and section 7(3) [amending this section].

‘“(3) A food purported to be a beverage containing a
vegetable or fruit juice which bears a label attached to
the food before May 8, 1993, shall not be subject to the
amendments made by section 7(2) [amending this sec-
tion].”

EFFECTIVE DATE OF 1977 AMENDMENT

Pub. L. 95-203, §4(a)(2), Nov. 23, 1977, 91 Stat. 1453, pro-
vided that: ‘“The amendment made by paragraph (1)
[amending this section] shall apply only with respect to
food introduced or delivered for introduction in inter-
state commerce on and after the 90th day after the date
of the enactment of this Act [Nov. 23, 1977].”

Pub. L. 95-203, §4(b)(2), Nov. 23, 1977, 91 Stat. 1453, pro-
vided that: ‘“The amendment made by paragraph (1)
[amending this section] shall apply with respect to food
which is sold in retail establishments on or after the
90th day after the effective date of the regulations of
the Secretary of Health, Education, and Welfare [now
Secretary of Health and Human Services] under para-
graph (p)(4) of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 343(p)(4)].”

EFFECTIVE DATE OF 1976 AMENDMENT

Amendment by Pub. L. 94-278 effective 180 days after
Apr. 22, 1976, see section 502(c) of Pub. L. 94-278, set out
as a note under section 334 of this title.

EFFECTIVE DATE OF 1970 AMENDMENT

Amendment by Pub. L. 91-601 effective Dec. 30, 1970,
and regulations establishing special packaging stand-
ards effective no sooner than 180 days or later than one
year from date regulations are final, or an earlier date
published in Federal Register, see section 8 of Pub. L.
91-601, set out as an Effective Date note under section
1471 of Title 15, Commerce and Trade.

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86-618 effective July 12, 1960,
subject to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.

EFFECTIVE DATE; POSTPONEMENT

Subsecs. (e)(1) and (g) to (k) effective Jan. 1, 1940, and
such subsections effective July 1, 1940, as provided by
regulations for certain lithographed labeling and con-
tainers bearing certain labeling, see act June 23, 1939,
ch. 242, 53 Stat. 853, set out as an Effective Date; Post-
ponement in Certain Cases note under section 301 of
this title.

CONSTRUCTION OF AMENDMENT BY PUB. L. 111-148

Pub. L. 111-148, title IV, §4205(d), Mar. 23, 2010, 124
Stat. 576, provided that: ‘“Nothing in the amendments
made by this section [amending this section and sec-
tion 343-1 of this title] shall be construed—

‘(1) to preempt any provision of State or local law,
unless such provision establishes or continues into ef-
fect nutrient content disclosures of the type required
under section 403(q)(5)(H) of the Federal Food, Drug,
and Cosmetic Act [21 U.S.C. 343(q)(56)(H)] (as added by
subsection (b)) and is expressly preempted under sub-
section (a)(4) of such section;

‘“(2) to apply to any State or local requirement re-
specting a statement in the labeling of food that pro-
vides for a warning concerning the safety of the food
or component of the food; or

‘“(3) except as provided in section 403(q)(5)(H)(ix) of
the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
343(q)(5)(H)(ix)] (as added by subsection (b)), to apply
to any restaurant or similar retail food establish-
ment other than a restaurant or similar retail food
establishment described in section 403(q)(5)(H)(i) of
such Act [21 U.S.C. 343(q)(5)(H)(1)].”
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CONSTRUCTION OF AMENDMENT BY PUB. L. 108-282

Pub. L. 108-282, title II, §203(b), Aug. 2, 2004, 118 Stat.
908, provided that: ‘“The amendments made by this sec-
tion [amending this section and sections 321 and 343-1
of this title] that require a label or labeling for major
food allergens do not alter the authority of the Sec-
retary of Health and Human Services under the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) to
require a label or labeling for other food allergens.”’

CONSTRUCTION OF AMENDMENT BY PUB. L. 107-188

Nothing in amendment by Pub. L. 107-188 to be con-
strued to limit authority of Secretary of Health and
Human Services or Secretary of the Treasury to re-
quire marking of articles of food imported or offered
for import into the United States which are refused ad-
mission, see section 308(c) of Pub. L. 107-188, set out as
a note under section 381 of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-535

Pub. L. 101-535, §9, Nov. 8, 1990, 104 Stat. 2365, pro-
vided that: “The amendments made by this Act [enact-
ing section 343-1 of this title and amending this section
and sections 321, 337, 345, and 371 of this title] shall not
be construed to alter the authority of the Secretary of
Health and Human Services and the Secretary of Agri-
culture under the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 301 et seq.], the Federal Meat Inspection
Act [21 U.S.C. 601 et seq.], the Poultry Products Inspec-
tion Act [21 U.S.C. 451 et seq.], and the Egg Products In-
spection Act [21 U.S.C. 1031 et seq.].”

REGULATIONS

Pub. L. 101-535, §2(b), Nov. 8, 1990, 104 Stat. 2356, as
amended by Pub. L. 102-571, title II, §202(a)(2)(A), (B),
Oct. 29, 1992, 106 Stat. 4500, 4501, provided that:

‘(1) The Secretary of Health and Human Services
shall issue proposed regulations to implement section
403(q) of the Federal Food, Drug, and Cosmetic Act [21
U.S.C. 343(q)] within 12 months after the date of the en-
actment of this Act [Nov. 8, 1990], except that the Sec-
retary shall issue, not later than June 15, 1993, proposed
regulations that are applicable to dietary supplements
of vitamins, minerals, herbs, or other similar nutri-
tional substances to implement such section. Not later
than 24 months after the date of the enactment of this
Act, the Secretary shall issue final regulations to im-
plement the requirements of such section, except that
the Secretary shall issue, not later than December 31,
1993, such a final regulation applicable to dietary sup-
plements of vitamins, minerals, herbs, or other similar
nutritional substances..[sic] Such regulations shall—

‘“(A) require the required information to be con-
veyed to the public in a manner which enables the
public to readily observe and comprehend such infor-
mation and to understand its relative significance in
the context of a total daily diet,

‘“(B) include regulations which establish standards,
in accordance with paragraph (1)(A), to define serving
size or other unit of measure for food,

‘(C) permit the label or labeling of food to include
nutrition information which is in addition to the in-
formation required by such section 403(q) and which
is of the type described in subparagraph (1) or (2) of
such section, and

‘(D) permit the nutrition information on the label
or labeling of a food to remain the same or permit the
information to be stated as a range even though (i)
there are minor variations in the nutritional value of
the food which occur in the normal course of the pro-
duction or processing of the food, or (ii) the food is
comprised of an assortment of similar foods which
have variations in nutritional value.

‘“(2) If the Secretary of Health and Human Services
does not promulgate final regulations under paragraph
(1) upon the expiration of 24 months after the date of
the enactment of this Act, the proposed regulations
issued in accordance with paragraph (1) shall be consid-
ered as the final regulations upon the expiration of
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such 24 months, except that the proposed regulations
applicable to dietary supplements of vitamins, min-
erals, herbs, or other similar nutritional substances
shall not be considered to be final regulations until De-
cember 31, 1993. There shall be promptly published in
the Federal Register notice of new status of the pro-
posed regulations [see 57 F.R. 56347].

‘“(3) If the Secretary of Health and Human Services
does not promulgate final regulations under section
403(q)(4) of the Federal Food, Drug, and Cosmetic Act
upon the expiration of 6 months after the date on which
the Secretary makes a finding that there has been no
substantial compliance with section 403(q)(4)(C) of such
Act, the proposed regulations issued in accordance with
such section shall be considered as the final regulations
upon the expiration of such 6 months. There shall be
promptly published in the Federal Register notice of
new status of the proposed regulations.”

[Pub. L. 102-571, title II, §202(a)(2)(C), Oct. 29, 1992, 106
Stat. 4501, provided that: ‘“The amendments made by
subparagraph (B) [amending sections 2(b) and 3(b) of
Pub. L. 101-535, set out above and below] shall not be
construed to modify the effective date of final regula-
tions under sections 2(b) and 3(b) of the Nutrition La-
beling and Education Act of 1990 [Pub. L. 101-535] (21
U.S.C. 343 note) with respect to foods that are not such
dietary supplements.’’]

Pub. L. 101-535, §3(b), Nov. 8, 1990, 104 Stat. 2360, as
amended by Pub. L. 102-571, title II, §202(a)(2)(A), (B),
Oct. 29, 1992, 106 Stat. 4500, 4501, provided that:

‘“(1)(A) Within 12 months of the date of the enactment
of this Act [Nov. 8, 1990], the Secretary of Health and
Human Services shall issue proposed regulations to im-
plement section 403(r) of the Federal Food, Drug, and
Cosmetic Act [21 U.S.C. 343(r)], except that the Sec-
retary shall issue, not later than June 15, 1993, proposed
regulations that are applicable to dietary supplements
of vitamins, minerals, herbs, or other similar nutri-
tional substances to implement such section. Such reg-
ulations—

‘(i) shall identify claims described in section
403(r)(1)(A) of such Act which comply with section
403(r)(2) of such Act,

‘(i) shall identify claims described in section
403(r)(1)(B) of such Act which comply with section
403(r)(3) of such Act,

¢“(iii) shall, in defining terms used to characterize
the level of any nutrient in food under section
403(r)(2)(A)(1) of such Act, define—

“(1) free,

“(I1) low,

““(IIT) light or lite,
“(IV) reduced,
(V) less, and
“(VI) high,

unless the Secretary finds that the use of any such

term would be misleading,

“(iv) shall permit statements describing the
amount and percentage of nutrients in food which are
not misleading and are consistent with the terms de-
fined in section 403(r)(2)(A)(i) of such Act,

‘“(v) shall provide that if multiple claims subject to
section 403(r)(1)(A) of such Act are made on a single
panel of the food label or page of a labeling brochure,
a single statement may be made to satisfy section
403(r)(2)(B) of such Act,

““(vi) shall determine whether claims respecting the
following nutrients and diseases meet the require-
ments of section 403(r)(3) of such Act: Calcium and
osteoporosis, dietary fiber and cancer, lipids and car-
diovascular disease, lipids and cancer, sodium and hy-
pertension, and dietary fiber and cardiovascular dis-
ease,

‘“(vii) shall not require a person who proposes to
make a claim described in section 403(r)(1)(B) of such
Act which is in compliance with such regulations to
secure the approval of the Secretary before making
such claim,

‘“(viii) may permit a claim described in section
403(r)(1)(A) of such Act to be made for butter,
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‘(ix) may, in defining terms under section
403(r)(2)(A)(1), include similar terms which are com-
monly understood to have the same meaning, and

‘“(x) shall establish, as required by section
403(r)(5)(D), the procedure and standard respecting
the validity of claims made with respect to a dietary
supplement of vitamins, minerals, herbs, or other
similar nutritional substances and shall determine
whether claims respecting the following nutrients
and diseases meet the requirements of section
403(r)(5)(D) of such Act: folic acid and neural tube de-
fects, antioxident [sic] vitamins and cancer, zinc and
immune function in the elderly, and omega-3 fatty
acids and heart disease.

‘“(B) Not later than 24 months after the date of the
enactment of this Act, the Secretary shall issue final
regulations to implement section 403(r) of the Federal
Food, Drug, and Cosmetic Act, except that the Sec-
retary shall issue, not later than December 31, 1993,
such a final regulation applicable to dietary supple-
ments of vitamins, minerals, herbs, or other similar nu-
tritional substances..[sic]

“(2) If the Secretary does not promulgate final regu-
lations under paragraph (1)(B) upon the expiration of 24
months after the date of the enactment of this Act, the
proposed regulations issued in accordance with para-
graph (1)(A) shall be considered as the final regulations
upon the expiration of such 24 months, except that the
proposed regulations applicable to dietary supplements
of vitamins, minerals, herbs, or other similar nutri-
tional substances shall not be considered to be final
regulations until December 31, 1993. There shall be
promptly published in the Federal Register notice of
the new status of the proposed regulations [see 57 F.R.
56347].”

[For construction of amendment made by section
202(a)(2)(B) of Pub. L. 102-571 to section 3(b) of Pub. L.
101-535 set out above, see section 202(a)(2)(C) of Pub. L.
102-571 set out above following section 2(b) of Pub. L.
101-535.]

LABELING EXEMPTION FOR SINGLE INGREDIENT FOODS
AND PRODUCTS

Pub. L. 115-334, title XII, §12516, Dec. 20, 2018, 132
Stat. 5000, provided that: ‘“The food labeling require-
ments under section 403(q) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 343(q)) shall not require
that the nutrition facts label of any single-ingredient
sugar, honey, agave, or syrup, including maple syrup,
that is packaged and offered for sale as a single-ingre-
dient food bear the declaration ‘Includes X g Added

LT

Sugars.’.
FINDINGS

Pub. L. 108-282, title II, §202, Aug. 2, 2004, 118 Stat.
905, provided that: ‘‘Congress finds that—

‘(1) it is estimated that—

‘“(A) approximately 2 percent of adults and about

5 percent of infants and young children in the

United States suffer from food allergies; and

‘“(B) each year, roughly 30,000 individuals require
emergency room treatment and 150 individuals die
because of allergic reactions to food;

“(2)(A) eight major foods or food groups—milk,
eggs, fish, Crustacean shellfish, tree nuts, peanuts,
wheat, and soybeans—account for 90 percent of food
allergies;

‘“(B) at present, there is no cure for food allergies;
and

‘(C) a food allergic consumer must avoid the food
to which the consumer is allergic;

‘“(83)(A) in a review of the foods of randomly selected
manufacturers of baked goods, ice cream, and candy
in Minnesota and Wisconsin in 1999, the Food and
Drug Administration found that 25 percent of sam-
pled foods failed to list peanuts or eggs as ingredients
on the food labels; and

‘(B) nationally, the number of recalls because of
unlabeled allergens rose to 121 in 2000 from about 35
a decade earlier;
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‘“(4) a recent study shows that many parents of chil-
dren with a food allergy were unable to correctly
identify in each of several food labels the ingredients
derived from major food allergens;

““(5)(A) ingredients in foods must be listed by their
‘common or usual name’;

‘(B) in some cases, the common or usual name of
an ingredient may be unfamiliar to consumers, and
many consumers may not realize the ingredient is de-
rived from, or contains, a major food allergen; and

‘“(C) in other cases, the ingredients may be declared
as a class, including spices, flavorings, and certain
colorings, or are exempt from the ingredient labeling
requirements, such as incidental additives; and

“(6)(A) celiac disease is an immune-mediated dis-
ease that causes damage to the gastrointestinal
tract, central nervous system, and other organs;

“(B) the current recommended treatment is avoid-
ance of glutens in foods that are associated with ce-
liac disease; and

“(C) a multicenter, multiyear study estimated that
the prevalence of celiac disease in the United States
is 0.5 to 1 percent of the general population.”’

RULEMAKING ON LABELING

Pub. L. 108-282, title II, §206, Aug. 2, 2004, 118 Stat.
910, provided that: ‘““Not later than 2 years after the
date of enactment of this Act [Aug. 2, 2004], the Sec-
retary of Health and Human Services, in consultation
with appropriate experts and stakeholders, shall issue a
proposed rule to define, and permit use of, the term
‘gluten-free’ on the labeling of foods. Not later than 4
yvears after the date of enactment of this Act, the Sec-
retary shall issue a final rule to define, and permit use
of, the term ‘gluten-free’ on the labeling of foods.”

Pub. L. 107-171, title X, §10809, May 13, 2002, 116 Stat.
531, provided that: ‘“‘The Secretary of Health and
Human Services (referred to in this section as the ‘Sec-
retary’) shall publish a proposed rule and, with due con-
sideration to public comment, a final rule to revise, as
appropriate, the current regulation governing the la-
beling of foods that have been treated to reduce pest in-
festation or pathogens by treatment by irradiation
using radioactive isotope, electronic beam, or x-ray.
Pending promulgation of the final rule required by this
subsection [probably should be ‘‘this section’’], any per-
son may petition the Secretary for approval of label-
ing, which is not false or misleading in any material re-
spect, of a food which has been treated by irradiation
using radioactive isotope, electronic beam, or x-ray.
The Secretary shall approve or deny such a petition
within 180 days of receipt of the petition, or the peti-
tion shall be deemed denied, except to the extent addi-
tional agency review is mutually agreed upon by the
Secretary and the petitioner. Any denial of a petition
under this subsection shall constitute final agency ac-
tion subject to judicial review by the United States
Court of Appeals for the District of Columbia Circuit.
Any labeling approved through the foregoing petition
process shall be subject to the provisions of the final
rule referred to in the first sentence of the subpara-
graph on the effective date of such final rule.”

COMMISSION ON DIETARY SUPPLEMENT LABELS

Pub. L. 103417, §12, Oct. 25, 1994, 108 Stat. 4332, pro-
vided that:

‘“(a) ESTABLISHMENT.—There shall be established as
an independent agency within the executive branch a
commission to be known as the Commission on Dietary
Supplement Labels (hereafter in this section referred
to as the ‘Commission’).

““(b) MEMBERSHIP.—

‘(1) COMPOSITION.—The Commission shall be com-
posed of 7T members who shall be appointed by the
President.

‘“(2) EXPERTISE REQUIREMENT.—The members of the
Commission shall consist of individuals with exper-
tise and experience in dietary supplements and in the
manufacture, regulation, distribution, and use of
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such supplements. At least three of the members of
the Commission shall be qualified by scientific train-
ing and experience to evaluate the benefits to health
of the use of dietary supplements and one of such
three members shall have experience in pharmacog-
nosy, medical botany, traditional herbal medicine, or
other related sciences. Members and staff of the Com-
mission shall be without bias on the issue of dietary
supplements.

‘‘(¢) FUNCTIONS OF THE COMMISSION.—The Commission
shall conduct a study on, and provide recommendations
for, the regulation of label claims and statements for
dietary supplements, including the use of literature in
connection with the sale of dietary supplements and
procedures for the evaluation of such claims. In mak-
ing such recommendations, the Commission shall
evaluate how best to provide truthful, scientifically
valid, and not misleading information to consumers so
that such consumers may make informed and appro-
priate health care choices for themselves and their
families.

‘“(d) ADMINISTRATIVE POWERS OF THE COMMISSION.—

‘(1) HEARINGS.—The Commission may hold hear-
ings, sit and act at such times and places, take such
testimony, and receive such evidence as the Commis-
sion considers advisable to carry out the purposes of
this section.

‘(2) INFORMATION FROM FEDERAL AGENCIES.—The
Commission may secure directly from any Federal
department or agency such information as the Com-
mission considers necessary to carry out the provi-
sions of this section.

¢“(3) AUTHORIZATION OF APPROPRIATIONS.—There are
authorized to be appropriated such sums as may be
necessary to carry out this section.

“‘(e) REPORTS AND RECOMMENDATIONS.—

‘(1) FINAL REPORT REQUIRED.—Not later than 24
months after the date of enactment of this Act [Oct.
25, 1994], the Commission shall prepare and submit to
the President and to the Congress a final report on
the study required by this section.

‘“(2) RECOMMENDATIONS.—The report described in
paragraph (1) shall contain such recommendations,
including recommendations for legislation, as the
Commission deems appropriate.

“(3) ACTION ON RECOMMENDATIONS.—Within 90 days
of the issuance of the report under paragraph (1), the
Secretary of Health and Human Services shall pub-
lish in the Federal Register a notice of any rec-
ommendation of Commission for changes in regula-
tions of the Secretary for the regulation of dietary
supplements and shall include in such notice a notice
of proposed rulemaking on such changes together
with an opportunity to present views on such
changes. Such rulemaking shall be completed not
later than 2 years after the date of the issuance of
such report. If such rulemaking is not completed on
or before the expiration of such 2 years, regulations
of the Secretary published in 59 FR 395-426 on Janu-
ary 4, 1994, shall not be in effect.”

EXTENSION OF COMPLIANCE DEADLINE FOR CERTAIN
FooD PRODUCTS PACKAGED PRIOR TO AUGUST 8, 1994

Pub. L. 103-261, May 26, 1994, 108 Stat. 705, provided:
“That before August 8, 1994, sections 403(q) and 403(r)(2)
of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
343(q), (r)(2)] and the provision of section 403(i) of such
Act added by section 7(2) of the Nutrition Labeling and
Education Act of 1990 [Pub. L. 101-535], shall not apply
with respect to a food product which is contained in a
package for which the label was printed before May 8,
1994 (or before August 8, 1994, in the case of a juice or
milk food product if the person responsible for the la-
beling of such food product exercised due diligence in
obtaining before such date labels which are in compli-
ance with such sections 403(q) and 403(r)(2) and such
provision of section 403(i)), if, before June 15, 1994, the
person who introduces or delivers for introduction such
food product into interstate commerce submits to the
Secretary of Health and Human Services a certification
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that such person will comply with this section and will
comply with such sections 403(q) and 403(r)(2) and such
provision of section 403(i) after August 8, 1994.”

LIMITATIONS ON APPLICATION OF SMALL BUSINESS
EXEMPTION

Pub. L. 103-80, §2(a), Aug. 13, 1993, 107 Stat. 773, pro-
vided that:

‘(1) BEFORE MAY 8, 1995.—Before May 8, 1995, the ex-
emption provided by section 403(q)(5)(D) of the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 343(q)(5)(D)]
shall be available in accordance with the regulations of
the Secretary of Health and Human Services published
at 21 C.F.R. 101.9(j)(1)(1)(1993).

‘(2) AFTER MAY 8, 1995.—After May 8, 1995, the exemp-
tion provided by section 403(q)(6)(D) of the Federal
Food, Drug, and Cosmetic Act shall only be available
with respect to food when it is sold to consumers.”

PROHIBITION ON IMPLEMENTATION OF PUB. L. 101-535
WITH RESPECT TO DIETARY SUPPLEMENTS

Pub. L. 102-571, title II, §202(a)(1), Oct. 29, 1992, 106
Stat. 4500, provided that: ‘“‘Notwithstanding any other
provision of law and except as provided in subsection
(b) [set out as a note below] and in the amendment
made by paragraph (2)(A) [amending provisions set out
as notes above], the Secretary of Health and Human
Services may not implement the Nutrition Labeling
and Education Act of 1990 (Public Law 101-535; 104 Stat.
2353) [see Short Title of 1990 Amendments note set out
under section 301 of this title], or any amendment made
by such Act, earlier than December 15, 1993, with re-
spect to dietary supplements of vitamins, minerals,
herbs, or other similar nutritional substances.”’

HEALTH CLAIMS MADE WITH RESPECT TO DIETARY

SUPPLEMENTS
Pub. L. 102-571, title II, §202(b), Oct. 29, 1992, 106 Stat.
4501, provided that: “Notwithstanding section

403(r)(5)(D) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 343(r)(5)(D)) and subsection (a) [enacting
provisions set out as notes above and amending provi-
sions set out as notes above and under section 343-1 of
this title], the Secretary of Health and Human Services
may, earlier than December 15, 1993, approve claims
made with respect to dietary supplements of vitamins,
minerals, herbs, or other similar nutritional substances
that are claims described in clauses (vi) and (x) of sec-
tion 3(b)(1)(A) of the Nutrition Labeling and Education
Act of 1990 [Pub. L. 101-535] (21 U.S.C. 343 note).”

UNITED STATES RECOMMENDED DAILY ALLOWANCES OF
VITAMINS OR MINERALS

Pub. L. 102-571, title II, §203, Oct. 29, 1992, 106 Stat.
4502, provided that: ‘“‘Notwithstanding any other provi-
sion of Federal law, no regulations that require the use
of, or are based upon, recommended daily allowances of
vitamins or minerals may be promulgated before No-
vember 8, 1993 (other than regulations establishing the
United States recommended daily allowances specified
at section 101.9(c)(7)(iv) of title 21, Code of Federal Reg-
ulations, as in effect on October 6, 1992, or regulations
under section 403(r)(1)(A) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 343(r)(1)(A)) that are based
on such recommended daily allowances).”’

CONSUMER EDUCATION

Pub. L. 101-535, §2(c), Nov. 8, 1990, 104 Stat. 2357, pro-
vided that: ‘““The Secretary of Health and Human Serv-
ices shall carry out activities which educate consumers
about—

‘(1) the availability of nutrition information in the
label or labeling of food, and

‘(2) the importance of that information in main-
taining healthy dietary practices.”

STUDIES CONCERNING CARCINOGENIC AND OTHER TOXIC
SUBSTANCES IN FOOD AND IMPURITIES IN AND TOX-
ICITY OF SACCHARIN

Pub. L. 95-203, §2, Nov. 23, 1977, 91 Stat. 1451, directed
Secretary of Health, Education, and Welfare to conduct
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a study concerning carcinogenic and other toxic sub-
stances in food and impurities in and toxicity of sac-
charin and make a report respecting the carcinogenic
and other substances to Committee on Human Re-
sources of the Senate within 12 months of Nov. 23, 1977,
and a report respecting saccharin to such committee
within 15 months of Nov. 23, 1977.

REPORT TO CONGRESSIONAL COMMITTEES RESPECTING
ACTION TAKEN PURSUANT TO FORMER PAR. (0)(2)

Pub. L. 95203, §4(a)(3), Nov. 23, 1977, 91 Stat. 1453, pro-
vided that the Secretary was to report to specified con-
gressional committees any action taken under former
par. (0)(2) of this section.

STATE OR TERRITORIAL REQUIREMENTS

Pub. L. 86-537, §2, June 29, 1960, 74 Stat. 251, provided
that: “Nothing in the amendments made by the first
section of this Act [amending this section] shall affect
any requirement of the laws of any State or Territory.”

Executive Documents
TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§ 343-1. National uniform nutrition labeling

(a) Except as provided in subsection (b), no
State or political subdivision of a State may di-
rectly or indirectly establish under any author-
ity or continue in effect as to any food in inter-
state commerce—

(1) any requirement for a food which is the
subject of a standard of identity established
under section 341 of this title that is not iden-
tical to such standard of identity or that is
not identical to the requirement of section
343(g) of this title, except that this paragraph
does not apply to a standard of identity of a
State or political subdivision of a State for
maple syrup that is of the type required by
sections 341 and 343(g) of this title,

(2) any requirement for the labeling of food
of the type required by section 343(c), 343(e),
343(1)(2), 343(w), or 343(x) of this title that is
not identical to the requirement of such sec-
tion, except that this paragraph does not
apply to a requirement of a State or political
subdivision of a State that is of the type re-
quired by section 343(c) of this title and that is
applicable to maple syrup,

(3) any requirement for the labeling of food
of the type required by section 343(b), 343(d),
343(f), 343(h), 343(i)(1), or 343(k) of this title
that is not identical to the requirement of
such section, except that this paragraph does
not apply to a requirement of a State or polit-
ical subdivision of a State that is of the type
required by section 343(h)(1) of this title and
that is applicable to maple syrup,

(4) any requirement for nutrition labeling of
food that is not identical to the requirement
of section 343(q) of this title, except that this
paragraph does not apply to food that is of-
fered for sale in a restaurant or similar retail
food establishment that is not part of a chain
with 20 or more locations doing business under
the same name (regardless of the type of own-
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ership of the locations) and offering for sale
substantially the same menu items unless
such restaurant or similar retail food estab-
lishment complies with the voluntary provi-
sion of nutrition information requirements
under section 343(q)(5)(H)(ix) of this title, or

(5) any requirement respecting any claim of
the type described in section 343(r)(1) of this
title made in the label or labeling of food that
is not identical to the requirement of section
343(r) of this title, except a requirement re-
specting a claim made in the label or labeling
of food which is exempt under section
343(r)(5)(B) of this title.

Paragraph (3) shall take effect in accordance
with section 6(b) of the Nutrition Labeling and
Education Act of 1990.

(b) Upon petition of a State or a political sub-
division of a State, the Secretary may exempt
from subsection (a), under such conditions as
may be prescribed by regulation, any State or
local requirement that—

(1) would not cause any food to be in viola-
tion of any applicable requirement under Fed-
eral law,

(2) would not unduly burden interstate com-
merce, and

(3) is designed to address a particular need
for information which need is not met by the
requirements of the sections referred to in
subsection (a).

(June 25, 1938, ch. 675, §403A, as added Pub. L.
101-535, §6(a), Nov. 8, 1990, 104 Stat. 2362; amend-
ed Pub. L. 102-108, §2(b), Aug. 17, 1991, 105 Stat.
549; Pub. L. 103-396, §3(a), Oct. 22, 1994, 108 Stat.
4154; Pub. L. 108-282, title II, §203(c)(2), Aug. 2,
2004, 118 Stat. 908; Pub. L. 111-148, title IV,
§4205(c), Mar. 23, 2010, 124 Stat. 576.)

Editorial Notes
REFERENCES IN TEXT

Section 6(b) of the Nutrition Labeling and Education
Act of 1990 [Pub. L. 101-535], referred to in subsec. (a),
is set out below.

AMENDMENTS

2010—Subsec. (a)(4). Pub. L. 111-148 substituted ‘‘ex-
cept that this paragraph does not apply to food that is
offered for sale in a restaurant or similar retail food es-
tablishment that is not part of a chain with 20 or more
locations doing business under the same name (regard-
less of the type of ownership of the locations) and offer-
ing for sale substantially the same menu items unless
such restaurant or similar retail food establishment
complies with the voluntary provision of nutrition in-
formation requirements under section 343(q)(5)(H)(ix) of
this title” for ‘‘except a requirement for nutrition la-
beling of food which is exempt under subclause (i) or
(ii) of section 343(q)(5)(A) of this title”.

2004—Subsec. (a)(2). Pub. L. 108-282
€4343(1)(2), 343(w), or 343(x)” for ‘‘or 343(i)(2)”.

1994—Subsec. (a)(1). Pub. L. 103-396, §3(a)(1), inserted
at end ‘‘except that this paragraph does not apply to a
standard of identity of a State or political subdivision
of a State for maple syrup that is of the type required
by sections 341 and 343(g) of this title,”.

Subsec. (a)(2). Pub. L. 103-396, §3(a)(2), inserted at end
‘‘except that this paragraph does not apply to a re-
quirement of a State or political subdivision of a State
that is of the type required by section 343(c) of this
title and that is applicable to maple syrup,’’.

Subsec. (a)(3). Pub. L. 103-396, §3(a)(3), inserted at end
‘‘except that this paragraph does not apply to a re-

substituted
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quirement of a State or political subdivision of a State
that is of the type required by section 343(h)(1) of this
title and that is applicable to maple syrup,’’.

1991—Subsec. (a)(5). Pub. L. 102-108 substituted ‘‘sec-
tion 343(r)(5)(B) of this title” for ‘‘clause (B) of such
section”.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2004 AMENDMENT

Amendment by Pub. L. 108-282 applicable to any food
that is labeled on or after Jan. 1, 2006, see section 203(d)
of Pub. L. 108-282, set out as a note under section 321 of
this title.

EFFECTIVE DATE

Pub. L. 101-535, §10(b), Nov. 8, 1990, 104 Stat. 2366, as
amended by Pub. L. 102-571, title I, §107(16), title II,
§202(a)(4), Oct. 29, 1992, 106 Stat. 4499, 4501, provided
that:

‘(1) IN GENERAL.—Except as provided in paragraph (2),
the amendments made by section 6 [enacting this sec-
tion] shall take effect—

‘“(A) with respect to a requirement of a State or po-
litical subdivision described in paragraph (1) of sec-
tion 403A(a) of the Federal Food, Drug, and Cosmetic
Act [subsec. (a)(1) of this section], on the date of the
enactment of this Act [Nov. 8, 1990],

‘(B) with respect to a requirement of a State or po-
litical subdivision described in paragraph (2) of sec-
tion 403A(a) of the Federal Food, Drug, and Cosmetic
Act, one year after the date of the enactment of this
Act,

‘(C) with respect to a requirement of a State or po-
litical subdivision described in paragraph (3) of sec-
tion 403A(a) of the Federal Food, Drug, and Cosmetic
Act, as prescribed by section 6(b) of the Nutrition La-
beling and Education Act of 1990 [Pub. L. 101-535, set
out below],

‘(D) with respect to a requirement of a State or po-
litical subdivision described in paragraph (4) of sec-
tion 403A(a) of the Federal Food, Drug, and Cosmetic
Act, on the date regulations to implement section
403(q) of such Act [21 U.S.C. 343(q)] take effect, and

‘“(E) with respect to a requirement of a State or po-
litical subdivision described in paragraph (5) of sec-
tion 403A(a) of the Federal Food, Drug, and Cosmetic
Act, on the date regulations to implement section
403(r) of such Act take effect.

“(2) EXCEPTION.—If a State or political subdivision
submits a petition under section 403A(b) of the Federal
Food, Drug, and Cosmetic Act for a requirement de-
scribed in section 403A(a) of such Act within 18 months
of the date of the enactment of this Act, paragraphs (3)
through (5) of such section 403A(a) shall not apply with
respect to such State or political subdivision require-
ment until—

‘“(A) 24 months after the date of the enactment of
this Act, or

‘“(B) action on the petition,

whichever occurs later.

‘“(3) REQUIREMENTS PERTAINING TO CERTAIN CLAIMS.—
Notwithstanding subparagraphs (D) and (E) of para-
graph (1) and except with respect to claims approved in
accordance with section 202(b) of the Dietary Supple-
ment Act of 1992 [Pub. L. 102-571, set out as a note
under section 343 of this title], the requirements de-
scribed in paragraphs (4) and (5) of section 403A(a) of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
343-1(a)(4) and (5)) that pertain to dietary supplements
of vitamins, minerals, herbs, or other similar nutri-
tional substances shall not take effect until the date
final regulations take effect to implement subsection
(q) or (r), as appropriate, of section 403 of such Act with
respect to such dietary supplements.”

Pub. L. 101-535, §6(b), Nov. 8, 1990, 104 Stat. 2363, pro-
vided that:

‘(1) For the purpose of implementing section
403A(a)(3) [21 U.S.C. 343-1(a)(3)], the Secretary of Health

TITLE 21—FOOD AND DRUGS

§343-1

and Human Services shall enter into a contract with a
public or nonprofit private entity to conduct a study
of—

““(A) State and local laws which require the labeling

of food that is of the type required by sections 403(b),

403(d), 403(f), 403(h), 403(1)(1), and 403(k) of the Federal

Food, Drug, and Cosmetic Act [21 U.S.C. 343(b), (d),

®, ), (HD), (kK)], and

‘“(B) the sections of the Federal Food, Drug, and

Cosmetic Act referred to in subparagraph (A) and the

regulations issued by the Secretary to enforce such

sections to determine whether such sections and reg-
ulations adequately implement the purposes of such
sections.

‘“(2) The contract under paragraph (1) shall provide
that the study required by such paragraph shall be
completed within 6 months of the date of the enact-
ment of this Act [Nov. 8, 1990].

“(3)(A) Within 9 months of the date of the enactment
of this Act, the Secretary shall publish a proposed list
of sections which are adequately being implemented by
regulations as determined under paragraph (1)(B) and
sections which are not adequately being implemented
by regulations as so determined. After publication of
the lists, the Secretary shall provide 60 days for com-
ments on such lists.

‘(B) Within 24 months of the date of the enactment
of this Act, the Secretary shall publish a final list of
sections which are adequately being implemented by
regulations and a list of sections which are not ade-
quately being implemented by regulations. With re-
spect to a section which is found by the Secretary to be
adequately implemented, no State or political subdivi-
sion of a State may establish or continue in effect as
to any food in interstate commerce any requirement
which is not identical to the requirement of such sec-
tion.

“(C) Within 24 months of the date of the enactment
of this Act, the Secretary shall publish proposed revi-
sions to the regulations found to be inadequate under
subparagraph (B) and within 30 months of such date
shall issue final revisions. Upon the effective date of
such final revisions, no State or political subdivision
may establish or continue in effect any requirement
which is not identical to the requirement of the section
which had its regulations revised in accordance with
this subparagraph.

‘(D)) If the Secretary does not issue a final list in
accordance with subparagraph (B), the proposed list
issued under subparagraph (A) shall be considered the
final list and States and political subdivisions shall be
preempted with respect to sections found to be ade-
quate in such proposed list in accordance with subpara-
graph (B).

‘(ii) If the Secretary does not issue final revisions of
regulations in accordance with subparagraph (C), the
proposed revisions issued under such subparagraph
shall be considered the final revisions and States and
political subdivisions shall be preempted with respect
to sections the regulations of which are revised by the
proposed revisions.

“(E) Subsection (b) of section 403A of the Federal
Food, Drug, and Cosmetic Act shall apply with respect
to the prohibition prescribed by subparagraphs (B) and
©).”

CONSTRUCTION OF PUB. L. 101-535

Pub. L. 101-535, §6(c), Nov. 8, 1990, 104 Stat. 2364, pro-
vided that:

‘(1) The Nutrition Labeling and Education Act of 1990
[Pub. L. 101-535, see Short Title of 1990 Amendment
note set out under section 301 of this title] shall not be
construed to preempt any provision of State law, unless
such provision is expressly preempted under section
403A of the Federal Food, Drug, and Cosmetic Act [this
section].

‘“(2) The amendment made by subsection (a) [enacting
this section] and the provisions of subsection (b) [set
out as a note above] shall not be construed to apply to
any requirement respecting a statement in the labeling
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of food that provides for a warning concerning the safe-
ty of the food or component of the food.

“(3) The amendment made by subsection (a), the pro-
visions of subsection (b) and paragraphs (1) and (2) of
this subsection shall not be construed to affect preemp-
tion, express or implied, of any such requirement of a
State or political subdivision, which may arise under
the Constitution, any provision of the Federal Food,
Drug, and Cosmetic Act [this chapter] not amended by
subsection (a), any other Federal law, or any Federal
regulation, order, or other final agency action review-
able under chapter 7 of title 5, United States Code.”

Amendments by Pub. L. 101-535 not to be construed to
alter the authority of the Secretary of Health and
Human Services and the Secretary of Agriculture under
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), the Federal Meat Inspection Act (21 U.S.C. 601
et seq.), the Poultry Products Inspection Act (21 U.S.C.
451 et seq.), and the Egg Products Inspection Act (21
U.S.C. 1031 et seq.), see section 9 of Pub. L. 101-535, set
out as a note under section 343 of this title.

DELAYED APPLICABILITY OF CERTAIN PROVISIONS

Pub. L. 102408, title III, §310, Oct. 13, 1992, 106 Stat.
2090, provided that: ‘“‘Notwithstanding any other provi-
sion of law, section 403A(a)(1) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 343-1(a)(1)) shall not
apply with respect to any requirement of any State or
political subdivision regarding maple syrup until Sep-
tember 1, 1994.”

§343-2. Dietary supplement labeling exemptions

(a) In general

A publication, including an article, a chapter
in a book, or an official abstract of a peer-re-
viewed scientific publication that appears in an
article and was prepared by the author or the
editors of the publication, which is reprinted in
its entirety, shall not be defined as labeling
when used in connection with the sale of a die-
tary supplement to consumers when it—

(1) is not false or misleading;

(2) does not promote a particular manufac-
turer or brand of a dietary supplement;

(3) is displayed or presented, or is displayed
or presented with other such items on the
same subject matter, so as to present a bal-
anced view of the available scientific informa-
tion on a dietary supplement;

(4) if displayed in an establishment, is phys-
ically separate from the dietary supplements;
and

(5) does not have appended to it any infor-
mation by sticker or any other method.

(b) Application

Subsection (a) shall not apply to or restrict a
retailer or wholesaler of dietary supplements in
any way whatsoever in the sale of books or
other publications as a part of the business of
such retailer or wholesaler.

(¢) Burden of proof

In any proceeding brought under subsection
(a), the burden of proof shall be on the United
States to establish that an article or other such
matter is false or misleading.

(June 25, 1938, ch. 675, §403B, as added Pub. L.
103417, §5, Oct. 25, 1994, 108 Stat. 4328.)

§ 343-3. Disclosure

(a) No provision of section 321(n), 343(a), or 348
of this title shall be construed to require on the
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label or labeling of a food a separate radiation
disclosure statement that is more prominent
than the declaration of ingredients required by
section 343(i)(2) of this title.

(b) In this section, the term ‘‘radiation disclo-
sure statement” means a written statement
that discloses that a food has been intentionally
subject to radiation.

(June 25, 1938, ch. 675, §403C, as added Pub. L.
105-115, title III, §306, Nov. 21, 1997, 111 Stat.
2353.)

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

§ 343a. Repealed. Pub. L. 106-554, § 1(a)(1) [title V,
§517], Dec. 21, 2000, 114 Stat. 2763, 2763A-73

Section, Pub. L. 95203, §4(c), (d), Nov. 23, 1977, 91
Stat. 1453, 1454, related to distribution of information
on health risks of saccharin.

§ 344. Emergency permit control

(a) Conditions on manufacturing,
etc., as health measure

processing,

Whenever the Secretary finds after investiga-
tion that the distribution in interstate com-
merce of any class of food may, by reason of
contamination with micro-organisms during the
manufacture, processing, or packing thereof in
any locality, be injurious to health, and that
such injurious nature cannot be adequately de-
termined after such articles have entered inter-
state commerce, he then, and in such case only,
shall promulgate regulations providing for the
issuance, to manufacturers, processors, or pack-
ers of such class of food in such locality, of per-
mits to which shall be attached such conditions
governing the manufacture, processing, or pack-
ing of such class of food, for such temporary pe-
riod of time, as may be necessary to protect the
public health; and after the effective date of
such regulations, and during such temporary pe-
riod, no person shall introduce or deliver for in-
troduction into interstate commerce any such
food manufactured, processed, or packed by any
such manufacturer, processor, or packer unless
such manufacturer, processor, or packer holds a
permit issued by the Secretary as provided by
such regulations.

(b) Violation of permit; suspension and reinstate-
ment

The Secretary is authorized to suspend imme-
diately upon notice any permit issued under au-
thority of this section if it is found that any of
the conditions of the permit have been violated.
The holder of a permit so suspended shall be
privileged at any time to apply for the rein-
statement of such permit, and the Secretary
shall, immediately after prompt hearing and an
inspection of the establishment, reinstate such
permit if it is found that adequate measures
have been taken to comply with and maintain
the conditions of the permit, as originally issued
or as amended.
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(c) Inspection of permit-holding establishments

Any officer or employee duly designated by
the Secretary shall have access to any factory
or establishment, the operator of which holds a
permit from the Secretary, for the purpose of
ascertaining whether or not the conditions of
the permit are being complied with, and denial
of access for such inspection shall be ground for
suspension of the permit until such access is
freely given by the operator.

(June 25, 1938, ch. 675, §404, 52 Stat. 1048.)

Executive Documents

TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§ 345. Regulations making exemptions

The Secretary shall promulgate regulations
exempting from any labeling requirement of this
chapter (1) small open containers of fresh fruits
and fresh vegetables and (2) food which is, in ac-
cordance with the practice of the trade, to be
processed, labeled, or repacked in substantial
quantities at establishments other than those
where originally processed or packed, on condi-
tion that such food is not adulterated or mis-
branded under the provisions of this chapter
upon removal from such processing, labeling, or
repacking establishment. This section does not
apply to the labeling requirements of sections
343(q) and 343(r) of this title.

(June 25, 1938, ch. 675, §405, 52 Stat. 1049; Pub. L.
101-535, §5(a), Nov. 8, 1990, 104 Stat. 2362.)

Editorial Notes

AMENDMENTS

1990—Pub. L. 101-535 inserted at end ‘‘This section
does not apply to the labeling requirements of sections
343(q) and 343(r) of this title.”

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by Pub. L. 101-535 effective six months
after the date of the promulgation of final regulations
to implement section 343(r) of this title, or if such regu-
lations are not promulgated, the date proposed regula-
tions are to be considered as such final regulations
(Nov. 8, 1992), with exception for persons marketing
food the brand name of which contains a term defined
by the Secretary under section 343(r)(2)(A)(i) of this
title, see section 10(a) of Pub. L. 101-5635, set out as a
note under section 343 of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-535

Amendments by Pub. L. 101-535 not to be construed to
alter authority of Secretary of Health and Human
Services and Secretary of Agriculture under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), the Federal Meat Inspection Act (21 U.S.C. 601 et
seq.), the Poultry Products Inspection Act (21 U.S.C. 451
et seq.), and the Egg Products Inspection Act (21 U.S.C.
1031 et seq.), see section 9 of Pub. L. 101-535, set out as
a note under section 343 of this title.
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Executive Documents

TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§346. Tolerances for poisonous or deleterious
substances in food; regulations

Any poisonous or deleterious substance added
to any food, except where such substance is re-
quired in the production thereof or cannot be
avoided by good manufacturing practice shall be
deemed to be unsafe for purposes of the applica-
tion of clause (2)(A) of section 342(a) of this title;
but when such substance is so required or can-
not be so avoided, the Secretary shall promul-
gate regulations limiting the quantity therein
or thereon to such extent as he finds necessary
for the protection of public health, and any
quantity exceeding the limits so fixed shall also
be deemed to be unsafe for purposes of the appli-
cation of clause (2)(A) of section 342(a) of this
title. While such a regulation is in effect lim-
iting the quantity of any such substance in the
case of any food, such food shall not, by reason
of bearing or containing any added amount of
such substance, be considered to be adulterated
within the meaning of clause (1) of section 342(a)
of this title. In determining the quantity of such
added substance to be tolerated in or on dif-
ferent articles of food the Secretary shall take
into account the extent to which the use of such
substance is required or cannot be avoided in
the production of each such article, and the
other ways in which the consumer may be af-
fected by the same or other poisonous or delete-
rious substances.

(June 25, 1938, ch. 675, §406, 52 Stat. 1049; Pub. L.
85-929, §3(c), Sept. 6, 1958, 72 Stat. 1785; Pub. L.
86-618, title I, §103(a)(1), July 12, 1960, 74 Stat.
398.)

Editorial Notes

AMENDMENTS

1960—Pub. L. 86-618 repealed subsec. (b) which re-
quired Secretary to promulgate regulations for listing
of coal-tar colors.

1958—Subsec. (a). Pub. L. 85-929 substituted ‘‘clause
(2)(A)” for ‘“‘clause (2)” in first sentence.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86-618 effective July 12, 1960,
subject to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.

EFFECTIVE DATE OF NEMATOCIDE, PLANT REGULATOR,
DEFOLIANT, AND DESICCANT AMENDMENT OF 1959

Effective date of subsec. (a) as in force prior to July
22, 1954, with respect to particular commercial use of a
nematocide, plant regulator, defoliant, or desiccant in
or on a raw agricultural commodity made before Jan.
1, 1958, see section 3(b) of Pub. L. 86-139, Aug. 7, 1959, 73
Stat. 288.
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EFFECTIVE DATE OF 1958 AMENDMENT

For effective date of amendment by Pub. L. 85-929,
see section 6(b), (¢) of Pub. L. 85-929, set out as a note
under section 342 of this title.

Executive Documents
TRANSFER OF FUNCTIONS

Functions vested in Secretary of Health, Education,
and Welfare [now Health and Human Services] in estab-
lishing tolerances for pesticide chemicals under this
section together with authority to monitor compliance
with tolerances and effectiveness of surveillance and
enforcement and to provide technical assistance to
States and conduct research under this chapter and
section 201 et seq. of Title 42, The Public Health and
Welfare, transferred to Administrator of Environ-
mental Protection Agency by Reorg. Plan No. 3 of 1970,
§2(a)(4), eff. Dec. 2, 1970, 35 F.R. 15623, 84 Stat. 2086, set
out in the Appendix to Title 5, Government Organiza-
tion and Employees.

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration to Federal Security Agency, see
notes set out under section 321 of this title.

§346a. Tolerances and exemptions for pesticide
chemical residues

(a) Requirement for tolerance or exemption
(1) General rule

Except as provided in paragraph (2) or (3),
any pesticide chemical residue in or on a food
shall be deemed unsafe for the purpose of sec-
tion 342(a)(2)(B) of this title unless—

(A) a tolerance for such pesticide chemical
residue in or on such food is in effect under
this section and the quantity of the residue
is within the limits of the tolerance; or

(B) an exemption from the requirement of
a tolerance is in effect under this section for
the pesticide chemical residue.

For the purposes of this section, the term
“food”’, when used as a noun without modifica-
tion, shall mean a raw agricultural com-
modity or processed food.

(2) Processed food

Notwithstanding paragraph (1)—

(A) if a tolerance is in effect under this
section for a pesticide chemical residue in or
on a raw agricultural commodity, a pes-
ticide chemical residue that is present in or
on a processed food because the food is made
from that raw agricultural commodity shall
not be considered unsafe within the meaning
of section 342(a)(2)(B) of this title despite the
lack of a tolerance for the pesticide chem-
ical residue in or on the processed food if the
pesticide chemical has been used in or on the
raw agricultural commodity in conformity
with a tolerance under this section, such res-
idue in or on the raw agricultural com-
modity has been removed to the extent pos-
sible in good manufacturing practice, and
the concentration of the pesticide chemical
residue in the processed food is not greater
than the tolerance prescribed for the pes-
ticide chemical residue in the raw agricul-
tural commodity; or

(B) if an exemption for the requirement for
a tolerance is in effect under this section for
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a pesticide chemical residue in or on a raw
agricultural commodity, a pesticide chem-
ical residue that is present in or on a proc-
essed food because the food is made from
that raw agricultural commodity shall not
be considered unsafe within the meaning of
section 342(a)(2)(B) of this title.

(3) Residues of degradation products

If a pesticide chemical residue is present in
or on a food because it is a metabolite or other
degradation product of a precursor substance
that itself is a pesticide chemical or pesticide
chemical residue, such a residue shall not be
considered to be unsafe within the meaning of
section 342(a)(2)(B) of this title despite the
lack of a tolerance or exemption from the need
for a tolerance for such residue in or on such
food if—

(A) the Administrator has not determined
that the degradation product is likely to
pose any potential health risk from dietary
exposure that is of a different type than, or
of a greater significance than, any risk
posed by dietary exposure to the precursor
substance;

(B) either—

(i) a tolerance is in effect under this sec-
tion for residues of the precursor sub-
stance in or on the food, and the combined
level of residues of the degradation prod-
uct and the precursor substance in or on
the food is at or below the
stoichiometrically equivalent level that
would be permitted by the tolerance if the
residue consisted only of the precursor
substance rather than the degradation
product; or

(ii) an exemption from the need for a tol-
erance is in effect under this section for
residues of the precursor substance in or
on the food; and

(C) the tolerance or exemption for residues
of the precursor substance does not state
that it applies only to particular named sub-
stances and does not state that it does not
apply to residues of the degradation product.

(4) Effect of tolerance or exemption

While a tolerance or exemption from the re-
quirement for a tolerance is in effect under
this section for a pesticide chemical residue
with respect to any food, the food shall not by
reason of bearing or containing any amount of
such a residue be considered to be adulterated
within the meaning of section 342(a)(1) of this
title.

(b) Authority and standard for tolerance
(1) Authority

The Administrator may issue regulations es-
tablishing, modifying, or revoking a tolerance
for a pesticide chemical residue in or on a
food—

(A) in response to a petition filed under
subsection (d); or

(B) on the Administrator’s own initiative
under subsection (e).

As used in this section, the term ‘‘modify”’
shall not mean expanding the tolerance to
cover additional foods.
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(2) Standard

(A) General rule
(i) Standard

The Administrator may establish or
leave in effect a tolerance for a pesticide
chemical residue in or on a food only if the
Administrator determines that the toler-
ance is safe. The Administrator shall mod-
ify or revoke a tolerance if the Adminis-
trator determines it is not safe.

(ii) Determination of safety

As used in this section, the term ‘‘safe”’,
with respect to a tolerance for a pesticide
chemical residue, means that the Adminis-
trator has determined that there is a rea-
sonable certainty that no harm will result
from aggregate exposure to the pesticide
chemical residue, including all anticipated
dietary exposures and all other exposures
for which there is reliable information.

(iii) Rule of construction

With respect to a tolerance, a pesticide
chemical residue meeting the standard
under clause (i) is not an eligible pesticide
chemical residue for purposes of subpara-
graph (B).

(B) Tolerances for eligible pesticide chemical
residues
(i) Definition

As used in this subparagraph, the term
‘‘eligible pesticide chemical vresidue”
means a pesticide chemical residue as to
which—

(I) the Administrator is not able to
identify a level of exposure to the res-
idue at which the residue will not cause
or contribute to a known or anticipated
harm to human health (referred to in
this section as a ‘‘nonthreshold effect’);

(IT) the lifetime risk of experiencing
the nonthreshold effect is appropriately
assessed by quantitative risk assess-
ment; and

(IIT) with regard to any known or an-
ticipated harm to human health for
which the Administrator is able to iden-
tify a level at which the residue will not
cause such harm (referred to in this sec-
tion as a ‘‘threshold effect’’), the Admin-
istrator determines that the level of ag-
gregate exposure is safe.

(ii) Determination of tolerance

Notwithstanding subparagraph (A)@{), a
tolerance for an eligible pesticide chemical
residue may be left in effect or modified
under this subparagraph if—

(I) at least one of the conditions de-
scribed in clause (iii) is met; and
(IT) both of the conditions described in
clause (iv) are met.
(iii) Conditions regarding use

For purposes of clause (ii), the condi-
tions described in this clause with respect
to a tolerance for an eligible pesticide
chemical residue are the following:

(I) Use of the pesticide chemical that
produces the residue protects consumers
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from adverse effects on health that
would pose a greater risk than the die-
tary risk from the residue.

(IT) Use of the pesticide chemical that
produces the residue is necessary to
avoid a significant disruption in domes-
tic production of an adequate, whole-
some, and economical food supply.

(iv) Conditions regarding risk

For purposes of clause (ii), the condi-
tions described in this clause with respect
to a tolerance for an eligible pesticide
chemical residue are the following:

(I) The yearly risk associated with the
nonthreshold effect from aggregate expo-
sure to the residue does not exceed 10
times the yearly risk that would be al-
lowed under subparagraph (A) for such
effect.

(IT) The tolerance is limited so as to
ensure that the risk over a lifetime asso-
ciated with the nonthreshold effect from
aggregate exposure to the residue is not
greater than twice the lifetime risk that
would be allowed under subparagraph (A)
for such effect.

(v) Review

Five years after the date on which the
Administrator makes a determination to
leave in effect or modify a tolerance under
this subparagraph, and thereafter as the
Administrator deems appropriate, the Ad-
ministrator shall determine, after notice
and opportunity for comment, whether it
has been demonstrated to the Adminis-
trator that a condition described in clause
(iii)(X) or clause (iii)(II) continues to exist
with respect to the tolerance and that the
yearly and lifetime risks from aggregate
exposure to such residue continue to com-
ply with the limits specified in clause (iv).
If the Administrator determines by such
date that such demonstration has not been
made, the Administrator shall, not later
than 180 days after the date of such deter-
mination, issue a regulation under sub-
section (e)(1) to modify or revoke the tol-
erance.

(vi) Infants and children

Any tolerance under this subparagraph
shall meet the requirements of subpara-
graph (C).

(C) Exposure of infants and children

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance or exemption
for a pesticide chemical residue, the Admin-
istrator—

(i) shall assess the risk of the pesticide
chemical residue based on—

(I) available information about con-
sumption patterns among infants and
children that are likely to result in dis-
proportionately high consumption of
foods containing or bearing such residue
among infants and children in compari-
son to the general population;

(IT) available information concerning
the special susceptibility of infants and
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children to the pesticide chemical resi-
dues, including neurological differences
between infants and children and adults,
and effects of in utero exposure to pes-
ticide chemicals; and

(ITI) available information concerning
the cumulative effects on infants and
children of such residues and other sub-
stances that have a common mechanism
of toxicity; and

(ii) shall—

(I) ensure that there is a reasonable
certainty that no harm will result to in-
fants and children from aggregate expo-
sure to the pesticide chemical residue;
and

(IT) publish a specific determination re-
garding the safety of the pesticide chem-
ical residue for infants and children.

The Secretary of Health and Human Serv-
ices and the Secretary of Agriculture, in
consultation with the Administrator, shall
conduct surveys to document dietary expo-
sure to pesticides among infants and chil-
dren. In the case of threshold effects, for
purposes of clause (ii)(I) an additional ten-
fold margin of safety for the pesticide chem-
ical residue and other sources of exposure
shall be applied for infants and children to
take into account potential pre- and post-
natal toxicity and completeness of the data
with respect to exposure and toxicity to in-
fants and children. Notwithstanding such re-
quirement for an additional margin of safe-
ty, the Administrator may use a different
margin of safety for the pesticide chemical
residue only if, on the basis of reliable data,
such margin will be safe for infants and chil-
dren.

(D) Factors

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance or exemption
for a pesticide chemical residue, the Admin-
istrator shall consider, among other rel-
evant factors—

(i) the validity, completeness, and reli-
ability of the available data from studies
of the pesticide chemical and pesticide
chemical residue;

(ii) the nature of any toxic effect shown
to be caused by the pesticide chemical or
pesticide chemical residue in such studies;

(iii) available information concerning
the relationship of the results of such
studies to human risk;

(iv) available information concerning the
dietary consumption patterns of con-
sumers (and major identifiable subgroups
of consumers);

(v) available information concerning the
cumulative effects of such residues and
other substances that have a common
mechanism of toxicity;

(vi) available information concerning the
aggregate exposure levels of consumers
(and major identifiable subgroups of con-
sumers) to the pesticide chemical residue
and to other related substances, including
dietary exposure under the tolerance and
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all other tolerances in effect for the pes-
ticide chemical residue, and exposure from
other non-occupational sources;

(vii) available information concerning
the variability of the sensitivities of major
identifiable subgroups of consumers;

(viii) such information as the Adminis-
trator may require on whether the pes-
ticide chemical may have an effect in hu-
mans that is similar to an effect produced
by a naturally occurring estrogen or other
endocrine effects; and

(ix) safety factors which in the opinion
of experts qualified by scientific training
and experience to evaluate the safety of
food additives are generally recognized as
appropriate for the use of animal experi-
mentation data.

(E) Data and information regarding antici-
pated and actual residue levels
(i) Authority

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance for a pes-
ticide chemical residue, the Administrator
may consider available data and informa-
tion on the anticipated residue levels of
the pesticide chemical in or on food and
the actual residue levels of the pesticide
chemical that have been measured in food,
including residue data collected by the
Food and Drug Administration.

(ii) Requirement

If the Administrator relies on antici-
pated or actual residue levels in estab-
lishing, modifying, or leaving in effect a
tolerance, the Administrator shall pursu-
ant to subsection (f)(1) require that data be
provided five years after the date on which
the tolerance is established, modified, or
left in effect, and thereafter as the Admin-
istrator deems appropriate, demonstrating
that such residue levels are not above the
levels so relied on. If such data are not so
provided, or if the data do not demonstrate
that the residue levels are not above the
levels so relied on, the Administrator
shall, not later than 180 days after the date
on which the data were required to be pro-
vided, issue a regulation under subsection
(e)(1), or an order under subsection (£)(2),
as appropriate, to modify or revoke the
tolerance.

(F) Percent of food actually treated

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance for a pesticide
chemical residue, the Administrator may,
when assessing chronic dietary risk, con-
sider available data and information on the
percent of food actually treated with the
pesticide chemical (including aggregate pes-
ticide use data collected by the Department
of Agriculture) only if the Administrator—

(i) finds that the data are reliable and
provide a valid basis to show what percent-
age of the food derived from such crop is
likely to contain such pesticide chemical
residue;

(ii) finds that the exposure estimate does
not understate exposure for any signifi-
cant subpopulation group;
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(iii) finds that, if data are available on
pesticide use and consumption of food in a
particular area, the population in such
area is not dietarily exposed to residues
above those estimated by the Adminis-
trator; and

(iv) provides for the periodic reevalua-
tion of the estimate of anticipated dietary
exposure.

(3) Detection methods
(A) General rule

A tolerance for a pesticide chemical res-
idue in or on a food shall not be established
or modified by the Administrator unless the
Administrator determines, after consulta-
tion with the Secretary, that there is a prac-
tical method for detecting and measuring
the levels of the pesticide chemical residue
in or on the food.

(B) Detection limit

A tolerance for a pesticide chemical res-
idue in or on a food shall not be established
at or modified to a level lower than the limit
of detection of the method for detecting and
measuring the pesticide chemical residue
specified by the Administrator under sub-
paragraph (A).

(4) International standards

In establishing a tolerance for a pesticide
chemical residue in or on a food, the Adminis-
trator shall determine whether a maximum
residue level for the pesticide chemical has
been established by the Codex Alimentarius
Commission. If a Codex maximum residue
level has been established for the pesticide
chemical and the Administrator does not pro-
pose to adopt the Codex level, the Adminis-
trator shall publish for public comment a no-
tice explaining the reasons for departing from
the Codex level.

(c) Authority and standard for exemptions
(1) Authority

The Administrator may issue a regulation
establishing, modifying, or revoking an ex-
emption from the requirement for a tolerance
for a pesticide chemical residue in or on food—

(A) in response to a petition filed under
subsection (d); or

(B) on the Administrator’s initiative under
subsection (e).

(2) Standard
(A) General rule
(i) Standard

The Administrator may establish or
leave in effect an exemption from the re-
quirement for a tolerance for a pesticide
chemical residue in or on food only if the
Administrator determines that the exemp-
tion is safe. The Administrator shall mod-
ify or revoke an exemption if the Adminis-
trator determines it is not safe.

(ii) Determination of safety

The term ‘‘safe’’, with respect to an ex-
emption for a pesticide chemical residue,
means that the Administrator has deter-
mined that there is a reasonable certainty
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that no harm will result from aggregate
exposure to the pesticide chemical residue,
including all anticipated dietary exposures
and all other exposures for which there is
reliable information.

(B) Factors

In making a determination under this
paragraph, the Administrator shall take into
account, among other relevant consider-
ations, the considerations set forth in sub-
paragraphs (C) and (D) of subsection (b)(2).

(3) Limitation

An exemption from the requirement for a
tolerance for a pesticide chemical residue in
or on food shall not be established or modified
by the Administrator unless the Adminis-
trator determines, after consultation with the
Secretary—

(A) that there is a practical method for de-
tecting and measuring the levels of such pes-
ticide chemical residue in or on food; or

(B) that there is no need for such a meth-
od, and states the reasons for such deter-
mination in issuing the regulation estab-
lishing or modifying the exemption.

(d) Petition for tolerance or exemption

(1) Petitions and petitioners

Any person may file with the Administrator
a petition proposing the issuance of a regula-
tion—

(A) establishing, modifying, or revoking a
tolerance for a pesticide chemical residue in
or on a food; or

(B) establishing, modifying, or revoking an
exemption from the requirement of a toler-
ance for such a residue.

(2) Petition contents
(A) Establishment

A petition under paragraph (1) to establish
a tolerance or exemption for a pesticide
chemical residue shall be supported by such
data and information as are specified in reg-
ulations issued by the Administrator, in-
cluding—

(i)(I) an informative summary of the pe-
tition and of the data, information, and ar-
guments submitted or cited in support of
the petition; and

(IT) a statement that the petitioner
agrees that such summary or any informa-
tion it contains may be published as a part
of the notice of filing of the petition to be
published under this subsection and as
part of a proposed or final regulation
issued under this section;

(ii) the name, chemical identity, and
composition of the pesticide chemical res-
idue and of the pesticide chemical that
produces the residue;

(iii) data showing the recommended
amount, frequency, method, and time of
application of that pesticide chemical;

(iv) full reports of tests and investiga-
tions made with respect to the safety of
the pesticide chemical, including full in-
formation as to the methods and controls
used in conducting those tests and inves-
tigations;
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(v) full reports of tests and investiga-
tions made with respect to the nature and
amount of the pesticide chemical residue
that is likely to remain in or on the food,
including a description of the analytical
methods used;

(vi) a practical method for detecting and
measuring the levels of the pesticide
chemical residue in or on the food, or for
exemptions, a statement why such a meth-
od is not needed;

(vii) a proposed tolerance for the pes-
ticide chemical residue, if a tolerance is
proposed,;

(viii) if the petition relates to a toler-
ance for a processed food, reports of inves-
tigations conducted using the processing
method(s) used to produce that food;

(ix) such information as the Adminis-
trator may require to make the deter-
mination under subsection (b)(2)(C);

(x) such information as the Adminis-
trator may require on whether the pes-
ticide chemical may have an effect in hu-
mans that is similar to an effect produced
by a naturally occurring estrogen or other
endocrine effects;

(xi) information regarding exposure to
the pesticide chemical residue due to any
tolerance or exemption already granted for
such residue;

(xii) practical methods for removing any
amount of the residue that would exceed
any proposed tolerance; and

(xiii) such other data and information as
the Administrator requires by regulation
to support the petition.

If information or data required by this sub-
paragraph is available to the Administrator,
the person submitting the petition may cite
the availability of the information or data
in lieu of submitting it. The Administrator
may require a petition to be accompanied by
samples of the pesticide chemical with re-
spect to which the petition is filed.

(B) Modification or revocation

The Administrator may by regulation es-
tablish the requirements for information
and data to support a petition to modify or
revoke a tolerance or to modify or revoke an
exemption from the requirement for a toler-
ance.

(3) Notice

A notice of the filing of a petition that the

TITLE 21—FOOD AND DRUGS

Page 106

graph (1) and any other information avail-
able to the Administrator—

(i) issue a final regulation (which may
vary from that sought by the petition) es-
tablishing, modifying, or revoking a toler-
ance for the pesticide chemical residue or
an exemption of the pesticide chemical
residue from the requirement of a toler-
ance (which final regulation shall be
issued without further notice and without
further period for public comment);

(ii) issue a proposed regulation under
subsection (e), and thereafter issue a final
regulation under such subsection; or

(iii) issue an order denying the petition.

(B) Priorities

The Administrator shall give priority to
petitions for the establishment or modifica-
tion of a tolerance or exemption for a pes-
ticide chemical residue that appears to pose
a significantly lower risk to human health
from dietary exposure than pesticide chem-
ical residues that have tolerances in effect
for the same or similar uses.

(C) Expedited review of certain petitions
(i) Date certain for review

If a person files a complete petition with
the Administrator proposing the issuance
of a regulation establishing a tolerance or
exemption for a pesticide chemical residue
that presents a lower risk to human health
than a pesticide chemical residue for
which a tolerance has been left in effect or
modified under subsection (b)(2)(B), the
Administrator shall complete action on
such petition under this paragraph within
1 year.

(ii) Required determinations

If the Administrator issues a final regu-
lation establishing a tolerance or exemp-
tion for a safer pesticide chemical residue
under clause (i), the Administrator shall,
not later than 180 days after the date on
which the regulation is issued, determine
whether a condition described in subclause
(ID) or (II) of subsection (b)(2)(B)(iii) con-
tinues to exist with respect to a tolerance
that has been left in effect or modified
under subsection (b)(2)(B). If such condi-
tion does not continue to exist, the Admin-
istrator shall, not later than 180 days after
the date on which the determination under

Administrator determines has met the re- the preceding sentence is made, issue a
quirements of paragraph (2) shall be published regulation under subsection (e)(1) to mod-
by the Administrator within 30 days after such ify or revoke the tolerance.
determination. The notice shall announce the (e) Action on Administrator’s own initiative
availability of a description of the analytical (1) General rule
methods available to the Administrator for
the detection and measurement of the pes-
ticide chemical residue with respect to which
the petition is filed or shall set forth the peti-
tioner’s statement of why such a method is
not needed. The notice shall include the sum-
mary required by paragraph (2)(A)(A)(D).
(4) Actions by the Administrator

(A) In general

The Administrator shall, after giving due
consideration to a petition filed under para-

The Administrator may issue a regulation—

(A) establishing, modifying, suspending
under subsection (I)(3), or revoking a toler-
ance for a pesticide chemical or a pesticide
chemical residue;

(B) establishing, modifying, suspending
under subsection (I)(3), or revoking an ex-
emption of a pesticide chemical residue from
the requirement of a tolerance; or

(C) establishing general procedures and re-
quirements to implement this section.
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(2) Notice

Before issuing a final regulation under para-
graph (1), the Administrator shall issue a no-
tice of proposed rulemaking and provide a pe-
riod of not less than 60 days for public com-
ment on the proposed regulation, except that
a shorter period for comment may be provided
if the Administrator for good cause finds that
it would be in the public interest to do so and
states the reasons for the finding in the notice
of proposed rulemaking.
(f) Special data requirements
(1) Requiring submission of additional data

If the Administrator determines that addi-
tional data or information are reasonably re-
quired to support the continuation of a toler-
ance or exemption that is in effect under this
section for a pesticide chemical residue on a
food, the Administrator shall—

(A) issue a notice requiring the person
holding the pesticide registrations associ-
ated with such tolerance or exemption to
submit the data or information under sec-
tion 3(c)(2)(B) of the Federal Insecticide,
Fungicide, and Rodenticide Act [7 U.S.C.
136a(c)(2)(B)];

(B) issue a rule requiring that testing be
conducted on a substance or mixture under
section 4 of the Toxic Substances Control
Act [15 U.S.C. 2603]; or

(C) publish in the Federal Register, after
first providing notice and an opportunity for
comment of not less than 60 days’ duration,
an order—

(i) requiring the submission to the Ad-
ministrator by one or more interested per-
sons of a notice identifying the person or
persons who will submit the required data
and information;

(ii) describing the type of data and infor-
mation required to be submitted to the Ad-
ministrator and stating why the data and
information could not be obtained under
the authority of section 3(c)(2)(B) of the
Federal Insecticide, Fungicide, and
Rodenticide Act [7 U.S.C. 136a(c)(2)(B)] or
section 4 of the Toxic Substances Control
Act [15 U.S.C. 2603];

(iii) describing the reports of the Admin-
istrator required to be prepared during and
after the collection of the data and infor-
mation;

(iv) requiring the submission to the Ad-
ministrator of the data, information, and
reports referred to in clauses (ii) and (iii);
and

(v) establishing dates by which the sub-
missions described in clauses (i) and (iv)
must be made.

The Administrator may under subparagraph
(C) revise any such order to correct an error.
The Administrator may under this para-
graph require data or information pertaining
to whether the pesticide chemical may have
an effect in humans that is similar to an ef-
fect produced by a naturally occurring estro-
gen or other endocrine effects.
(2) Noncompliance

If a submission required by a notice issued
in accordance with paragraph (1)(A), a rule
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issued under paragraph (1)(B), or an order
issued under paragraph (1)(C) is not made by
the time specified in such notice, rule, or
order, the Administrator may by order pub-
lished in the Federal Register modify or re-
voke the tolerance or exemption in question.
In any review of such an order under sub-
section (g)(2), the only material issue shall be
whether a submission required under para-
graph (1) was not made by the time specified.

(g) Effective date, objections, hearings, and ad-

ministrative review
(1) Effective date

A regulation or order issued under sub-
section (d)(4), (e)(1), or (f)(2) shall take effect
upon publication unless the regulation or
order specifies otherwise. The Administrator
may stay the effectiveness of the regulation or
order if, after issuance of such regulation or
order, objections are filed with respect to such
regulation or order pursuant to paragraph (2).
(2) Further proceedings

(A) Objections

Within 60 days after a regulation or order
is issued under subsection (d)(4), (e)(1)(A),
(e)(H(B), (DH(2), (n)(3), or (n)(5)(C), any person
may file objections thereto with the Admin-
istrator, specifying with particularity the
provisions of the regulation or order deemed
objectionable and stating reasonable
grounds therefor. If the regulation or order
was issued in response to a petition under
subsection (d)(1), a copy of each objection
filed by a person other than the petitioner
shall be served by the Administrator on the
petitioner.

(B) Hearing

An objection may include a request for a
public evidentiary hearing upon the objec-
tion. The Administrator shall, upon the ini-
tiative of the Administrator or upon the re-
quest of an interested person and after due
notice, hold a public evidentiary hearing if
and to the extent the Administrator deter-
mines that such a public hearing is nec-
essary to receive factual evidence relevant
to material issues of fact raised by the ob-
jections. The presiding officer in such a
hearing may authorize a party to obtain dis-
covery from other persons and may upon a
showing of good cause made by a party issue
a subpoena to compel testimony or produc-
tion of documents from any person. The pre-
siding officer shall be governed by the Fed-
eral Rules of Civil Procedure in making any
order for the protection of the witness or the
content of documents produced and shall
order the payment of reasonable fees and ex-
penses as a condition to requiring testimony
of the witness. On contest, such a subpoena
may be enforced by a Federal district court.

(C) Final decision

As soon as practicable after receiving the
arguments of the parties, the Administrator
shall issue an order stating the action taken
upon each such objection and setting forth
any revision to the regulation or prior order
that the Administrator has found to be war-
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ranted. If a hearing was held under subpara-
graph (B), such order and any revision to the
regulation or prior order shall, with respect
to questions of fact at issue in the hearing,
be based only on substantial evidence of
record at such hearing, and shall set forth in
detail the findings of facts and the conclu-
sions of law or policy upon which the order
or regulation is based.

(h) Judicial review

(1) Petition

In a case of actual controversy as to the va-
lidity of any regulation issued under sub-
section (e)(1)(C), or any order issued under
subsection (f)(1)(C) or (g)(2)(C), or any regula-
tion that is the subject of such an order, any
person who will be adversely affected by such
order or regulation may obtain judicial review
by filing in the United States Court of Appeals
for the circuit wherein that person resides or
has its principal place of business, or in the
United States Court of Appeals for the District
of Columbia Circuit, within 60 days after pub-
lication of such order or regulation, a petition
praying that the order or regulation be set
aside in whole or in part.

(2) Record and jurisdiction

A copy of the petition under paragraph (1)
shall be forthwith transmitted by the clerk of
the court to the Administrator, or any officer
designated by the Administrator for that pur-
pose, and thereupon the Administrator shall
file in the court the record of the proceedings
on which the Administrator based the order or
regulation, as provided in section 2112 of title
28. Upon the filing of such a petition, the court
shall have exclusive jurisdiction to affirm or
set aside the order or regulation complained of
in whole or in part. As to orders issued fol-
lowing a public evidentiary hearing, the find-
ings of the Administrator with respect to
questions of fact shall be sustained only if sup-
ported by substantial evidence when consid-
ered on the record as a whole.

(3) Additional evidence

If a party applies to the court for leave to
adduce additional evidence and shows to the
satisfaction of the court that the additional
evidence is material and that there were rea-
sonable grounds for the failure to adduce the
evidence in the proceeding before the Adminis-
trator, the court may order that the addi-
tional evidence (and evidence in rebuttal
thereof) shall be taken before the Adminis-
trator in the manner and upon the terms and
conditions the court deems proper. The Ad-
ministrator may modify prior findings as to
the facts by reason of the additional evidence
so taken and may modify the order or regula-
tion accordingly. The Administrator shall file
with the court any such modified finding,
order, or regulation.

(4) Final judgment; Supreme Court review

The judgment of the court affirming or set-
ting aside, in whole or in part, any regulation
or any order and any regulation which is the
subject of such an order shall be final, subject
to review by the Supreme Court of the United
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States as provided in section 1254 of title 28.
The commencement of proceedings under this
subsection shall not, unless specifically or-
dered by the court to the contrary, operate as
a stay of a regulation or order.
(5) Application

Any issue as to which review is or was ob-
tainable under this subsection shall not be the

subject of judicial review under any other pro-
vision of law.

(i) Confidentiality and use of data

(1) General rule

Data and information that are or have been
submitted to the Administrator under this
section or section 348 of this title in support of
a tolerance or an exemption from a tolerance
shall be entitled to confidential treatment for
reasons of business confidentiality and to ex-
clusive use and data compensation to the same
extent provided by sections 3 and 10 of the
Federal Insecticide, Fungicide, and
Rodenticide Act [7 U.S.C. 136a, 136h].

(2) Exceptions
(A) In general

Data and information that are entitled to
confidential treatment under paragraph (1)
may be disclosed, under such security re-
quirements as the Administrator may pro-
vide by regulation, to—

(i) employees of the United States au-
thorized by the Administrator to examine
such data and information in the carrying
out of their official duties under this chap-
ter or other Federal statutes intended to
protect the public health; or

(ii) contractors with the United States
authorized by the Administrator to exam-
ine such data and information in the car-
rying out of contracts under this chapter
or such statutes.

(B) Congress

This subsection does not authorize the
withholding of data or information from ei-
ther House of Congress or from, to the ex-
tent of matter within its jurisdiction, any
committee or subcommittee of such com-
mittee or any joint committee of Congress
or any subcommittee of such joint com-
mittee.

(3) Summaries

Notwithstanding any provision of this sub-
section or other law, the Administrator may
publish the informative summary required by
subsection (d)(2)(A)(i) and may, in issuing a
proposed or final regulation or order under
this section, publish an informative summary
of the data relating to the regulation or order.

(j) Status of previously issued regulations

(1) Regulations under section 346

Regulations affecting pesticide chemical res-
idues in or on raw agricultural commodities
promulgated, in accordance with section 371(e)
of this title, under the authority of section
346(a)! of this title upon the basis of public

1See References in Text note below.
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hearings instituted before January 1, 1953,
shall be deemed to be regulations issued under
this section and shall be subject to modifica-
tion or revocation under subsections (d) and
(e), and shall be subject to review under sub-
section (q).

(2) Regulations under section 348

Regulations that established tolerances for
substances that are pesticide chemical resi-
dues in or on processed food, or that otherwise
stated the conditions under which such pes-
ticide chemicals could be safely used, and that
were issued under section 348 of this title on or
before August 3, 1996, shall be deemed to be
regulations issued under this section and shall
be subject to modification or revocation under
subsection (d) or (e), and shall be subject to re-
view under subsection (q).

(3) Regulations under section 346a

Regulations that established tolerances or
exemptions under this section that were issued
on or before August 3, 1996, shall remain in ef-
fect unless modified or revoked under sub-
section (d) or (e), and shall be subject to re-
view under subsection (q).

(4) Certain substances

With respect to a substance that is not in-
cluded in the definition of the term ‘‘pesticide
chemical” under section 321(q)(1) of this title
but was so included on the day before October
30, 1998, the following applies as of October 30,
1998:

(A) Notwithstanding paragraph (2), any
regulation applying to the use of the sub-
stance that was in effect on the day before
October 30, 1998, and was on such day deemed
in such paragraph to have been issued under
this section, shall be considered to have been
issued under section 348 of this title.

(B) Notwithstanding paragraph (3), any
regulation applying to the use of the sub-
stance that was in effect on such day and
was issued under this section (including any
such regulation issued before August 3, 1996)
is deemed to have been issued under section
348 of this title.

(k) Transitional provision

If, on the day before August 3, 1996, a sub-
stance that is a pesticide chemical was, with re-
spect to a particular pesticidal use of the sub-
stance and any resulting pesticide chemical res-
idue in or on a particular food—

(1) regarded by the Administrator or the
Secretary as generally recognized as safe for
use within the meaning of the provisions of
subsection (a) or section 321(s) of this title as
then in effect; or

(2) regarded by the Secretary as a substance
described by section 321(s)(4) of this title;

such a pesticide chemical residue shall be re-
garded as exempt from the requirement for a
tolerance, as of August 3, 1996. The Adminis-
trator shall by regulation indicate which sub-
stances are described by this subsection. Any ex-
emption under this subsection may be modified
or revoked as if it had been issued under sub-
section (c¢).

(I) Harmonization with action under other laws

(1) Coordination with FIFRA

To the extent practicable and consistent
with the review deadlines in subsection (q), in
issuing a final rule under this subsection that
suspends or revokes a tolerance or exemption
for a pesticide chemical residue in or on food,
the Administrator shall coordinate such ac-
tion with any related necessary action under
the Federal Insecticide, Fungicide, and
Rodenticide Act [7 U.S.C. 136 et seq.].

(2) Revocation of tolerance or exemption fol-
lowing cancellation of associated registra-
tions

If the Administrator, acting under the Fed-
eral Insecticide, Fungicide, and Rodenticide
Act, cancels the registration of each pesticide
that contains a particular pesticide chemical
and that is labeled for use on a particular food,
or requires that the registration of each such
pesticide be modified to prohibit its use in
connection with the production, storage, or
transportation of such food, due in whole or in
part to dietary risks to humans posed by resi-
dues of that pesticide chemical on that food,
the Administrator shall revoke any tolerance
or exemption that allows the presence of the
pesticide chemical, or any pesticide chemical
residue that results from its use, in or on that
food. Subsection (e) shall apply to actions
taken under this paragraph. A revocation
under this paragraph shall become effective
not later than 180 days after—

(A) the date by which each such cancella-
tion of a registration has become effective;
or

(B) the date on which the use of the can-
celed pesticide becomes unlawful under the
terms of the cancellation, whichever is later.

(3) Suspension of tolerance or exemption fol-
lowing suspension of associated registra-
tions

(A) Suspension

If the Administrator, acting under the
Federal Insecticide, Fungicide, and
Rodenticide Act, suspends the use of each
registered pesticide that contains a par-
ticular pesticide chemical and that is la-
beled for use on a particular food, due in
whole or in part to dietary risks to humans
posed by residues of that pesticide chemical
on that food, the Administrator shall sus-
pend any tolerance or exemption that allows
the presence of the pesticide chemical, or
any pesticide chemical residue that results
from its use, in or on that food. Subsection
(e) shall apply to actions taken under this
paragraph. A suspension under this para-
graph shall become effective not later than
60 days after the date by which each such
suspension of use has become effective.

(B) Effect of suspension

The suspension of a tolerance or exemp-
tion under subparagraph (A) shall be effec-
tive as long as the use of each associated
registration of a pesticide is suspended
under the Federal Insecticide, Fungicide,
and Rodenticide Act. While a suspension of a
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tolerance or exemption is effective the toler-
ance or exemption shall not be considered to
be in effect. If the suspension of use of the
pesticide under that Act is terminated, leav-
ing the registration of the pesticide for such
use in effect under that Act, the Adminis-
trator shall rescind any associated suspen-
sion of tolerance or exemption.
(4) Tolerances for unavoidable residues

In connection with action taken under para-
graph (2) or (3), or with respect to pesticides
whose registrations were suspended or can-
celed prior to August 3, 1996, under the Federal
Insecticide, Fungicide, and Rodenticide Act, if
the Administrator determines that a residue
of the canceled or suspended pesticide chem-
ical will unavoidably persist in the environ-
ment and thereby be present in or on a food,
the Administrator may establish a tolerance
for the pesticide chemical residue. In estab-
lishing such a tolerance, the Administrator
shall take into account both the factors set
forth in subsection (b)(2) and the
unavoidability of the residue. Subsection (e)
shall apply to the establishment of such toler-
ance. The Administrator shall review any such
tolerance periodically and modify it as nec-
essary so that it allows no greater level of the
pesticide chemical residue than is unavoid-
able.

(5) Pesticide residues resulting from lawful ap-
plication of pesticide

Notwithstanding any other provision of this
chapter, if a tolerance or exemption for a pes-
ticide chemical residue in or on a food has
been revoked, suspended, or modified under
this section, an article of that food shall not
be deemed unsafe solely because of the pres-
ence of such pesticide chemical residue in or
on such food if it is shown to the satisfaction
of the Secretary that—

(A) the residue is present as the result of
an application or use of a pesticide at a time
and in a manner that was lawful under the
Federal Insecticide, Fungicide, and
Rodenticide Act; and

(B) the residue does not exceed a level that
was authorized at the time of that applica-
tion or use to be present on the food under
a tolerance, exemption, food additive regula-
tion, or other sanction then in effect under
this chapter;

unless, in the case of any tolerance or exemp-
tion revoked, suspended, or modified under
this subsection or subsection (d) or (e), the Ad-
ministrator has issued a determination that
consumption of the legally treated food during
the period of its likely availability in com-
merce will pose an unreasonable dietary risk.
(6) Tolerance for use of pesticides under an
emergency exemption

If the Administrator grants an exemption
under section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act (7 U.S.C. 136p)
for a pesticide chemical, the Administrator
shall establish a tolerance or exemption from
the requirement for a tolerance for the pes-
ticide chemical residue. Such a tolerance or
exemption from a tolerance shall have an expi-
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ration date. The Administrator may establish
such a tolerance or exemption without pro-
viding notice or a period for comment on the
tolerance or exemption. The Administrator
shall promulgate regulations within 365 days
after August 3, 1996, governing the establish-
ment of tolerances and exemptions under this
paragraph. Such regulations shall be con-
sistent with the safety standard under sub-
sections (b)(2) and (¢)(2) and with section 18 of
the Federal Insecticide, Fungicide, and
Rodenticide Act.

(m) Fees

(1) Amount

The Administrator shall by regulation re-
quire the payment of such fees as will in the
aggregate, in the judgment of the Adminis-
trator, be sufficient over a reasonable term to
provide, equip, and maintain an adequate serv-
ice for the performance of the Administrator’s
functions under this section. Under the regula-
tions, the performance of the Administrator’s
services or other functions under this section,
including—

(A) the acceptance for filing of a petition
submitted under subsection (d);

(B) establishing, modifying, leaving in ef-
fect, or revoking a tolerance or establishing,
modifying, leaving in effect, or revoking an
exemption from the requirement for a toler-
ance under this section;

(C) the acceptance for filing of objections
under subsection (g); or

(D) the certification and filing in court of
a transcript of the proceedings and the
record under subsection (h);

may be conditioned upon the payment of such
fees. The regulations may further provide for
waiver or refund of fees in whole or in part
when in the judgment of the Administrator
such a waiver or refund is equitable and not
contrary to the purposes of this subsection.

(2) Deposit

All fees collected under paragraph (1) shall
be deposited in the Reregistration and Expe-
dited Processing Fund created by section 4(k)
of the Federal Insecticide, Fungicide, and
Rodenticide Act [7 U.S.C. 136a-1(k)]. Such fees
shall be available to the Administrator, with-
out fiscal year limitation, for the performance
of the Administrator’s services or functions as
specified in paragraph (1).

(3) Prohibition

During the period beginning on October 1,
2007, and ending on September 30, 2023, the Ad-
ministrator shall not collect any tolerance
fees under paragraph (1).

(n) National uniformity of tolerances

(1) “Qualifying pesticide chemical residue” de-
fined

For purposes of this subsection, the term
“‘qualifying pesticide chemical residue’’ means
a pesticide chemical residue resulting from
the use, in production, processing, or storage
of a food, of a pesticide chemical that is an ac-
tive ingredient and that—

(A) was first approved for such use in a
registration of a pesticide issued under sec-
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tion 3(c)(b) of the Federal Insecticide, Fun-
gicide, and Rodenticide Act [7 U.S.C.
136a(c)(b)] on or after April 25, 1985, on the
basis of data determined by the Adminis-
trator to meet all applicable requirements
for data prescribed by regulations in effect
under that Act [7 U.S.C. 136 et seq.] on April
25, 1985; or

(B) was approved for such use in a rereg-
istration eligibility determination issued
under section 4(g) of that Act [T U.S.C.
136a-1(g)] on or after August 3, 1996.

(2) “Qualifying Federal determination” defined

For purposes of this subsection, the term
‘“‘qualifying Federal determination’ means a
tolerance or exemption from the requirement
for a tolerance for a qualifying pesticide
chemical residue that—

(A) is issued under this section after Au-
gust 3, 1996, and determined by the Adminis-
trator to meet the standard under sub-
section (b)(2)(A) (in the case of a tolerance)
or (¢)(2) (in the case of an exemption); or

(B)(i) pursuant to subsection (j) is remain-
ing in effect or is deemed to have been issued
under this section, or is regarded under sub-
section (k) as exempt from the requirement
for a tolerance; and

(ii) is determined by the Administrator to
meet the standard under subsection (b)(2)(A)
(in the case of a tolerance) or (c)(2) (in the
case of an exemption).

(3) Limitation

The Administrator may make the deter-
mination described in paragraph (2)(B)(ii) only
by issuing a rule in accordance with the proce-
dure set forth in subsection (d) or (e) and only
if the Administrator issues a proposed rule and
allows a period of not less than 30 days for
comment on the proposed rule. Any such rule
shall be reviewable in accordance with sub-
sections (g) and (h).

(4) State authority

Except as provided in paragraphs (5), (6), and
(8) no State or political subdivision may estab-
lish or enforce any regulatory limit on a quali-
fying pesticide chemical residue in or on any
food if a qualifying Federal determination ap-
plies to the presence of such pesticide chem-
ical residue in or on such food, unless such
State regulatory limit is identical to such
qualifying Federal determination. A State or
political subdivision shall be deemed to estab-
lish or enforce a regulatory limit on a pes-
ticide chemical residue in or on a food if it
purports to prohibit or penalize the produc-
tion, processing, shipping, or other handling of
a food because it contains a pesticide residue
(in excess of a prescribed limit).

(5) Petition procedure
(A) In general

Any State may petition the Administrator
for authorization to establish in such State
a regulatory limit on a qualifying pesticide
chemical residue in or on any food that is
not identical to the qualifying Federal de-
termination applicable to such qualifying
pesticide chemical residue.
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(B) Petition requirements

Any petition under
shall—

(i) satisfy any requirements prescribed,
by rule, by the Administrator; and

(ii) be supported by scientific data about
the pesticide chemical residue that is the
subject of the petition or about chemically
related pesticide chemical residues, data
on the consumption within such State of
food bearing the pesticide chemical res-
idue, and data on exposure of humans
within such State to the pesticide chem-
ical residue.

(C) Authorization

The Administrator may, by order, grant
the authorization described in subparagraph
(A) if the Administrator determines that the
proposed State regulatory limit—

(i) is justified by compelling local condi-
tions; and

(ii) would not cause any food to be a vio-
lation of Federal law.

(D) Treatment

In lieu of any action authorized under sub-
paragraph (C), the Administrator may treat
a petition under this paragraph as a petition
under subsection (d) to modify or revoke a
tolerance or an exemption. If the Adminis-
trator determines to treat a petition under
this paragraph as a petition under sub-
section (d), the Administrator shall there-
after act on the petition pursuant to sub-
section (d).

(E) Review

Any order of the Administrator granting
or denying the authorization described in
subparagraph (A) shall be subject to review
in the manner described in subsections (g)
and (h).

(6) Urgent petition procedure

Any State petition to the Administrator
pursuant to paragraph (5) that demonstrates
that consumption of a food containing such
pesticide residue level during the period of the
food’s likely availability in the State will pose
a significant public health threat from acute
exposure shall be considered an urgent peti-
tion. If an order by the Administrator to grant
or deny the requested authorization in an ur-
gent petition is not made within 30 days of re-
ceipt of the petition, the petitioning State
may establish and enforce a temporary regu-
latory limit on a qualifying pesticide chemical
residue in or on the food. The temporary regu-
latory limit shall be validated or terminated
by the Administrator’s final order on the peti-
tion.

subparagraph (A)

(7) Residues from lawful application

No State or political subdivision may en-
force any regulatory limit on the level of a
pesticide chemical residue that may appear in
or on any food if, at the time of the applica-
tion of the pesticide that resulted in such res-
idue, the sale of such food with such residue
level was lawful under this section and under
the law of such State, unless the State dem-



§346a TITLE 21—FOOD AND DRUGS Page 112

onstrates that consumption of the food con-
taining such pesticide residue level during the
period of the food’s likely availability in the
State will pose an unreasonable dietary risk
to the health of persons within such State.
(8) Savings

Nothing in this chapter preempts the au-
thority of any State or political subdivision to
require that a food containing a pesticide
chemical residue bear or be the subject of a
warning or other statement relating to the
presence of the pesticide chemical residue in
or on such food.

(0) Consumer right to know

Not later than 2 years after August 3, 1996, and
annually thereafter, the Administrator shall, in
consultation with the Secretary of Agriculture
and the Secretary of Health and Human Serv-
ices, publish in a format understandable to a lay
person, and distribute to large retail grocers for
public display (in a manner determined by the
grocer), the following information, at a min-
imum:

(1) A discussion of the risks and benefits of
pesticide chemical residues in or on food pur-
chased by consumers.

(2) A listing of actions taken under subpara-
graph (B) of subsection (b)(2) that may result
in pesticide chemical residues in or on food
that present a yearly or lifetime risk above
the risk allowed under subparagraph (A) of
such subsection, and the food on which the
pesticide chemicals producing the residues are
used.

(3) Recommendations to consumers for re-
ducing dietary exposure to pesticide chemical
residues in a manner consistent with main-
taining a healthy diet, including a list of food
that may reasonably substitute for food listed
under paragraph (2).

Nothing in this subsection shall prevent retail
grocers from providing additional information.
(p) Estrogenic substances screening program

(1) Development

Not later than 2 years after August 3, 1996,
the Administrator shall in consultation with
the Secretary of Health and Human Services
develop a screening program, using appro-
priate validated test systems and other sci-
entifically relevant information, to determine
whether certain substances may have an effect
in humans that is similar to an effect pro-
duced by a naturally occurring estrogen, or
such other endocrine effect as the Adminis-
trator may designate.

(2) Implementation

Not later than 3 years after August 3, 1996,
after obtaining public comment and review of
the screening program described in paragraph
(1) by the scientific advisory panel established
under section 25(d) of the Federal Insecticide,
Fungicide, and Rodenticide Act [7 U.S.C.
136w(d)] or the science advisory board estab-
lished by section 43651 of title 42, the Adminis-
trator shall implement the program.

(3) Substances

In carrying out the screening program de-
scribed in paragraph (1), the Administrator—

(A) shall provide for the testing of all pes-
ticide chemicals; and

(B) may provide for the testing of any
other substance that may have an effect
that is cumulative to an effect of a pesticide
chemical if the Administrator determines
that a substantial population may be ex-
posed to such substance.

(4) Exemption

Notwithstanding paragraph (3), the Adminis-
trator may, by order, exempt from the re-
quirements of this section a biologic substance
or other substance if the Administrator deter-
mines that the substance is anticipated not to
produce any effect in humans similar to an ef-
fect produced by a naturally occurring estro-
gen.

(5) Collection of information
(A) In general

The Administrator shall issue an order to
a registrant of a substance for which testing
is required under this subsection, or to a per-
son who manufactures or imports a sub-
stance for which testing is required under
this subsection, to conduct testing in ac-
cordance with the screening program de-
scribed in paragraph (1), and submit infor-
mation obtained from the testing to the Ad-
ministrator, within a reasonable time period
that the Administrator determines is suffi-
cient for the generation of the information.

(B) Procedures

To the extent practicable the Adminis-
trator shall minimize duplicative testing of
the same substance for the same endocrine
effect, develop, as appropriate, procedures
for fair and equitable sharing of test costs,
and develop, as necessary, procedures for
handling of confidential business informa-
tion.

(C) Failure of registrants to submit informa-
tion
(i) Suspension

If a registrant of a substance referred to
in paragraph (3)(A) fails to comply with an
order under subparagraph (A) of this para-
graph, the Administrator shall issue a no-
tice of intent to suspend the sale or dis-
tribution of the substance by the reg-
istrant. Any suspension proposed under
this paragraph shall become final at the
end of the 30-day period beginning on the
date that the registrant receives the no-
tice of intent to suspend, unless during
that period a person adversely affected by
the notice requests a hearing or the Ad-
ministrator determines that the registrant
has complied fully with this paragraph.

(ii) Hearing

If a person requests a hearing under
clause (i), the hearing shall be conducted
in accordance with section 554 of title 5.
The only matter for resolution at the hear-
ing shall be whether the registrant has
failed to comply with an order under sub-
paragraph (A) of this paragraph. A decision
by the Administrator after completion of a
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hearing shall be considered to be a final
agency action.

(iii) Termination of suspensions

The Administrator shall terminate a sus-
pension under this subparagraph issued
with respect to a registrant if the Admin-
istrator determines that the registrant has
complied fully with this paragraph.

(D) Noncompliance by other persons

Any person (other than a registrant) who
fails to comply with an order under subpara-
graph (A) shall be liable for the same pen-
alties and sanctions as are provided under
section 16 of the Toxic Substances Control
Act [156 U.S.C. 2615] in the case of a violation
referred to in that section. Such penalties
and sanctions shall be assessed and imposed
in the same manner as provided in such sec-
tion 16.

(6) Agency action

In the case of any substance that is found, as
a result of testing and evaluation under this
section, to have an endocrine effect on hu-
mans, the Administrator shall, as appropriate,
take action under such statutory authority as
is available to the Administrator, including
consideration under other sections of this
chapter, as is necessary to ensure the protec-
tion of public health.

(7) Report to Congress

Not later than 4 years after August 3, 1996,
the Administrator shall prepare and submit to
Congress a report containing—

(A) the findings of the Administrator re-
sulting from the screening program de-
scribed in paragraph (1);

(B) recommendations for further testing
needed to evaluate the impact on human
health of the substances tested under the
screening program; and

(C) recommendations for any further ac-
tions (including any action described in
paragraph (6)) that the Administrator deter-
mines are appropriate based on the findings.

(q) Schedule for review
(1) In general

The Administrator shall review tolerances
and exemptions for pesticide chemical resi-
dues in effect on the day before August 3, 1996,
as expeditiously as practicable, assuring
that—

(A) 33 percent of such tolerances and ex-
emptions are reviewed within 3 years of Au-
gust 3, 1996;

(B) 66 percent of such tolerances and ex-
emptions are reviewed within 6 years of Au-
gust 3, 1996; and

(C) 100 percent of such tolerances and ex-
emptions are reviewed within 10 years of Au-
gust 3, 1996.

In conducting a review of a tolerance or ex-
emption, the Administrator shall determine
whether the tolerance or exemption meets the
requirements of subsections2 (b)(2) or (c)(2)
and shall, by the deadline for the review of the

280 in original. Probably should be ‘‘subsection”.
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tolerance or exemption, issue a regulation
under subsection (d)(4) or (e)(1) to modify or
revoke the tolerance or exemption if the toler-
ance or exemption does not meet such require-
ments.

(2) Priorities

In determining priorities for reviewing toler-
ances and exemptions under paragraph (1), the
Administrator shall give priority to the re-
view of the tolerances or exemptions that ap-
pear to pose the greatest risk to public health.

(3) Publication of schedule

Not later than 12 months after August 3,
1996, the Administrator shall publish a sched-
ule for review of tolerances and exemptions es-
tablished prior to August 3, 1996. The deter-
mination of priorities for the review of toler-
ances and exemptions pursuant to this sub-
section is not a rulemaking and shall not be
subject to judicial review, except that failure
to take final action pursuant to the schedule
established by this paragraph shall be subject
to judicial review.

(r) Temporary tolerance or exemption

The Administrator may, upon the request of
any person who has obtained an experimental
permit for a pesticide chemical under the Fed-
eral Insecticide, Fungicide, and Rodenticide Act
[7 U.S.C. 136 et seq.] or upon the Administrator’s
own initiative, establish a temporary tolerance
or exemption for the pesticide chemical residue
for the uses covered by the permit. Subsections
(0)(2), (¢)(2), (d), and (e) shall apply to actions
taken under this subsection.

(s) Savings clause

Nothing in this section shall be construed to
amend or modify the provisions of the Toxic
Substances Control Act [15 U.S.C. 2601 et seq.] or
the Federal Insecticide, Fungicide, and
Rodenticide Act [7 U.S.C. 136 et seq.].

(June 25, 1938, ch. 675, §408, as added July 22,
1954, ch. 559, §3, 68 Stat. 511; amended Pub. L.
85-791, §20, Aug. 28, 1958, 72 Stat. 947; Pub. L.
91-515, title VI, §601(d)(1), Oct. 30, 1970, 84 Stat.
1311; Pub. L. 92-157, title III, §303(a), Nov. 18,
1971, 85 Stat. 464; Pub. L. 92-516, §3(3), Oct. 21,
1972, 86 Stat. 998; Pub. L. 98-620, title IV,
§402(25)(A), Nov. 8, 1984, 98 Stat. 3359; Pub. L.
102-300, §6(b)(1), June 16, 1992, 106 Stat. 240; Pub.
L. 102-571, title I, §107(7), Oct. 29, 1992, 106 Stat.
4499; Pub. L. 103-80, §3(k), Aug. 13, 1993, 107 Stat.
776; Pub. L. 104-170, title IV, §405, Aug. 3, 1996,
110 Stat. 1514; Pub. L. 105-324, §2(b), Oct. 30, 1998,
112 Stat. 3036; Pub. L. 110-94, §4(d)(2), Oct. 9, 2007,
121 Stat. 1002; Pub. L. 112-177, §2(a)(3), Sept. 28,
2012, 126 Stat. 1329; Pub. L. 116-8, §2(c), Mar. 8,
2019, 133 Stat. 485.)

Editorial Notes
REFERENCES IN TEXT

The Federal Rules of Civil Procedure, referred to in
subsec. (2)(2)(B), are set out in the Appendix to Title 28,
Judiciary and Judicial Procedure.

Section 346 of this title, referred to in subsec. (j)(1),
originally consisted of subsecs. (a) and (b). Subsec. (a)
was redesignated as the entire section 346 and subsec.
(b) was repealed by Pub. L. 86-618, title I, §103(a)(1), 74
Stat. 398.
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The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in subsecs. (1), (n)(1)(A), (r), and (8), is
act June 25, 1947, ch. 125, as amended generally by Pub.
L. 92-516, Oct. 21, 1972, 86 Stat. 973, which is classified
generally to subchapter II (§136 et seq.) of chapter 6 of
Title 7, Agriculture. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 136 of Title 7 and Tables.

Section 4365 of title 42, referred to in subsec. (p)(2),
was in the original ‘‘section 8 of the Environmental Re-
search, Development, and Demonstration Act of 1978,
and was translated as meaning section 8 of the Envi-
ronmental Research, Development, and Demonstration
Authorization Act of 1978, to reflect the probable intent
of Congress.

The Toxic Substances Control Act, referred to in sub-
sec. (8), is Pub. L. 94-469, Oct. 11, 1976, 90 Stat. 2003, as
amended, which is classified generally to chapter 53
(§2601 et seq.) of Title 15, Commerce and Trade. For
complete classification of this Act to the Code, see
Short Title note set out under section 2601 of Title 15
and Tables.

CODIFICATION

August 3, 1996, referred to in subsecs. (k), (n)(1)(B),
(2)(A), and (p)(1), (2), (7), was in the original references
to the date of enactment of this subsection and the
date of enactment of this section, which was translated
as meaning the date of enactment of Pub. L. 104-170,
which amended this section generally, to reflect the
probable intent of Congress.

AMENDMENTS

2019—Subsec. (m)(3). Pub. L. 116-8 substituted ‘2023’
for <2017,

2012—Subsec. (m)(3). Pub. L. 112-177 substituted ‘‘Sep-
tember 30, 2017 for ‘‘September 30, 2012”°.

2007—Subsec. (m)(3). Pub. L. 110-94 added par. (3).

1998—Subsec. (j)(4). Pub. L. 105-324 added par. (4).

1996—Pub. L. 104-170 amended section generally, sub-
stituting, in subsec. (a), provisions relating to require-
ment for tolerance or exemption for provisions relating
to conditions for safety; in subsec. (b), provisions relat-
ing to authority and standard for tolerance for provi-
sions relating to establishment of tolerances; in subsec.
(c), provisions relating to authority and standard for
exemptions for provisions relating to exemptions; in
subsec. (d), provisions relating to petition for tolerance
or exemption for provisions relating to regulations pur-
suant to petition, publication of notice, time for
issuance, referral to advisory committees, effective
date, and hearings; in subsec. (e), provisions relating to
action on Administrator’s own initiative for provisions
relating to regulations pursuant to Administrator’s
proposals; in subsec. (f), provisions relating to special
data requirements for provisions relating to data sub-
mitted as confidential; in subsec. (g), provisions relat-
ing to effective date, objections, hearings, and adminis-
trative review for provisions relating to advisory com-
mittees and their appointment, composition, com-
pensation, and clerical assistance; in subsec. (h), provi-
sions relating to judicial review for provisions relating
to right of consultation; in subsec. (i), provisions relat-
ing to confidentiality and use of data for provisions re-
lating to judicial review; in subsec. (j), provisions relat-
ing to status of previously issued regulations for provi-
sions relating to temporary tolerances; in subsec. (k),
provisions relating to transitions for provisions relat-
ing to regulations based on public hearings before Jan-
uary 1, 1953; in subsec. (1), provisions relating to harmo-
nization with action under other laws for provisions re-
lating to pesticides under Federal Insecticide, Fun-
gicide, and Rodenticide Act, functions of Administrator
of Environmental Protection Agency, certifications,
hearings, time limitations, opinions, and regulations;
in subsec. (m), provisions relating to fees for provisions
relating to amendment of regulations; in subsec. (n),
provisions relating to national uniformity of tolerances
for provisions relating to guaranties; in subsec. (0), pro-
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visions relating to consumer right to know for provi-
sions relating to payment of fees, services or functions
conditioned on payment, and waiver or refund of fees;
and adding subsecs. (p) to (s).

1993—Pub. L. 103-80, §3(k)(6), substituted ‘‘Adminis-
trator” for ‘‘Secretary’ wherever appearing except
when followed by ‘‘of Agriculture”.

Subsec. (a)(1). Pub. L. 103-80, §3(k)(1), substituted
‘“‘Administrator of the Environmental Protection Agen-
cy (hereinafter in this section referred to as the ‘Ad-
ministrator’)” for ‘‘Secretary of Health and Human
Services’’.

Subsec. (d)(5). Pub. L. 103-80, §3(k)(2), substituted
‘‘section b556(c) of title 5 for ‘‘section 7(c) of the Ad-
ministrative Procedure Act (6 U.S.C., sec. 1006(c))”’.

Subsec. (I). Pub. L. 103-80, §3(k)(3), substituted ‘“In
the event’” for ‘It the event’” before ‘‘a hearing is re-
quested”.

Subsec. (n). Pub. L. 103-80, §3(k)(4), made technical
amendment to reference to section 333(c) of this title to
reflect amendment of corresponding provision of origi-
nal act.

Subsec. (0). Pub. L. 103-80, §3(k)(5), which directed the
substitution of ‘Administrator’” for ‘‘Secretary of
Health and Human Services’’ wherever appearing in the
original text, was executed by making the substitution
in the first sentence before ‘‘shall by regulation re-
quire”’, the only place ‘“‘Secretary of Health and Human
Services’ appeared in the original text.

1992—Subsecs. (a), (d), (h), 1), (1), (m), (o). Pub. L.
102-300 substituted ‘‘Health and Human Services’ for
‘‘Health, Education, and Welfare’”’ wherever appearing
in the original statutory text.

Subsec. (g). Pub. L. 102-571 substituted ‘‘379e”’ for
€376°.

1984—Subsec. (i)(b). Pub. L. 98-620 struck out provi-
sion that required the court to advance on the docket
and expedite the disposition of all causes filed therein
pursuant to this section.

1972—Subsecs. (d)(1), (e), (). Pub. L. 92-516 substituted
references to pesticide for references to economic poi-
son wherever appearing therein.

1971—Subsec. (g). Pub. L. 92-157 struck out ‘‘, which
the Secretary shall by rules and regulations prescribe,”’
after ‘‘as compensation for their services a reasonable
per diem” prior to amendment in 1970, by Pub. L.
91-515, which overlooked such language when amending
subsec. (g) as provided in 1970 Amendment note.

1970—Subsec. (g). Pub. L. 91-515 substituted provi-
sions authorizing members of an advisory committee to
receive compensation and travel expenses in accord-
ance with section 376(b)(5)(D) of this title, for provi-
sions authorizing such members to receive as com-
pensation a reasonable per diem for time actually spent
on committee work, and necessary traveling and sub-
sistence expenses while serving away from their places
of residence.

1958—Subsec. (1)(2). Pub. L. 85-791, §20(a), in first sen-
tence, substituted ‘‘transmitted by the clerk of the
court to the Secretary, or” for ‘‘served upon the Sec-
retary, or upon’, substituted ‘‘file in the court the
record of the proceedings’ for ‘‘certify and file in the
court a transcript of the proceedings and the record”,
and inserted ‘‘as provided in section 2112 of title 28,
and which, in second sentence, substituted ‘‘the filing
of such petition” for ‘‘such filing”’.

Subsec. (i)(3). Pub. L. 85-791, §20(b), in first sentence,
substituted ‘‘transmitted by the clerk of the court to
the Secretary of Agriculture, or” for ‘‘served upon the
Secretary of Agriculture, or upon’’, substituted ‘‘file in
the court the record of the proceedings’ for ‘‘certify
and file in the court a transcript of the proceedings and
the record’’, and inserted ‘‘as provided in section 2112 of
title 28, and, in second sentence, substituted ‘‘the fil-
ing of such petition” for ‘‘such filing”’.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 2012 AMENDMENT

Amendment by Pub. L. 112-177 effective Oct. 1, 2012,
see section 2(c) of Pub. L. 112177, set out as a note
under section 136a-1 of Title 7, Agriculture.
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EFFECTIVE DATE OF 2007 AMENDMENT

Amendment by Pub. L. 110-94 effective Oct. 1, 2007,
see section 6 of Pub. L. 110-94, set out as a note under
section 136a of Title 7, Agriculture.

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 1972 AMENDMENT

Amendment by Pub. L. 92-516 effective at close of
Oct. 21, 1972, except if regulations are necessary for im-
plementation of any provision that becomes effective
on Oct. 21, 1972, and continuation in effect of sub-
chapter I of chapter 6 of Title 7, Agriculture, and regu-
lations thereunder, relating to control of economic poi-
sons, as in existence prior to Oct. 21, 1972, until super-
seded by provisions of Pub. L. 92-516 and regulations
thereunder, see section 4 of Pub. L. 92-516, set out as an
Effective Date note under section 136 of Title 7.

EXTENSION OF PROHIBITION OF TOLERANCE FEES

Pub. L. 115-141, div. M, title IV, §401(c), Mar. 23, 2018,
132 Stat. 1050, provided that: ‘‘Section 408(m)(3) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
346a(m)(3)) shall be applied by substituting ‘September
30, 2018’ for ‘September 30, 2017°."’

REGULATION OF SULFURYL FLUORIDE

Pub. L. 113-79, title X, §10015, Feb. 7, 2014, 128 Stat.
952, provided that: ‘“Notwithstanding any other provi-
sion of law, the Administrator of the Environmental
Protection Agency shall exclude nonpesticideal sources
of fluoride from any aggregate exposure assessment re-
quired under section 408 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 346a) when assessing tolerances
associated with residues from the pesticide.”

TOLERANCE FEES

Pub. L. 108-199, div. G, title V, §501(d)(2), Jan. 23, 2004,
118 Stat. 422, provided that: ‘“Notwithstanding section
408(m)(1) of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 346a(m)(1)), during the period beginning on
October 1, 2003, and ending on September 30, 2008, the
Administrator of the Environmental Protection Agen-
cy shall not collect any tolerance fees under that sec-
tion.”

DATA COLLECTION ACTIVITIES TO ASSURE HEALTH OF
INFANTS AND CHILDREN

Pub. L. 104-170, title III, §301, Aug. 3, 1996, 110 Stat.
1511, provided that:

‘‘(a) IN GENERAL.—The Secretary of Agriculture, in
consultation with the Administrator of the Environ-
mental Protection Agency and the Secretary of Health
and Human Services, shall coordinate the development
and implementation of survey procedures to ensure
that adequate data on food consumption patterns of in-
fants and children are collected.

‘“(b) PROCEDURES.—To the extent practicable, the pro-
cedures referred to in subsection (a) shall include the
collection of data on food consumption patterns of a
statistically valid sample of infants and children.

‘‘(c) RESIDUE DATA COLLECTION.—The Secretary of
Agriculture shall ensure that the residue data collec-
tion activities conducted by the Department of Agri-
culture in cooperation with the Environmental Protec-
tion Agency and the Department of Health and Human
Services, provide for the improved data collection of
pesticide residues, including guidelines for the use of
comparable analytical and standardized reporting
methods, and the increased sampling of foods most
likely consumed by infants and children.”

§346b. Authorization of appropriations

There are authorized to be appropriated, out of
any moneys in the Treasury not otherwise ap-
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propriated, such sums as may be necessary for
the purpose and administration of sections
321(q), (r), 342(a)(2), and 346a of this title.

(July 22, 1954, ch. 559, §4, 68 Stat. 517.)

Editorial Notes
CODIFICATION

Section was not enacted as part of the Federal Food,
Drug, and Cosmetic Act which comprises this chapter.

§ 347. Intrastate sales of colored oleomargarine
(a) Law governing

Colored oleomargarine or colored margarine
which is sold in the same State or Territory in
which it is produced shall be subject in the same
manner and to the same extent to the provisions
of this chapter as if it had been introduced in
interstate commerce.

(b) Labeling and packaging requirements

No person shall sell, or offer for sale, colored
oleomargarine or colored margarine unless—

(1) such oleomargarine or margarine is pack-
aged,

(2) the net weight of the contents of any
package sold in a retail establishment is one
pound or less,

(3) there appears on the label of the package
(A) the word ‘‘oleomargarine’ or ‘‘margarine’’
in type or lettering at least as large as any
other type or lettering on such label, and (B)
a full and accurate statement of all the ingre-
dients contained in such oleomargarine or
margarine, and

(4) each part of the contents of the package
is contained in a wrapper which bears the word
‘““oleomargarine’” or ‘‘margarine’” in type or
lettering not smaller than 20-point type.

The requirements of this subsection shall be in
addition to and not in lieu of any of the other
requirements of this chapter.

(c) Sales in public eating places

No person shall possess in a form ready for
serving colored oleomargarine or colored mar-
garine at a public eating place unless a notice
that oleomargarine or margarine is served is
displayed prominently and conspicuously in
such place and in such manner as to render it
likely to be read and understood by the ordinary
individual being served in such eating place or is
printed or is otherwise set forth on the menu in
type or lettering not smaller than that normally
used to designate the serving of other food
items. No person shall serve colored oleo-
margarine or colored margarine at a public eat-
ing place, whether or not any charge is made
therefor, unless (1) each separate serving bears
or is accompanied by labeling identifying it as
oleomargarine or margarine, or (2) each separate
serving thereof is triangular in shape.

(d) Exemption from labeling requirements

Colored oleomargarine or colored margarine
when served with meals at a public eating place
shall at the time of such service be exempt from
the labeling requirements of section 343 of this
title (except paragraphs (a) and (f)) if it com-
plies with the requirements of subsection (b) of
this section.
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(e) Color content of oleomargarine

For the purpose of this section colored oleo-
margarine or colored margarine is oleo-
margarine or margarine having a tint or shade
containing more than one and six-tenths degrees
of yellow, or of yellow and red collectively, but
with an excess of yellow over red, measured in
terms of Lovibond tintometer scale or its equiv-
alent.

(June 25, 1938, ch. 675, §407, as added Mar. 16,
1950, ch. 61, §3(c), 64 Stat. 20.)

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Act Mar. 16, 1950, ch. 61, §7, 64 Stat. 22, provided that:
“This Act [enacting this section and sections 347a and
347b of this title and amending sections 331 and 342 of
this title and sections 45 and 55 of Title 15, Commerce
and Trade] shall become effective on July 1, 1950.”

TRANSFER OF APPROPRIATIONS

Act Mar. 16, 1950, ch. 61, §5, 64 Stat. 22, provided that:
““So much of the unexpended balances of appropria-
tions, allocations, or other funds (including funds avail-
able for the fiscal year ending June 30, 1950) for the use
of the Bureau of Internal Revenue of the Treasury De-
partment in the exercise of functions under the Oleo-
margarine Tax Act (26 U.S.C., §2300, subchapter A) [now
section 4591 et seq. of Title 26, Internal Revenue Code],
as the Director of the Bureau of the Budget [now Direc-
tor of the Office of Management and Budget] may de-
termine, shall be transferred to the Federal Security
Agency (Food and Drug Administration) [now the De-
partment of Health and Human Services] for use in the
enforcement of this Act [see Effective Date note
above].”

§347a. Congressional declaration of policy re-
garding oleomargarine sales

The Congress hereby finds and declares that
the sale, or the serving in public eating places,
of colored oleomargarine or colored margarine
without clear identification as such or which is
otherwise adulterated or misbranded within the
meaning of the Federal Food, Drug, and Cos-
metic Act [21 U.S.C. 301 et seq.] depresses the
market in interstate commerce for butter and
for oleomargarine or margarine clearly identi-
fied and neither adulterated nor misbranded,
and constitutes a burden on interstate com-
merce in such articles. Such burden exists, irre-
spective of whether such oleomargarine or mar-
garine originates from an interstate source or
from the State in which it is sold.

(Mar. 16, 1950, ch. 61, §3(a), 64 Stat. 20.)

Editorial Notes
REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred
to in text, is act June 25, 1938, ch. 675, 52 Stat. 1040,
which is classified generally to this chapter. For com-
plete classification of this Act to the Code, see section
301 of this title and Tables.

CODIFICATION

Section was not enacted as part of the Federal Food,
Drug, and Cosmetic Act which comprises this chapter.
Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Section effective July 1, 1950, see section 7 of act Mar.
16, 1950, set out as a note under section 347 of this title.
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§ 347b. Contravention of State laws

Nothing in this Act shall be construed as au-
thorizing the possession, sale, or serving of col-
ored oleomargarine or colored margarine in any
State or Territory in contravention of the laws
of such State or Territory.

(Mar. 16, 1950, ch. 61, §6, 64 Stat. 22.)

Editorial Notes

REFERENCES IN TEXT

This Act, referred to in text, is act Mar. 16, 1950, ch.
61, 64 Stat. 20, which is classified to sections 331, 342, 347
to 347b of this title, and sections 45 and 55 of Title 15,
Commerce and Trade. For complete classification of
this Act to the Code, see Tables.

CODIFICATION

Section was not enacted as part of the Federal Food,
Drug, and Cosmetic Act which comprises this chapter.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Section effective July 1, 1950, see section 7 of act Mar.
16, 1950, set out as a note under section 347 of this title.

§ 348. Food additives

(a) Unsafe food additives; exception for con-
formity with exemption or regulation

A food additive shall, with respect to any par-
ticular use or intended use of such additives, be
deemed to be unsafe for the purposes of the ap-
plication of clause (2)(C) of section 342(a) of this
title, unless—

(1) it and its use or intended use conform to
the terms of an exemption which is in effect
pursuant to subsection (j) of this section;

(2) there is in effect, and it and its use or in-
tended use are in conformity with, a regula-
tion issued under this section prescribing the
conditions under which such additive may be
safely used; or

(3) in the case of a food additive as defined
in this chapter that is a food contact sub-
stance, there is—

(A) in effect, and such substance and the
use of such substance are in conformity
with, a regulation issued under this section
prescribing the conditions under which such
additive may be safely used; or

(B) a notification submitted under sub-
section (h) that is effective.

While such a regulation relating to a food addi-
tive, or such a notification under subsection
(h)(1) relating to a food additive that is a food
contact substance, is in effect, and has not been
revoked pursuant to subsection (i), a food shall
not, by reason of bearing or containing such a
food additive in accordance with the regulation
or notification, be considered adulterated under
section 342(a)(1) of this title.

(b) Petition for regulation prescribing conditions
of safe use; contents; description of produc-
tion methods and controls; samples; notice of
regulation

(1) Any person may, with respect to any in-

tended use of a food additive, file with the Sec-
retary a petition proposing the issuance of a
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regulation prescribing the conditions under
which such additive may be safely used.

(2) Such petition shall, in addition to any ex-
planatory or supporting data, contain—

(A) the name and all pertinent information

concerning such food additive, including,
where available, its chemical identity and
composition;

(B) a statement of the conditions of the pro-
posed use of such additive, including all direc-
tions, recommendations, and suggestions pro-
posed for the use of such additive, and includ-
ing specimens of its proposed labeling;

(C) all relevant data bearing on the physical
or other technical effect such additive is in-
tended to produce, and the quantity of such
additive required to produce such effect;

(D) a description of practicable methods for
determining the quantity of such additive in
or on food, and any substance formed in or on
food, because of its use; and

(E) full reports of investigations made with
respect to the safety for use of such additive,
including full information as to the methods
and controls used in conducting such inves-
tigations.

(3) Upon request of the Secretary, the peti-
tioner shall furnish (or, if the petitioner is not
the manufacturer of such additive, the peti-
tioner shall have the manufacturer of such addi-
tive furnish, without disclosure to the peti-
tioner) a full description of the methods used in,
and the facilities and controls used for, the pro-
duction of such additive.

(4) Upon request of the Secretary, the peti-
tioner shall furnish samples of the food additive
involved, or articles used as components thereof,
and of the food in or on which the additive is
proposed to be used.

(5) Notice of the regulation proposed by the
petitioner shall be published in general terms by
the Secretary within thirty days after filing.

(¢) Approval or denial of petition; time for
issuance of order; evaluation of data; factors

(1) The Secretary shall—

(A) by order establish a regulation (whether
or not in accord with that proposed by the pe-
titioner) prescribing, with respect to one or
more proposed uses of the food additive in-
volved, the conditions under which such addi-
tive may be safely used (including, but not
limited to, specifications as to the particular
food or classes of food in or in which such ad-
ditive may be used, the maximum quantity
which may be used or permitted to remain in
or on such food, the manner in which such ad-
ditive may be added to or used in or on such
food, and any directions or other labeling or
packaging requirements for such additive
deemed necessary by him to assure the safety
of such use), and shall notify the petitioner of
such order and the reasons for such action; or

(B) by order deny the petition, and shall no-
tify the petitioner of such order and of the
reasons for such action.

(2) The order required by paragraph (1)(A) or
(B) of this subsection shall be issued within
ninety days after the date of filing of the peti-
tion, except that the Secretary may (prior to
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such ninetieth day), by written notice to the pe-
titioner, 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.

(3) No such regulation shall issue if a fair eval-
uation of the data before the Secretary—

(A) fails to establish that the proposed use of
the food additive, under the conditions of use
to be specified in the regulation, will be safe:
Provided, That no additive shall be deemed to
be safe if it is found to induce cancer when in-
gested by man or animal, or if it is found,
after tests which are appropriate for the eval-
uation of the safety of food additives, to in-
duce cancer in man or animal, except that this
proviso shall not apply with respect to the use
of a substance as an ingredient of feed for ani-
mals which are raised for food production, if
the Secretary finds (i) that, under the condi-
tions 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 in-
tended, and (ii) that no residue of the additive
will be found (by methods of examination pre-
scribed or approved by the Secretary by regu-
lations, which regulations shall not be subject
to subsections (f) and (g)) in any edible portion
of such animal after slaughter or in any food
yielded by or derived from the living animal;
or

(B) shows that the proposed use of the addi-
tive would promote deception of the consumer
in violation of this chapter or would otherwise
result in adulteration or in misbranding of
food within the meaning of this chapter.

(4) If, in the judgment of the Secretary, based
upon a fair evaluation of the data before him, a
tolerance limitation is required in order to as-
sure that the proposed use of an additive will be
safe, the Secretary—

(A) shall not fix such tolerance limitation at

a level higher than he finds to be reasonably

required to accomplish the physical or other

technical effect for which such additive is in-
tended; and

(B) shall not establish a regulation for such
proposed use if he finds upon a fair evaluation
of the data before him that such data do not
establish that such use would accomplish the
intended physical or other technical effect.

(5) In determining, for the purposes of this sec-
tion, whether a proposed use of a food additive
is safe, the Secretary shall consider among
other relevant factors—

(A) the probable consumption of the additive
and of any substance formed in or on food be-
cause of the use of the additive;

(B) the cumulative effect of such additive in
the diet of man or animals, taking into ac-
count any chemically or pharmacologically re-
lated substance or substances in such diet; and

(C) safety factors which in the opinion of ex-
perts qualified by scientific training and expe-
rience to evaluate the safety of food additives
are generally recognized as appropriate for the
use of animal experimentation data.
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(d) Regulation issued on Secretary’s initiative

The Secretary may at any time, upon his own
initiative, propose the issuance of a regulation
prescribing, with respect to any particular use
of a food additive, the conditions under which
such additive may be safely used, and the rea-
sons therefor. After the thirtieth day following
publication of such a proposal, the Secretary
may by order establish a regulation based upon
the proposal.

(e) Publication and effective date of orders

Any order, including any regulation estab-
lished by such order, issued under subsection (c)
or (d) of this section, shall be published and
shall be effective upon publication, but the Sec-
retary may stay such effectiveness if, after
issuance of such order, a hearing is sought with
respect to such order pursuant to subsection (f).
(f) Objections and public hearing; basis and con-

tents of order; statement

(1) Within thirty days after publication of an
order made pursuant to subsection (c) or (d) of
this section, any person adversely affected by
such an order may file objections thereto with
the Secretary, specifying with particularity the
provisions of the order deemed objectionable,
stating reasonable grounds therefor, and re-
questing a public hearing upon such objections.
The Secretary shall, after due notice, as prompt-
ly as possible hold such public hearing for the
purpose of receiving evidence relevant and ma-
terial to the issues raised by such objections. As
soon as practicable after completion of the hear-
ing, the Secretary shall by order act upon such
objections and make such order public.

(2) Such order shall be based upon a fair eval-
uation of the entire record at such hearing, and
shall include a statement setting forth in detail
the findings and conclusions upon which the
order is based.

(3) The Secretary shall specify in the order the
date on which it shall take effect, except that it
shall not be made to take effect prior to the
ninetieth day after its publication, unless the
Secretary finds that emergency conditions exist
necessitating an earlier effective date, in which
event the Secretary shall specify in the order
his findings as to such conditions.

(g) Judicial review

(1) In a case of actual controversy as to the va-
lidity of any order issued under subsection (f),
including any order thereunder with respect to
amendment or repeal of a regulation issued
under this section, any person who will be ad-
versely affected by such order may obtain judi-
cial review by filing in the United States Court
of Appeals for the circuit wherein such person
resides or has his principal place of business, or
in the United States Court of Appeals for the
District of Columbia Circuit, within sixty days
after the entry of such order, a petition praying
that the order be set aside in whole or in part.

(2) A copy of such petition shall be forthwith
transmitted by the clerk of the court to the Sec-
retary, or any officer designated by him for that
purpose, and thereupon the Secretary shall file
in the court the record of the proceedings on
which he based his order, as provided in section
2112 of title 28. Upon the filing of such petition
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the court shall have jurisdiction, which upon
the filing of the record with it shall be exclu-
sive, to affirm or set aside the order complained
of in whole or in part. Until the filing of the
record the Secretary may modify or set aside his
order. The findings of the Secretary with respect
to questions of fact shall be sustained if based
upon a fair evaluation of the entire record at
such hearing.

(3) The court, on such judicial review, shall
not sustain the order of the Secretary if he
failed to comply with any requirement imposed
on him by subsection (£)(2) of this section.

(4) If application is made to the court for leave
to adduce additional evidence, the court may
order such additional evidence to be taken be-
fore the Secretary and to be adduced upon the
hearing in such manner and upon such terms
and conditions as to the court may seem proper,
if such evidence is material and there were rea-
sonable grounds for failure to adduce such evi-
dence in the proceedings below. The Secretary
may modify his findings as to the facts and
order by reason of the additional evidence so
taken, and shall file with the court such modi-
fied findings and order.

(5) The judgment of the court affirming or set-
ting aside, in whole or in part, any order under
this section shall be final, subject to review by
the Supreme Court of the United States upon
certiorari or certification as provided in section
1254 of title 28. The commencement of pro-
ceedings under this section shall not, unless spe-
cifically ordered by the court to the contrary,
operate as a stay of an order.

(h) Notification relating to food contact sub-
stance

(1) Subject to such regulations as may be pro-
mulgated under paragraph (3), a manufacturer
or supplier of a food contact substance may, at
least 120 days prior to the introduction or deliv-
ery for introduction into interstate commerce of
the food contact substance, notify the Secretary
of the identity and intended use of the food con-
tact substance, and of the determination of the
manufacturer or supplier that the intended use
of such food contact substance is safe under the
standard described in subsection (c)(3)(A). The
notification shall contain the information that
forms the basis of the determination and all in-
formation required to be submitted by regula-
tions promulgated by the Secretary.

(2)(A) A notification submitted under para-
graph (1) shall become effective 120 days after
the date of receipt by the Secretary and the food
contact substance may be introduced or deliv-
ered for introduction into interstate commerce,
unless the Secretary makes a determination
within the 120-day period that, based on the data
and information before the Secretary, such use
of the food contact substance has not been
shown to be safe under the standard described in
subsection (¢)(3)(A), and informs the manufac-
turer or supplier of such determination.

(B) A decision by the Secretary to object to a
notification shall constitute final agency action
subject to judicial review.

(C) In this paragraph, the term ‘‘food contact
substance’ means the substance that is the sub-
ject of a notification submitted under paragraph
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(1), and does not include a similar or identical
substance manufactured or prepared by a person
other than the manufacturer identified in the
notification.

(3)(A) The process in this subsection shall be
utilized for authorizing the marketing of a food
contact substance except where the Secretary
determines that submission and review of a peti-
tion under subsection (b) is necessary to provide
adequate assurance of safety, or where the Sec-
retary and any manufacturer or supplier agree
that such manufacturer or supplier may submit
a petition under subsection (b).

(B) The Secretary is authorized to promulgate
regulations to identify the circumstances in
which a petition shall be filed under subsection
(b), and shall consider criteria such as the prob-
able consumption of such food contact substance
and potential toxicity of the food contact sub-
stance in determining the circumstances in
which a petition shall be filed under subsection
(b).
(4) The Secretary shall keep confidential any
information provided in a notification under
paragraph (1) for 120 days after receipt by the
Secretary of the notification. After the expira-
tion of such 120 days, the information shall be
available to any interested party except for any
matter in the notification that is a trade secret
or confidential commercial information.

(5)(A)(i) Except as provided in clause (ii), the
notification program established under this sub-
section shall not operate in any fiscal year un-
less—

(I) an appropriation equal to or exceeding
the applicable amount under clause (iv) is
made for such fiscal year for carrying out such
program in such fiscal year; and

(IT) the Secretary certifies that the amount
appropriated for such fiscal year for the Cen-
ter for Food Safety and Applied Nutrition of
the Food and Drug Administration (exclusive
of the appropriation referred to in subclause
(I)) equals or exceeds the amount appropriated
for the Center for fiscal year 1997, excluding
any amount appropriated for new programs.

(ii) The Secretary shall, not later than April 1,
1999, begin accepting and reviewing notifications
submitted under the notification program estab-
lished under this subsection if—

(I) an appropriation equal to or exceeding
the applicable amount under clause (iii) is
made for the last six months of fiscal year 1999
for carrying out such program during such pe-
riod; and

(IT) the Secretary certifies that the amount
appropriated for such period for the Center for
Food Safety and Applied Nutrition of the Food
and Drug Administration (exclusive of the ap-
propriation referred to in subclause (I)) equals
or exceeds an amount equivalent to one-half
the amount appropriated for the Center for fis-
cal year 1997, excluding any amount appro-
priated for new programs.

(iii) For the last six months of fiscal year 1999,
the applicable amount under this clause is
$1,500,000, or the amount specified in the budget
request of the President for the six-month pe-
riod involved for carrying out the notification
program in fiscal year 1999, whichever is less.
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(iv) For fiscal year 2000 and subsequent fiscal
years, the applicable amount under this clause
is $3,000,000, or the amount specified in the budg-
et request of the President for the fiscal year in-
volved for carrying out the notification program
under this subsection, whichever is less.

(B) For purposes of carrying out the notifica-
tion program under this subsection, there are
authorized to be appropriated such sums as may
be necessary for each of the fiscal years 1999
through fiscal year 2003, except that such au-
thorization of appropriations is not effective for
a fiscal year for any amount that is less than
the applicable amount under clause (iii) or (iv)
of subparagraph (A), whichever is applicable.

(C) Not later than April 1 of fiscal year 1998
and February 1 of each subsequent fiscal year,
the Secretary shall submit a report to the Com-
mittees on Appropriations of the House of Rep-
resentatives and the Senate, the Committee on
Commerce of the House of Representatives, and
the Committee on Labor and Human Resources
of the Senate that provides an estimate of the
Secretary of the costs of carrying out the notifi-
cation program established under this sub-
section for the next fiscal year.

(6) In this section, the term ‘‘food contact sub-
stance’ means any substance intended for use as
a component of materials used in manufac-
turing, packing, packaging, transporting, or
holding food if such use is not intended to have
any technical effect in such food.

(i) Amendment or repeal of regulations

The Secretary shall by regulation prescribe
the procedure by which regulations under the
foregoing provisions of this section may be
amended or repealed, and such procedure shall
conform to the procedure provided in this sec-
tion for the promulgation of such regulations.
The Secretary shall by regulation prescribe the
procedure by which the Secretary may deem a
notification under subsection (h) to no longer be
effective.

(j) Exemptions for investigational use

Without regard to subsections (b) to (i), inclu-
sive, of this section, the Secretary shall by regu-
lation provide for exempting from the require-
ments of this section any food additive, and any
food bearing or containing such additive, in-
tended solely for investigational use by qualified
experts when in his opinion such exemption is
consistent with the public health.

(k) Food additives intended for use in animal
food

(1) In taking action on a petition under sub-
section (c) for, or for recognition of, a food addi-
tive intended for use in animal food, the Sec-
retary shall review reports of investigations
conducted in foreign countries, provided by the
petitioner.

(2) Not later than 12 months after August 14,
2018, the Secretary shall post on the internet
website of the Food and Drug Administration—

(A) the number of petitions for food addi-
tives intended for use in animal food filed
under subsection (b) that are pending;

(B) how long each such petition submitted
under subsection (b) has been pending, includ-
ing such petitions the Secretary has extended
under subsection (¢)(2); and
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(C) the number of study protocols that have
been pending review for over 50 days, and the
number that have received an extension.

(3) In the case of a food additive petition in-
tended for use in animal food, the Secretary
shall provide information to the petitioner on
the required contents of such petition. If the
Secretary requires additional studies beyond
what the petitioner proposed, the Secretary
shall provide the scientific rationale for such re-
quirement.

(June 25, 1938, ch. 675, §409, as added Pub. L.
85-929, §4, Sept. 6, 1958, 72 Stat. 1785; amended
Pub. L. 86-546, §2, June 29, 1960, 74 Stat. 255; Pub.
L. 87-781, title I, §104(f)(1), Oct. 10, 1962, 76 Stat.
785; Pub. L. 98-620, title IV, §402(25)(B), Nov. 8,
1984, 98 Stat. 3359; Pub. L. 105-115, title III, §309,
Nov. 21, 1997, 111 Stat. 2354; Pub. L. 115-234, title
II1, §306(a), Aug. 14, 2018, 132 Stat. 2440.)

Editorial Notes
AMENDMENTS

2018—Subsec. (k). Pub. L. 115-234 added subsec. (k).

1997—Subsec. (a). Pub. L. 105-115, §309(a)(4), in closing
provisions, substituted ‘“While such a regulation relat-
ing to a food additive, or such a notification under sub-
section (h)(1) relating to a food additive that is a food
contact substance, is in effect, and has not been re-
voked pursuant to subsection (i), a food shall not, by
reason of bearing or containing such a food additive in
accordance with the regulation or notification, be con-
sidered adulterated under section 342(a)(1) of this
title.” for ‘“While such a regulation relating to a food
additive is in effect, a food shall not, by reason of bear-
ing or containing such an additive in accordance with
the regulation, be considered adulterated within the
meaning of clause (1) of section 342(a) of this title.”

Subsec. (a)(1). Pub. L. 105-115, §309(a)(1), substituted
“‘subsection (j)’ for ‘“‘subsection (i)”.

Subsec. (a)(3). Pub. L. 105-115, §309(a)(1)(B), (2), (3),
added par. (3).

Subsec. (h). Pub. L. 105-115, §309(b)(2), added subsec.
(h). Former subsec. (h) redesignated (i).

Subsec. (i). Pub. L. 105-115, §309(b)(1), (3), redesig-
nated subsec. (h) as (i) and inserted at end ‘“The Sec-
retary shall by regulation prescribe the procedure by
which the Secretary may deem a notification under
subsection (h) to no longer be effective.”’

Subsec. (j). Pub. L. 105-115, §309(b)(1), (4), redesig-
nated subsec. (i) as (j) and substituted ‘‘subsections (b)
to (i)’ for ‘‘subsections (b) to (h)”.

1984—Subsec. (g)(2). Pub. L. 98-620 struck out provi-
sion that required the court to advance on the docket
and expedite the disposition of all causes filed therein
pursuant to this section.

1962—Subsec. (¢)(3)(A). Pub. L. 87-781 excepted proviso
from applying to use of a substance as an ingredient of
feed for animals raised for food production, if under
conditions of use specified in proposed labeling, and
which conditions are reasonably certain to be followed
in practice, such additive will not adversely affect the
animals and no residue will be found in any edible por-
tion of such animal after slaughter, or in any food from
the living animal.

1960—Subsec. (g)(2). Pub. L. 86-546 substituted ‘‘forth-
with transmitted by the clerk of the court to the Sec-
retary, or any officer’” for ‘‘served upon the Secretary,
or upon any officer’’, ‘‘shall file in the court the record
of the proceedings on which he based his order, as pro-
vided in section 2112 of title 28" for ‘‘shall certify and
file in the court a transcript of the proceedings and the
record on which he based his order’’, and ‘“Upon the fil-
ing of such petition the court shall have jurisdiction,
which upon the filing of the record with it shall be ex-
clusive,” for ‘“Upon such filing, the court shall have ex-
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clusive jurisdiction”, and inserted sentence authorizing
the Secretary to modify or set aside his order until the
filing of the record.

Statutory Notes and Related Subsidiaries
CHANGE OF NAME

Committee on Commerce of House of Representatives
changed to Committee on Energy and Commerce of
House of Representatives, and jurisdiction over matters
relating to securities and exchanges and insurance gen-
erally transferred to Committee on Financial Services
of House of Representatives by House Resolution No. 5,
One Hundred Seventh Congress, Jan. 3, 2001.

Committee on Labor and Human Resources of Senate
changed to Committee on Health, Education, Labor,
and Pensions of Senate by Senate Resolution No. 20,
One Hundred Sixth Congress, Jan. 19, 1999.

EFFECTIVE DATE OF 1997 AMENDMENT

Amendment by Pub. L. 105-115 effective 90 days after
Nov. 21, 1997, except as otherwise provided, see section
501 of Pub. L. 105-115, set out as a note under section 321
of this title.

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
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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 deco-
rating 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. 95203, §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. 9742, §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
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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. 300£(4))) but
not in water used for bottled drinking water.
The effective date for any such standard of qual-
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
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(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.)

Editorial Notes
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), 83 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).

Statutory Notes and Related Subsidiaries
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 Aug.
6, 1996, the Administrator of the Food and Drug Admin-
istration would publish for public notice and comment
a draft study on the feasibility of appropriate methods,
if any, of informing customers of the contents of bot-
tled water, and publish a final study not later than 30
months after Aug. 6, 1996.

§ 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, max-
imum 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 nat-
ural or synthetic vitamin or mineral (or com-
bination thereof) as a drug solely because it
exceeds the level of potency which the Sec-
retary determines is nutritionally rational or
useful;

(C) the Secretary may not limit, under sec-
tion 321(n), 341, or 343 of this title, the com-
bination or number of any synthetic or nat-
ural—

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

within a food to which this section applies.
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(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,! 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
are not dietary supplement ingredients de-
scribed in section 321(ff) of this title (i) except as
a part of a list of all the ingredients of such
food, and (ii) unless such ingredients are listed
in accordance with applicable regulations under
section 343 of this title. To the extent that com-
pliance with clause (i) of this subparagraph is
impracticable or results in deception or unfair
competition, exemptions shall be established by
regulations promulgated by the Secretary.

(c) Definitions

(1) For purposes of this section, the term ‘‘food
to which this section applies’” means a food for
humans which is a food for special dietary use—

(A) which is or contains any natural or syn-
thetic vitamin or mineral, and
(B) which—

(i) is intended for ingestion in tablet, cap-
sule, powder, softgel, gelcap, or liquid form,
or

(ii) if not intended for ingestion in such a
form, is not represented as conventional
food and is not represented for use as a sole
item of a meal or of the diet.

(2) For purposes of paragraph (1)(B)(i), a food
shall be considered as intended for ingestion in
liquid form only if it is formulated in a fluid
carrier and it is intended for ingestion in daily
quantities measured in drops or similar small
units of measure.

(3) For purposes of paragraph (1) and of section
343(j) of this title insofar as that section is ap-
plicable to food to which this section applies,
the term ‘‘special dietary use’ as applied to food
used by man means a particular use for which a
food purports or is represented to be used, in-
cluding but not limited to the following:

(A) Supplying a special dietary need that ex-
ists by reason of a physical, physiological,
pathological, or other condition, including but
not limited to the condition of disease, con-
valescence, pregnancy, lactation, infancy, al-
lergic hypersensitivity to food, underweight,
overweight, or the need to control the intake
of sodium.

(B) Supplying a vitamin, mineral, or other
ingredient for use by man to supplement his
diet by increasing the total dietary intake.

180 in original. Probably should be ‘‘paragraph’.
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(C) Supplying a special dietary need by rea-
son of being a food for use as the sole item of
the diet.

(June 25, 1938, ch. 675, §411, as added Pub. L.
94-278, title V, §501(a), Apr. 22, 1976, 90 Stat. 410;
amended Pub. L. 103-417, §§3(c), 7(d), Oct. 25,
1994, 108 Stat. 4328, 4331.)

Editorial Notes

AMENDMENTS

1994—Subsec. (b)(2). Pub. L. 103-417, §7(d), redesig-
nated subpar. (A) as par. (2), substituted ‘‘dietary sup-
plement ingredients described in section 321(ff) of this
title” for ‘‘vitamins or minerals’”, and struck out
former subpar. (B), which read as follows: ‘‘Notwith-
standing the provisions of subparagraph (A), the label-
ing and advertising for any food to which this section
applies may not give prominence to or emphasize ingre-
dients which are not—
‘(i) vitamins,
‘“(ii) minerals, or
‘‘(iii) represented as a source of vitamins or min-
erals.”
Subsec. (¢)(1)(B)(1). Pub. L. 103417, §3(c)(1), inserted
‘“‘powder, softgel, gelcap,” after ‘‘capsule,”.
Subsec. (¢)(1)(B)(ii). Pub. L. 103-417, §3(c)(2), struck
out ‘‘does not simulate and’’ after ‘‘in such a form,”’.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1994 AMENDMENT

For provision that dietary supplements may be la-
beled after Oct. 25, 1994, in accordance with amend-
ments made by section 7(d) of Pub. L. 103-417, and shall
be so labeled after Dec. 31, 1996, see section 7(e) of Pub.
L. 103417, set out as a note under section 343 of this
title.

AMENDMENT OF INCONSISTENT REGULATIONS BY
SECRETARY

Pub. L. 94-278, title V, §501(b), Apr. 22, 1976, 90 Stat.
411, as amended by Pub. L. 96-88, title V, §509(b), Oct.
17, 1979, 93 Stat. 695, provided that: ‘“The Secretary of
Health and Human Services shall amend any regulation
promulgated under the Federal Food, Drug, and Cos-
metic Act [this chapter] which is inconsistent with sec-
tion 411 of such Act [section 350 of this title] (as added
by subsection (a)) and such amendments shall be pro-
mulgated in accordance with section 553 of title b5,
United States Code.”

§ 350a. Infant formulas
(a) Adulteration

An infant formula, including an infant for-
mula powder, shall be deemed to be adulterated
if—

(1) such infant formula does not provide nu-
trients as required by subsection (i),

(2) such infant formula does not meet the
quality factor requirements prescribed by the
Secretary under subsection (b)(1), or

(3) the processing of such infant formula is
not in compliance with the good manufac-
turing practices and the quality control proce-
dures prescribed by the Secretary under sub-
section (b)(2).

(b) Requirements for quality factors, good manu-
facturing practices, and retention of records

(1) The Secretary shall by regulation establish
requirements for quality factors for infant for-
mulas to the extent possible consistent with
current scientific knowledge, including quality
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factor requirements for the nutrients required
by subsection (i).

(2)(A) The Secretary shall by regulation estab-
lish good manufacturing practices for infant for-
mulas, including quality control procedures that
the Secretary determines are necessary to as-
sure that an infant formula provides nutrients
in accordance with this subsection and sub-
section (i) and is manufactured in a manner de-
signed to prevent adulteration of the infant for-
mula.

(B) The good manufacturing practices and
quality control procedures prescribed by the
Secretary under subparagraph (A) shall include
requirements for—

(i) the testing, in accordance with paragraph
(3) and by the manufacturer of an infant for-
mula or an agent of such manufacturer, of
each batch of infant formula for each nutrient
required by subsection (i) before the distribu-
tion of such batch,

(ii) regularly scheduled testing, by the man-
ufacturer of an infant formula or an agent of
such manufacturer, of samples of infant for-
mulas during the shelf life of such formulas to
ensure that such formulas are in compliance
with this section,

(iii) in-process controls including, where
necessary, testing required by good manufac-
turing practices designed to prevent adultera-
tion of each batch of infant formula, and

(iv) the conduct by the manufacturer of an
infant formula or an agent of such manufac-
turer of regularly scheduled audits to deter-
mine that such manufacturer has complied
with the regulations prescribed under subpara-
graph (A).

In prescribing requirements for audits under
clause (iv), the Secretary shall provide that such
audits be conducted by appropriately trained in-
dividuals who do not have any direct responsi-
bility for the manufacture or production of in-
fant formula.

(3)(A) At the final product stage, each batch of
infant formula shall be tested for vitamin A, vi-
tamin B1, vitamin C, and vitamin E to ensure
that such infant formula is in compliance with
the requirements of this subsection and sub-
section (i) relating to such vitamins.

(B) Each nutrient premix used in the manufac-
ture of an infant formula shall be tested for each
relied upon nutrient required by subsection (i)
which is contained in such premix to ensure that
such premix is in compliance with its specifica-
tions or certifications by a premix supplier.

(C) During the manufacturing process or at
the final product stage and before distribution
of an infant formula, an infant formula shall be
tested for all nutrients required to be included
in such formula by subsection (i) for which test-
ing has not been conducted pursuant to subpara-
graph (A) or (B). Testing under this subpara-
graph shall be conducted to—

(i) ensure that each batch of such infant for-
mula is in compliance with the requirements
of subsection (i) relating to such nutrients,
and

(ii) confirm that nutrients contained in any
nutrient premix used in such infant formula
are present in each batch of such infant for-
mula in the proper concentration.
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(D) If the Secretary adds a nutrient to the list
of nutrients in the table in subsection (i), the
Secretary shall by regulation require that the
manufacturer of an infant formula test each
batch of such formula for such new nutrient in
accordance with subparagraph (A), (B), or (C).

(E) For purposes of this paragraph, the term
“final product stage’” means the point in the
manufacturing process, before distribution of an
infant formula, at which an infant formula is
homogenous and is not subject to further deg-
radation.

(4)(A) The Secretary shall by regulation estab-
lish requirements respecting the retention of
records. Such requirements shall provide for—

(i) the retention of all records necessary to
demonstrate compliance with the good manu-
facturing practices and quality control proce-
dures prescribed by the Secretary under para-
graph (2), including records containing the re-
sults of all testing required under paragraph

(2)(B),

(ii) the retention of all certifications or
guarantees of analysis by premix suppliers,

(iii) the retention by a premix supplier of all
records necessary to confirm the accuracy of
all premix certifications and guarantees of
analysis,

(iv) the retention of—

(I) all records pertaining to the micro-
biological quality and purity of raw mate-
rials used in infant formula powder and in
finished infant formula, and

(IT) all records pertaining to food pack-
aging materials which show that such mate-
rials do not cause an infant formula to be
adulterated within the meaning of section
342(a)(2)(C) of this title,

(v) the retention of all records of the results
of regularly scheduled audits conducted pursu-
ant to the requirements prescribed by the Sec-
retary under paragraph (2)(B)(iv), and

(vi) the retention of all complaints and the
maintenance of files with respect to, and the
review of, complaints concerning infant for-
mulas which may reveal the possible existence
of a hazard to health.

(B)(i) Records required under subparagraph (A)
with respect to an infant formula shall be re-
tained for at least one year after the expiration
of the shelf life of such infant formula. Except
as provided in clause (ii), such records shall be
made available to the Secretary for review and
duplication upon request of the Secretary.

(ii) A manufacturer need only provide written
assurances to the Secretary that the regularly
scheduled audits required by paragraph (2)(B)@iv)
are being conducted by the manufacturer, and
need not make available to the Secretary the
actual written reports of such audits.

(c) Registration of persons distributing new in-
fant formula

(1) No person shall introduce or deliver for in-
troduction into interstate commerce any new
infant formula unless—

(A) such person has, before introducing such
new infant formula, or delivering such new in-
fant formula for introduction, into interstate
commerce, registered with the Secretary the
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name of such person, the place of business of
such person, and all establishments at which
such person intends to manufacture such new
infant formula, and

(B) such person has at least 90 days before
marketing such new infant formula, made the
submission to the Secretary required by sub-
section (¢)(1).

(2) For purposes of paragraph (1), the term
“new infant formula’ includes—

(A) an infant formula manufactured by a
person which has not previously manufactured
an infant formula, and

(B) an infant formula manufactured by a
person which has previously manufactured in-
fant formula and in which there is a major
change, in processing or formulation, from a
current or any previous formulation produced
by such manufacturer.

For purposes of this paragraph, the term ‘‘major

change’ has the meaning given to such term in

section 106.30(c)(2) of title 21, Code of Federal

Regulations (as in effect on August 1, 1986), and

guidelines issued thereunder.

(d) Submission of information about new infant
formula required

(1) A person shall, with respect to any infant
formula subject to subsection (c), make a sub-
mission to the Secretary which shall include—

(A) the quantitative formulation of the in-
fant formula,

(B) a description of any reformulation of the
formula or change in processing of the infant
formula,

(C) assurances that the infant formula will
not be marketed unless it meets the require-
ments of subsections (b)(1) and (i), as dem-
onstrated by the testing required under sub-
section (b)(3), and

(D) assurances that the processing of the in-
fant formula complies with subsection (b)(2).

(2) After the first production of an infant for-
mula subject to subsection (c), and before the in-
troduction into interstate commerce of such for-
mula, the manufacturer of such formula shall
submit to the Secretary, in such form as may be
prescribed by the Secretary, a written
verification which summarizes test results and
records demonstrating that such formula com-
plies with the requirements of subsections (b)(1),
®d@)(A), O@)BYE), ((b)2)(B)(il), (1IB)(A),
(0)(3)(C), and (i).

(3) If the manufacturer of an infant formula
for commercial or charitable distribution for
human consumption determines that a change
in the formulation of the formula or a change in
the processing of the formula may affect wheth-
er the formula is adulterated under subsection
(a), the manufacturer shall, before the first
processing of such formula, make the submis-
sion to the Secretary required by paragraph (1).
(e) Additional notice requirements for manufac-

turer

(1) If the manufacturer of an infant formula
has knowledge which reasonably supports the
conclusion that an infant formula which has
been processed by the manufacturer and which
has left an establishment subject to the control
of the manufacturer—
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(A) may not provide the nutrients required
by subsection (i), or

(B) may be otherwise adulterated or mis-
branded,

the manufacturer shall promptly notify the Sec-
retary of such knowledge. If the Secretary de-
termines that the infant formula presents a risk
to human health, the manufacturer shall imme-
diately take all actions necessary to recall ship-
ments of such infant formula from all wholesale
and retail establishments, consistent with recall
regulations and guidelines issued by the Sec-
retary.

(2) For purposes of paragraph (1), the term
““knowledge” as applied to a manufacturer
means (A) the actual knowledge that the manu-
facturer had, or (B) the knowledge which a rea-
sonable person would have had under like cir-
cumstances or which would have been obtained
upon the exercise of due care.

(f) Procedures applicable to recalls by manufac-
turer; regulatory oversight

(1) If a recall of infant formula is begun by a
manufacturer, the recall shall be carried out in
accordance with such requirements as the Sec-
retary shall prescribe under paragraph (2) and—

(A) the Secretary shall, not later than the
15th day after the beginning of such recall and
at least once every 15 days thereafter until the
recall is terminated, review the actions taken
under the recall to determine whether the re-
call meets the requirements prescribed under
paragraph (2), and

(B) the manufacturer shall, not later than
the 14th day after the beginning of such recall
and at least once every 14 days thereafter
until the recall is terminated, report to the

Secretary the actions taken to implement the

recall.

(2) The Secretary shall by regulation prescribe
the scope and extent of recalls of infant for-
mulas necessary and appropriate for the degree
of risks to human health presented by the for-
mula subject to the recall.

(3) The Secretary shall by regulation require
each manufacturer of an infant formula who be-
gins a recall of such formula because of a risk to
human health to request each retail establish-
ment at which such formula is sold or available
for sale to post at the point of purchase of such
formula a notice of such recall at such establish-
ment for such time that the Secretary deter-
mines necessary to inform the public of such re-
call.

(g) Recordkeeping requirements for manufac-
turer; regulatory oversight and enforcement

(1) Bach manufacturer of an infant formula
shall make and retain such records respecting
the distribution of the infant formula through
any establishment owned or operated by such
manufacturer as may be necessary to effect and
monitor recalls of the formula. Such records
shall be retained for at least one year after the
expiration of the shelf life of the infant formula.

(2) To the extent that the Secretary deter-
mines that records are not being made or main-
tained in accordance with paragraph (1), the
Secretary may by regulation prescribe the rec-
ords required to be made under paragraph (1)
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and requirements respecting the retention of
such records under such paragraph. Such regula-
tions shall take effect on such date as the Sec-
retary prescribes but not sooner than the 180th
day after the date such regulations are promul-
gated. Such regulations shall apply only with
respect to distributions of infant formulas made
after such effective date.

(h) Exemptions; regulatory oversight

(1) Any infant formula which is represented
and labeled for use by an infant—
(A) who has an inborn error of metabolism
or a low birth weight, or
(B) who otherwise has an unusual medical or
dietary problem,

is exempt from the requirements of subsections
(a), (b), and (c). The manufacturer of an infant
formula exempt under this paragraph shall, in
the case of the exempt formula, be required to
provide the notice required by subsection (e)(1)
only with respect to adulteration or mis-
branding described in subsection (e)(1)(B) and to
comply with the regulations prescribed by the
Secretary under paragraph (2).

(2) The Secretary may by regulation establish
terms and conditions for the exemption of an in-
fant formula from the requirements of sub-
sections (a), (b), and (¢). An exemption of an in-
fant formula under paragraph (1) may be with-
drawn by the Secretary if such formula is not in
compliance with applicable terms and condi-
tions prescribed under this paragraph.

(i) Nutrient requirements

(1) An infant formula shall contain nutrients
in accordance with the table set out in this sub-
section or, if revised by the Secretary under
paragraph (2), as so revised.

(2) The Secretary may by regulation—

(A) revise the list of nutrients in the table in
this subsection, and

(B) revise the required level for any nutrient
required by the table.

NUTRIENTS
Nutrient Minimum# Maximum
Protein (gm) ............ 1.8 4.5.
Fat:
SIM oo, 3.3 6.0.
percent cal 30.0 54.0
Essential fatty acid
(linoleate):
percent cal ............ 2.7 s
ME eniieieriraneeenanans 300.0 e
Vitamins:
AU) oo 250.0 (75 pug)e ..... 750.0 (225
ug).c
40.0 100.0.
4.0
0.7 (with 0.7
IU/gm
linoleic
acid).
C (ascorbic acid) 8.0 i
(mg).
B; (thiamine) (ug) 40.0 e,
B, (riboflavin) (ug) 60.0 .
Bs (pyridoxine) (ug) 35.0 (with 15 pg/
gm of
protein
in for-
mula).
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NUTRIENTS—Continued

Nutrient Minimum & Maximuma
Biz () evverenenienenenn
Niacin (ug) .
Folic acid (ug) .
Pantothenic acid 300.0
(ug).
Biotin (Ug) ..evueenenns 1.54
Choline (mg) . . 7.04
Inositol (mg) ......... 4.04
Minerals:
Calcium (mg) ........ 50.0¢
Phosphorus (mg) ... 25.0¢
Magnesium (mg) ... 6.0
Iron (mg) .. 0.15
Todine (ug) 5.0
Zinc (mg) .... 0.5
Copper (Ug) .... 60.0
Manganese (Ug) ..... 5.0
Sodium (mg) ......... 20.0
Potassium (mg) ..... 80.0
Chloride (mg) ........ 55.0

aStated per 100 kilocalories.

PThe source of protein shall be at least nutritionally equiva-
lent to casein.

cRetinol equivalents.

dRequired to be included in this amount only in formulas
which are not milk-based.

eCalcium to phosphorus ratio must be no less than 1.1 nor
more than 2.0.

(June 25, 1938, ch. 675, §412, as added Pub. L.
96-359, §2, Sept. 26, 1980, 94 Stat. 1190; amended
Pub. L. 99-570, title IV, §4014(a), (b)(1), Oct. 27,
1986, 100 Stat. 3207-116, 3207-120; Pub. L. 103-80,
§3(0), Aug. 13, 1993, 107 Stat. 777.)

Editorial Notes

AMENDMENTS

1993—Subsec. (h)(1). Pub. L. 103-80 substituted
“(e)(1)(B)” for ““(c)(1)(B),” in concluding provisions.

1986—Subsecs. (a) to (d). Pub. L. 99-570, §4014(a)(7),
added subsecs. (a) to (d) and struck out former subsecs.
(a) relating to adulteration and regulatory oversight,
(b) relating to notice to the Secretary by a manufac-
turer and requirements and scope of that notice, (c) re-
lating to additional notice requirements for the manu-
facturer, and (d) relating to procedures applicable to
recalls by a manufacturer.

Subsecs. (e), (f). Pub. L. 99-570, §4014(a)(1), (7), added
subsecs. (e) and (f) and redesignated former subsecs. (e)
and (f) as (g) and (h), respectively.

Subsec. (g). Pub. L. 99-570, §4014(a)(1), (2), redesig-
nated subsec. (e) as (g) and substituted ‘‘Such records
shall be retained for at least one year after the expira-
tion of the shelf life of the infant formula” for ‘“No
manufacturer shall be required under this subsection to
retain any record respecting the distribution of an in-
fant formula for a period of longer than 2 years from
the date the record was made’’. Former subsec. (g) re-
designated (i).

Subsec. (h). Pub. L. 99-570, §4014(a)(1), redesignated
subsec. (f) as (h).

Subsec. (h)(1). Pub. L. 99-570, §4014(a)(3), (4), sub-
stituted ‘‘(a), (b), and (¢)” for ‘“‘(a) and (b)”’ and “‘(e)(1)”
for “(c)(1)”.

Pub. L. 99-570, §4014(a)(5), which directed that
“(d)(1)(B)” be substituted for ““(e)(1)(B)”’ in second sen-
tence could not be executed because ‘“‘(e)(1)(B)”’ did not
appear. See 1993 Amendment note above.

Subsec. (h)(2). Pub. L. 99-570, §4014(a)(6), substituted
“(a), (b), and (¢)” for “(a) and (b)”.

Subsec. (i). Pub. L. 99-570, §4014(a)(1), (b)(1), redesig-
nated subsec. (g) as (i), designated existing provisions
as par. (1), substituted ‘‘paragraph (2) for ‘‘subsection
(a)(2) of this section”, substituted a period for the colon
after ‘‘as so revised’’, and added par. (2).
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Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1980 AMENDMENT

Pub. L. 96-359, §6, Sept. 26, 1980, 94 Stat. 1193, provided
that: ‘“Section 412 of the Federal Food, Drug, and Cos-
metic Act (added by section 2) [this section] shall apply
with respect to infant formulas manufactured on or
after the 90th day after the date of the enactment of
this Act [Sept. 26, 1980].”

§350b. New dietary ingredients

(a) In general

A dietary supplement which contains a new di-
etary ingredient shall be deemed adulterated
under section 342(f) of this title unless it meets
one of the following requirements:

(1) The dietary supplement contains only di-
etary ingredients which have been present in
the food supply as an article used for food in
a form in which the food has not been chemi-
cally altered.

(2) There is a history of use or other evi-
dence of safety establishing that the dietary
ingredient when used under the conditions rec-
ommended or suggested in the labeling of the
dietary supplement will reasonably be ex-
pected to be safe and, at least 75 days before
being introduced or delivered for introduction
into interstate commerce, the manufacturer
or distributor of the dietary ingredient or die-
tary supplement provides the Secretary with
information, including any citation to pub-
lished articles, which is the basis on which the
manufacturer or distributor has concluded
that a dietary supplement containing such di-
etary ingredient will reasonably be expected
to be safe.

The Secretary shall keep confidential any infor-
mation provided under paragraph (2) for 90 days
following its receipt. After the expiration of
such 90 days, the Secretary shall place such in-
formation on public display, except matters in
the information which are trade secrets or oth-
erwise confidential, commercial information.

(b) Petition

Any person may file with the Secretary a peti-
tion proposing the issuance of an order pre-
scribing the conditions under which a new die-
tary ingredient under its intended conditions of
use will reasonably be expected to be safe. The
Secretary shall make a decision on such petition
within 180 days of the date the petition is filed
with the Secretary. For purposes of chapter 7 of
title 5, the decision of the Secretary shall be
considered final agency action.

(c) Notification
(1) In general

If the Secretary determines that the infor-
mation in a new dietary ingredient notifica-
tion submitted under this section for an arti-
cle purported to be a new dietary ingredient is
inadequate to establish that a dietary supple-
ment containing such article will reasonably
be expected to be safe because the article may
be, or may contain, an anabolic steroid or an
analogue of an anabolic steroid, the Secretary
shall notify the Drug Enforcement Adminis-
tration of such determination. Such notifica-
tion by the Secretary shall include, at a min-
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imum, the name of the dietary supplement or
article, the name of the person or persons who
marketed the product or made the submission
of information regarding the article to the
Secretary under this section, and any contact
information for such person or persons that
the Secretary has.

(2) Definitions

For purposes of this subsection—

(A) the term ‘‘anabolic steroid’” has the
meaning given such term in section 802(41) of
this title; and

(B) the term ‘‘analogue of an anabolic ster-
oid” means a substance whose chemical
structure is substantially similar to the
chemical structure of an anabolic steroid.

(d) “New dietary ingredient” defined

For purposes of this section, the term ‘‘new di-
etary ingredient” means a dietary ingredient
that was not marketed in the United States be-
fore October 15, 1994 and does not include any di-
etary ingredient which was marketed in the
United States before October 15, 1994.

(June 25, 1938, ch. 675, §413, as added Pub. L.
103-417, §8, Oct. 25, 1994, 108 Stat. 4331; amended
Pub. L. 111-353, title I, §113(a), Jan. 4, 2011, 124
Stat. 3920.)

Editorial Notes
AMENDMENTS

2011—Subsecs. (c¢), (d). Pub. L. 111-353 added subsec.
(c) and redesignated former subsec. (c) as (d).

Statutory Notes and Related Subsidiaries
GUIDANCE

Pub. L. 111-353, title I, §113(b), Jan. 4, 2011, 124 Stat.
3921, provided that: ‘“Not later than 180 days after the
date of enactment of this Act [Jan. 4, 2011], the Sec-
retary shall publish guidance that clarifies when a die-
tary supplement ingredient is a new dietary ingredient,
when the manufacturer or distributor of a dietary in-
gredient or dietary supplement should provide the Sec-
retary with information as described in section 413(a)(2)
of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
350b(a)(2)], the evidence needed to document the safety
of new dietary ingredients, and appropriate methods for
establishing the identify [sic] of a new dietary ingre-
dient.”

CONSTRUCTION OF 2011 AMENDMENT

Nothing in amendment by Pub. L. 111-353 to be con-
strued to apply to certain alcohol-related facilities, to
alter jurisdiction and authorities established under cer-
tain other Acts, or in a manner inconsistent with inter-
national agreements to which the United States is a
party, see sections 2206, 2251, and 2252 of this title.

§350c. Maintenance and inspection of records

(a) Records inspection
(1) Adulterated food

If the Secretary has a reasonable belief that
an article of food, and any other article of food
that the Secretary reasonably believes is like-
ly to be affected in a similar manner, is adul-
terated and presents a threat of serious ad-
verse health consequences or death to humans
or animals, each person (excluding farms and
restaurants) who manufactures, processes,
packs, distributes, receives, holds, or imports
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such article shall, at the request of an officer
or employee duly designated by the Secretary,
permit such officer or employee, upon presen-
tation of appropriate credentials and a written
notice to such person, at reasonable times and
within reasonable limits and in a reasonable
manner, to have access to and copy all records
relating to such article, and to any other arti-
cle of food that the Secretary reasonably be-
lieves is likely to be affected in a similar man-
ner, that are needed to assist the Secretary in
determining whether the food is adulterated
and presents a threat of serious adverse health
consequences or death to humans or animals.
(2) Use of or exposure to food of concern

If the Secretary believes that there is a rea-
sonable probability that the use of or exposure
to an article of food, and any other article of
food that the Secretary reasonably believes is
likely to be affected in a similar manner, will
cause serious adverse health consequences or
death to humans or animals, each person (ex-
cluding farms and restaurants) who manufac-
tures, processes, packs, distributes, receives,
holds, or imports such article shall, at the re-
quest of an officer or employee duly des-
ignated by the Secretary, permit such officer
or employee, upon presentation of appropriate
credentials and a written notice to such per-
son, at reasonable times and within reasonable
limits and in a reasonable manner, to have ac-
cess to and copy all records relating to such
article and to any other article of food that
the Secretary reasonably believes is likely to
be affected in a similar manner, that are need-
ed to assist the Secretary in determining
whether there is a reasonable probability that
the use of or exposure to the food will cause
serious adverse health consequences or death
to humans or animals.

(3) Application

The requirement under paragraphs (1) and (2)
applies to all records relating to the manufac-
ture, processing, packing, distribution, re-
ceipt, holding, or importation of such article
maintained by or on behalf of such person in
any format (including paper and electronic
formats) and at any location.

(b) Regulations concerning recordkeeping

The Secretary, in consultation and coordina-
tion, as appropriate, with other Federal depart-
ments and agencies with responsibilities for reg-
ulating food safety, may by regulation establish
requirements regarding the establishment and
maintenance, for not longer than two years, of
records by persons (excluding farms and res-
taurants) who manufacture, process, pack,
transport, distribute, receive, hold, or import
food, which records are needed by the Secretary
for inspection to allow the Secretary to identify
the immediate previous sources and the imme-
diate subsequent recipients of food, including its
packaging, in order to address credible threats
of serious adverse health consequences or death
to humans or animals. The Secretary shall take
into account the size of a business in promul-
gating regulations under this section.

(c) Protection of sensitive information

The Secretary shall take appropriate meas-
ures to ensure that there are in effect effective



§350d

procedures to prevent the unauthorized disclo-
sure of any trade secret or confidential informa-
tion that is obtained by the Secretary pursuant
to this section.

(d) Limitations

This section shall not be construed—

(1) to limit the authority of the Secretary to
inspect records or to require establishment
and maintenance of records under any other
provision of this chapter;

(2) to authorize the Secretary to impose any
requirements with respect to a food to the ex-
tent that it is within the exclusive jurisdic-
tion of the Secretary of Agriculture pursuant
to the Federal Meat Inspection Act (21 U.S.C.
601 et seq.), the Poultry Products Inspection
Act (21 U.S.C. 451 et seq.), or the Egg Products
Inspection Act (21 U.S.C. 1031 et seq.);

(3) to have any legal effect on section 552 of
title 5 or section 1905 of title 18; or

(4) to extend to recipes for food, financial
data, pricing data, personnel data, research
data, or sales data (other than shipment data
regarding sales).

(June 25, 1938, ch. 675, §414, as added Pub. L.
107-188, title III, §306(a), June 12, 2002, 116 Stat.
669; amended Pub. L. 111-353, title I, §101(a), Jan.
4, 2011, 124 Stat. 3886.)

Editorial Notes

REFERENCES IN TEXT

The Federal Meat Inspection Act, referred to in sub-
sec. (d)(2), is titles I to V of act Mar. 4, 1907, ch. 2907,
as added Pub. L. 90-201, Dec. 15, 1967, 81 Stat. 584, and
Pub. L. 110-246, title XI, §11015(a), June 18, 2008, 122
Stat. 2124, which are classified generally to subchapters
I to IV-A (§601 et seq.) of chapter 12 of this title. For
complete classification of this Act to the Code, see
Short Title note set out under section 601 of this title
and Tables.

The Poultry Products Inspection Act, referred to in
subsec. (d)(2), is Pub. L. 85-172, Aug. 28, 1957, 71 Stat.
441, which is classified generally to chapter 10 (§451 et
seq.) of this title. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 451 of this title and Tables.

The Egg Products Inspection Act, referred to in sub-
sec. (d)(2), is Pub. L. 91-597, Dec. 29, 1970, 84 Stat. 1620,
which is classified principally to chapter 15 (§1031 et
seq.) of this title. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 1031 of this title and Tables.

AMENDMENTS

2011—Subsec. (a). Pub. L. 111-353 reenacted heading
without change, designated existing provisions as par.
(1) and inserted heading, substituted ‘“If the Secretary
has a reasonable belief that an article of food, and any
other article of food that the Secretary reasonably be-
lieves is likely to be affected in a similar manner, is”
for “‘If the Secretary has a reasonable belief that an ar-
ticle of food is”’, inserted ¢‘, and to any other article of
food that the Secretary reasonably believes is likely to
be affected in a similar manner,” after ‘‘relating to
such article”’, struck out at end ‘‘The requirement
under the preceding sentence applies to all records re-
lating to the manufacture, processing, packing, dis-
tribution, receipt, holding, or importation of such arti-
cle maintained by or on behalf of such person in any
format (including paper and electronic formats) and at
any location.”, and added pars. (2) and (3).
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Statutory Notes and Related Subsidiaries
EXPEDITED RULEMAKING

Pub. L. 107-188, title III, §306(d), June 12, 2002, 116
Stat. 670, provided that: ‘““Not later than 18 months
after the date of the enactment of this Act [June 12,
2002], the Secretary shall promulgate proposed and
final regulations establishing recordkeeping require-
ments under subsection 414(b) of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 350c(b)] (as added by
subsection (a)).”

CONSTRUCTION OF 2011 AMENDMENT

Nothing in amendment by Pub. L. 111-353 to be con-
strued to apply to certain alcohol-related facilities, to
alter jurisdiction and authorities established under cer-
tain other Acts, or in a manner inconsistent with inter-
national agreements to which the United States is a
party, see sections 2206, 2251, and 2252 of this title.

§350d. Registration of food facilities

(a) Registration
(1) In general

The Secretary shall by regulation require
that any facility engaged in manufacturing,
processing, packing, or holding food for con-
sumption in the United States be registered
with the Secretary. To be registered—

(A) for a domestic facility, the owner, op-
erator, or agent in charge of the facility
shall submit a registration to the Secretary;
and

(B) for a foreign facility, the owner, oper-
ator, or agent in charge of the facility shall
submit a registration to the Secretary and
shall include with the registration the name
of the United States agent for the facility.

(2) Registration

An entity (referred to in this section as the
“‘registrant’) shall submit a registration
under paragraph (1) to the Secretary con-
taining information necessary to notify the
Secretary of the name and address of each fa-
cility at which, and all trade names under
which, the registrant conducts business, the e-
mail address for the contact person of the fa-
cility or, in the case of a foreign facility, the
United States agent for the facility, and, when
determined necessary by the Secretary
through guidance, the general food category
(as identified under section 170.3 of title 21,
Code of Federal Regulations, or any other food
categories as determined appropriate by the
Secretary, including by guidance) of any food
manufactured, processed, packed, or held at
such facility. The registration shall contain
an assurance that the Secretary will be per-
mitted to inspect such facility at the times
and in the manner permitted by this chapter.
The registrant shall notify the Secretary in a
timely manner of changes to such informa-
tion.

(3) Biennial registration renewal

During the period beginning on October 1
and ending on December 31 of each even-num-
bered year, a registrant that has submitted a
registration under paragraph (1) shall submit
to the Secretary a renewal registration con-
taining the information described in para-
graph (2). The Secretary shall provide for an
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abbreviated registration renewal process for
any registrant that has not had any changes
to such information since the registrant sub-
mitted the preceding registration or registra-
tion renewal for the facility involved.

(4) Procedure

Upon receipt of a completed registration de-
scribed in paragraph (1), the Secretary shall
notify the registrant of the receipt of such
registration and assign a registration number
to each registered facility.

(5) List

The Secretary shall compile and maintain
an up-to-date list of facilities that are reg-
istered under this section. Such list and any
registration documents submitted pursuant to
this subsection shall not be subject to disclo-
sure under section 552 of title 5. Information
derived from such list or registration docu-
ments shall not be subject to disclosure under
section 552 of title 5 to the extent that it dis-
closes the identity or location of a specific
registered person.

(b) Suspension of registration
(1) In general

If the Secretary determines that food manu-
factured, processed, packed, received, or held
by a facility registered under this section has
a reasonable probability of causing serious ad-
verse health consequences or death to humans
or animals, the Secretary may by order sus-
pend the registration of a facility—

(A) that created, caused, or was otherwise
responsible for such reasonable probability;
or

(B)(i) that knew of, or had reason to know
of, such reasonable probability; and

(ii) packed, received, or held such food.

(2) Hearing on suspension

The Secretary shall provide the registrant
subject to an order under paragraph (1) with
an opportunity for an informal hearing, to be
held as soon as possible but not later than 2
business days after the issuance of the order or
such other time period, as agreed upon by the
Secretary and the registrant, on the actions
required for reinstatement of registration and
why the registration that is subject to suspen-
sion should be reinstated. The Secretary shall
reinstate a registration if the Secretary deter-
mines, based on evidence presented, that ade-
quate grounds do not exist to continue the
suspension of the registration.
(3) Post-hearing corrective

vacating of order

(A) Corrective action plan

If, after providing opportunity for an infor-
mal hearing under paragraph (2), the Sec-
retary determines that the suspension of
registration remains necessary, the Sec-
retary shall require the registrant to submit
a corrective action plan to demonstrate how
the registrant plans to correct the condi-
tions found by the Secretary. The Secretary
shall review such plan not later than 14 days
after the submission of the corrective action
plan or such other time period as determined
by the Secretary.

action plan;
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(B) Vacating of order

Upon a determination by the Secretary
that adequate grounds do not exist to con-
tinue the suspension actions required by the
order, or that such actions should be modi-
fied, the Secretary shall promptly vacate
the order and reinstate the registration of
the facility subject to the order or modify
the order, as appropriate.

(4) Effect of suspension

If the registration of a facility is suspended
under this subsection, no person shall import
or export food into the United States from
such facility, offer to import or export food
into the United States from such facility, or
otherwise introduce food from such facility
into interstate or intrastate commerce in the
United States.

(5) Regulations
(A) In general

The Secretary shall promulgate regula-
tions to implement this subsection. The Sec-
retary may promulgate such regulations on
an interim final basis.

(B) Registration requirement

The Secretary may require that registra-
tion under this section be submitted in an
electronic format. Such requirement may
not take effect before the date that is 5
years after January 4, 2011.

(6) Application date

Facilities shall be subject to the require-
ments of this subsection beginning on the ear-
lier of—

(A) the date on which the Secretary issues
regulations under paragraph (5); or
(B) 180 days after January 4, 2011.

(7) No delegation

The authority conferred by this subsection
to issue an order to suspend a registration or
vacate an order of suspension shall not be del-
egated to any officer or employee other than
the Commissioner.

(c) Facility

For purposes of this section:

(1) The term ‘‘facility’’ includes any factory,
warehouse, or establishment (including a fac-
tory, warehouse, or establishment of an im-
porter) that manufactures, processes, packs,
or holds food. Such term does not include
farms; restaurants; other retail food establish-
ments; nonprofit food establishments in which
food is prepared for or served directly to the
consumer; or fishing vessels (except such ves-
sels engaged in processing as defined in sec-
tion 123.3(k) of title 21, Code of Federal Regu-
lations).

(2) The term ‘‘domestic facility’’ means a fa-
cility located in any of the States or Terri-
tories.

(3)(A) The term ‘‘foreign facility’”’ means a
facility that manufacturers, processes, packs,
or holds food, but only if food from such facil-
ity is exported to the United States without
further processing or packaging outside the
United States.
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(B) A food may not be considered to have un-
dergone further processing or packaging for
purposes of subparagraph (A) solely on the
basis that labeling was added or that any simi-
lar activity of a de minimis nature was carried
out with respect to the food.

(d) Rule of construction

Nothing in this section shall be construed to
authorize the Secretary to require an applica-
tion, review, or licensing process for a facility to
be registered, except with respect to the rein-
statement of a registration that is suspended
under subsection (b).

(June 25, 1938, ch. 675, §415, as added Pub. L.
107-188, title III, §305(a), June 12, 2002, 116 Stat.
667; amended Pub. L. 111-353, title I,
§102(a)-(b)(1), (d)(2), Jan. 4, 2011, 124 Stat. 3887,
3889.)

Editorial Notes
AMENDMENTS

2011—Subsec. (a)(2). Pub. L. 111-353, §102(a)(1),
(b)(1)(A), substituted ‘‘conducts business, the e-mail ad-
dress for the contact person of the facility or, in the
case of a foreign facility, the United States agent for
the facility, and” for ‘‘conducts business and”’, inserted
‘. or any other food categories as determined appro-
priate by the Secretary, including by guidance’ after
“Code of Federal Regulations’, and inserted after first
sentence ‘‘The registration shall contain an assurance
that the Secretary will be permitted to inspect such fa-
cility at the times and in the manner permitted by this
chapter.”

Subsec. (a)(3) to (5). Pub. L. 111-353, §102(a)(2), (3),
added par. (3) and redesignated former pars. (3) and (4)
as (4) and (b), respectively.

Subsecs. (b), (¢). Pub. L. 111-353, §102(b)(1)(B), (C),
added subsec. (b) and redesignated former subsec. (b) as
(c). Former subsec. (¢) redesignated (d).

Subsec. (d). Pub. L. 111-353, §102(b)(1)(B), (d)(2), redes-
ignated subsec. (¢) as (d) and inserted ‘‘for a facility to
be registered, except with respect to the reinstatement
of a registration that is suspended under subsection
(b)”’ before period at end.

Statutory Notes and Related Subsidiaries
REGULATIONS

Pub. L. 111-353, title I, §102(c), Jan. 4, 2011, 124 Stat.
3889, provided that:

‘(1) RETAIL FOOD ESTABLISHMENT.—The Secretary
shall amend the definition of the term ‘retail food es-
tablishment’ in section in [sic] 1.227(b)(11) of title 21,
Code of Federal Regulations[,] to clarify that, in deter-
mining the primary function of an establishment or a
retail food establishment under such section, the sale
of food products directly to consumers by such estab-
lishment and the sale of food directly to consumers by
such retail food establishment include—

‘‘(A) the sale of such food products or food directly
to consumers by such establishment at a roadside
stand or farmers’ market where such stand or market
is located other than where the food was manufac-
tured or processed;

‘“(B) the sale and distribution of such food through
a community supported agriculture program; and

“(C) the sale and distribution of such food at any
other such direct sales platform as determined by the
Secretary.

*‘(2) DEFINITIONS.—For purposes of paragraph (1)—

‘“(A) the term ‘community supported agriculture
program’ has the same meaning given the term ‘com-
munity supported agriculture (CSA) program’ in sec-
tion 249.2 of title 7, Code of Federal Regulations (or
any successor regulation); and
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‘(B) the term ‘consumer’ does not include a busi-
ness.”’

Pub. L. 111-353, title I, §103(c), Jan. 4, 2011, 124 Stat.
3896, provided that:
‘(1) PROPOSED RULEMAKING.—

‘“(A) IN GENERAL.—Not later than 9 months after
the date of enactment of this Act [Jan. 4, 2011], the
Secretary of Health and Human Services (referred to
in this subsection as the ‘Secretary’) shall publish a
notice of proposed rulemaking in the Federal Reg-
ister to promulgate regulations with respect to—

‘(i) activities that constitute on-farm packing or
holding of food that is not grown, raised, or con-
sumed on such farm or another farm under the
same ownership for purposes of section 415 of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
350d), as amended by this Act; and

‘“(ii) activities that constitute on-farm manufac-
turing or processing of food that is not consumed
on that farm or on another farm under common
ownership for purposes of such section 415.

“(B) CLARIFICATION.—The rulemaking described
under subparagraph (A) shall enhance the implemen-
tation of such section 415 and clarify the activities
that are included as part of the definition of the term
‘facility’ under such section 415. Nothing in this Act
[see Short Title note set out under section 2201 of this
title] authorizes the Secretary to modify the defini-
tion of the term ‘facility’ under such section.

‘(C) SCIENCE-BASED RISK ANALYSIS.—In promul-
gating regulations under subparagraph (A), the Sec-
retary shall conduct a science-based risk analysis
of—

‘(i) specific types of on-farm packing or holding
of food that is not grown, raised, or consumed on
such farm or another farm under the same owner-
ship, as such packing and holding relates to specific
foods; and

““(ii) specific on-farm manufacturing and proc-
essing activities as such activities relate to specific
foods that are not consumed on that farm or on an-
other farm under common ownership.

‘(D) AUTHORITY WITH RESPECT TO CERTAIN FACILI-
TIES.—

‘(i) IN GENERAL.—In promulgating the regulations
under subparagraph (A), the Secretary shall con-
sider the results of the science-based risk analysis
conducted under subparagraph (C), and shall ex-
empt certain facilities from the requirements in
section 418 of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 350g] (as added by this section), in-
cluding hazard analysis and preventive controls,
and the mandatory inspection frequency in section
421 of such Act [21 U.S.C. 350j] (as added by section
201), or modify the requirements in such sections
418 or 421, as the Secretary determines appropriate,
if such facilities are engaged only in specific types
of on-farm manufacturing, processing, packing, or
holding activities that the Secretary determines to
be low risk involving specific foods the Secretary
determines to be low risk.

““(ii) LIMITATION.—The exemptions or modifica-
tions under clause (i) shall not include an exemp-
tion from the requirement to register under section
415 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 350d), as amended by this Act, if applicable,
and shall apply only to small businesses and very
small businesses, as defined in the regulation pro-
mulgated under section 418(n) of the Federal Food,
Drug, and Cosmetic Act (as added under subsection

(a)).

‘(2) FINAL REGULATIONS.—Not later than 9 months
after the close of the comment period for the proposed
rulemaking under paragraph (1), the Secretary shall
adopt final rules with respect to—

“(A) activities that constitute on-farm packing or
holding of food that is not grown, raised, or consumed
on such farm or another farm under the same owner-
ship for purposes of section 415 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 350d), as amended
by this Act;
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‘“(B) activities that constitute on-farm manufac-
turing or processing of food that is not consumed on
that farm or on another farm under common owner-
ship for purposes of such section 415; and

‘(C) the requirements under sections 418 and 421 of
the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
350g, 350j], as added by this Act, from which the Sec-
retary may issue exemptions or modifications of the
requirements for certain types of facilities.”

Pub. L. 107-188, title III, §305(e), June 12, 2002, 116
Stat. 669, provided that: ‘“Not later than 18 months
after the date of the enactment of this Act [June 12,
2002], the Secretary of Health and Human Services shall
promulgate proposed and final regulations for the re-
quirement of registration under section 415 of the Fed-
eral Food, Drug, and Cosmetic Act [21 U.S.C. 350d] (as
added by subsection (a) of this section). Such require-
ment of registration takes effect—

‘(1) upon the effective date of such final regula-
tions; or

““(2) upon the expiration of such 18-month period if
the final regulations have not been made effective as
of the expiration of such period, subject to compli-
ance with the final regulations when the final regula-
tions are made effective.”

CONSTRUCTION OF 2011 AMENDMENT
Nothing in amendments by Pub. L. 111-353 to be con-
strued to alter jurisdiction and authorities established
under certain other Acts or in a manner inconsistent

with international agreements to which the United
States is a party, see sections 2251 and 2252 of this title.
SMALL ENTITY COMPLIANCE PoOLICY GUIDE

Pub. L. 111-353, title I, §102(b)(2), Jan. 4, 2011, 124 Stat.
3888, provided that: ‘‘Not later than 180 days after the
issuance of the regulations promulgated under section
415(b)(5) of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 350d(b)(5)] (as added by this section), the Sec-
retary shall issue a small entity compliance policy
guide setting forth in plain language the requirements
of such regulations to assist small entities in com-
plying with registration requirements and other activi-
ties required under such section.”

ELECTRONIC FILING

Pub. L. 107-188, title III, §305(d), June 12, 2002, 116
Stat. 668, provided that: ‘“For the purpose of reducing
paperwork and reporting burdens, the Secretary of
Health and Human Services may provide for, and en-
courage the use of, electronic methods of submitting to
the Secretary registrations required pursuant to this
section [enacting this section, amending sections 331
and 381 of this title, and enacting provisions set out as
a note under this section]. In providing for the elec-
tronic submission of such registrations, the Secretary
shall ensure adequate authentication protocols are
used to enable identification of the registrant and vali-
dation of the data as appropriate.”

§350e. Sanitary transportation practices
(a) Definitions
In this section:
(1) Bulk vehicle
The term ‘‘bulk vehicle” includes a tank
truck, hopper truck, rail tank car, hopper car,
cargo tank, portable tank, freight container,
or hopper bin, and any other vehicle in which
food is shipped in bulk, with the food coming
into direct contact with the vehicle.
(2) Transportation
The term ‘‘transportation’ means any move-
ment in commerce by motor vehicle or rail ve-
hicle.
(b) Regulations
The Secretary shall by regulation require
shippers, carriers by motor vehicle or rail vehi-
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cle, receivers, and other persons engaged in the
transportation of food to use sanitary transpor-
tation practices prescribed by the Secretary to
ensure that food is not transported under condi-
tions that may render the food adulterated.

(c) Contents

The regulations under subsection (b) shall—
(1) prescribe such practices as the Secretary
determines to be appropriate relating to—
(A) sanitation;
(B) packaging, isolation, and other protec-
tive measures;
(C) limitations on the use of vehicles;
(D) information to be disclosed—
(i) to a carrier by a person arranging for
the transport of food; and
(ii) to a manufacturer or other person
that—
(I) arranges for the transportation of
food by a carrier; or
(IT) furnishes a tank vehicle or bulk ve-
hicle for the transportation of food; and

(E) recordkeeping; and

(2) include—

(A) a list of nonfood products that the Sec-
retary determines may, if shipped in a bulk
vehicle, render adulterated food that is sub-
sequently transported in the same vehicle;
and

(B) a list of nonfood products that the Sec-
retary determines may, if shipped in a motor
vehicle or rail vehicle (other than a tank ve-
hicle or bulk vehicle), render adulterated
food that is simultaneously or subsequently
transported in the same vehicle.

(d) Waivers
(1) In general

The Secretary may waive any requirement
under this section, with respect to any class of
persons, vehicles, food, or nonfood products, if
the Secretary determines that the waiver—

(A) will not result in the transportation of
food under conditions that would be unsafe
for human or animal health; and

(B) will not be contrary to the public in-
terest.

(2) Publication

The Secretary shall publish in the Federal
Register any waiver and the reasons for the
waiver.

(e) Preemption
(1) In general

A requirement of a State or political sub-
division of a State that concerns the transpor-
tation of food is preempted if—

(A) complying with a requirement of the
State or political subdivision and a require-
ment of this section, or a regulation pre-
scribed under this section, is not possible; or

(B) the requirement of the State or polit-
ical subdivision as applied or enforced is an
obstacle to accomplishing and carrying out
this section or a regulation prescribed under
this section.

(2) Applicability

This subsection applies to transportation
that occurs on or after the effective date of
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the regulations promulgated under subsection
(b).
(f) Assistance of other agencies

The Secretary of Transportation, the Sec-
retary of Agriculture, the Administrator of the
Environmental Protection Agency, and the
heads of other Federal agencies, as appropriate,
shall provide assistance on request, to the ex-
tent resources are available, to the Secretary
for the purposes of carrying out this section.

(June 25, 1938, ch. 675, §416, as added Pub. L.
109-59, title VII, §7202(b), Aug. 10, 2005, 119 Stat.
1911.)

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Section effective Oct. 1, 2005, see section 7204 of Pub.
L. 109-59, set out as an Effective Date of 2005 Amend-
ment note under section 331 of this title.

REGULATIONS

Pub. L. 111-353, title I, §111(a), Jan. 4, 2011, 124 Stat.
3916, provided that: ‘‘Not later than 18 months after the
date of enactment of this Act [Jan. 4, 2011], the Sec-
retary shall promulgate regulations described in sec-
tion 416(b) of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 350e(b)).”

§ 350f. Reportable food registry
(a) Definitions

In this section:

(1) Responsible party

The term ‘‘responsible party’’, with respect
to an article of food, means a person that sub-
mits the registration under section 350d(a) of
this title for a food facility that is required to
register under section 350d(a) of this title, at
which such article of food is manufactured,
processed, packed, or held.

(2) Reportable food

The term ‘‘reportable food’”’ means an article
of food (other than infant formula) for which
there is a reasonable probability that the use
of, or exposure to, such article of food will
cause serious adverse health consequences or
death to humans or animals.

(b) Establishment
(1) In general

Not later than 1 year after September 27,
2007, the Secretary shall establish within the
Food and Drug Administration a Reportable
Food Registry to which instances of report-
able food may be submitted by the Food and
Drug Administration after receipt of reports
under subsection (d), via an electronic portal,
from—

(A) Federal, State, and local public health
officials; or
(B) responsible parties.

(2) Review by Secretary

The Secretary shall promptly review and as-
sess the information submitted under para-
graph (1) for the purposes of identifying re-
portable food, submitting entries to the Re-
portable Food Registry, acting under sub-
section (c), and exercising other existing food
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safety authorities under this chapter to pro-
tect the public health.

(c) Issuance of an alert by the Secretary
(1) In general

The Secretary shall issue, or cause to be
issued, an alert or a notification with respect
to a reportable food using information from
the Reportable Food Registry as the Secretary
deems necessary to protect the public health.
(2) Effect

Paragraph (1) shall not affect the authority
of the Secretary to issue an alert or a notifica-
tion under any other provision of this chapter.

(d) Reporting and notification
(1) In general

Except as provided in paragraph (2), as soon
as practicable, but in no case later than 24
hours after a responsible party determines
that an article of food is a reportable food, the
responsible party shall—

(A) submit a report to the Food and Drug
Administration through the electronic por-
tal established under subsection (b) that in-
cludes the data elements described in sub-
section (e) (except the elements described in
paragraphs (8), (9), and (10) of such sub-
section); and

(B) investigate the cause of the adultera-
tion if the adulteration of the article of food
may have originated with the responsible
party.

(2) No report required

A responsible party is not required to submit
a report under paragraph (1) if—

(A) the adulteration originated with the
responsible party;

(B) the responsible party detected the
adulteration prior to any transfer to another
person of such article of food; and

(C) the responsible party—

(i) corrected such adulteration; or
(ii) destroyed or caused the destruction
of such article of food.
(3) Reports by public health officials

A Federal, State, or local public health offi-
cial may submit a report about a reportable
food to the Food and Drug Administration
through the electronic portal established
under subsection (b) that includes the data
elements described in subsection (e) that the
official is able to provide.

(4) Report number

The Secretary shall ensure that, upon sub-
mission of a report under paragraph (1) or (3),
a unique number is issued through the elec-
tronic portal established under subsection (b)
to the person submitting such report, by
which the Secretary is able to link reports
about the reportable food submitted and
amended under this subsection and identify
the supply chain for such reportable food.

(5) Review

The Secretary shall promptly review a re-
port submitted under paragraph (1) or (3).

(6) Response to report submitted by a respon-
sible party

After consultation with the responsible
party that submitted a report under paragraph
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(1), the Secretary may require such respon-
sible party to perform, as soon as practicable,
but in no case later than a time specified by
the Secretary, 1 or more of the following:

(A) Amend the report submitted by the re-
sponsible party under paragraph (1) to in-
clude the data element described in sub-
section (e)(9).

(B) Provide a notification—

(i) to the immediate previous source of
the article of food, if the Secretary deems
necessary;

(ii) to the immediate subsequent recipi-
ent of the article of food, if the Secretary
deems necessary; and

(iii) that includes—

(I) the data elements described in sub-
section (e) that the Secretary deems nec-
essary;

(IT) the actions described under para-
graph (7) that the recipient of the notifi-
cation shall perform, as required by the
Secretary; and

(ITIT) any other information that the
Secretary may require.

(7) Subsequent reports and notifications

Except as provided in paragraph (8), the Sec-
retary may require a responsible party to per-
form, as soon as practicable, but in no case
later than a time specified by the Secretary,
after the responsible party receives a notifica-
tion under subparagraph (C) or paragraph
(6)(B), 1 or more of the following:

(A) Submit a report to the Food and Drug
Administration through the electronic por-
tal established under subsection (b) that in-
cludes those data elements described in sub-
section (e) and other information that the
Secretary deems necessary.

(B) Investigate the cause of the adultera-
tion if the adulteration of the article of food
may have originated with the responsible
party.

(C) Provide a notification—

(i) to the immediate previous source of
the article of food, if the Secretary deems
necessary;

(ii) to the immediate subsequent recipi-
ent of the article of food, if the Secretary
deems necessary; and

(iii) that includes—

(I) the data elements described in sub-
section (e) that the Secretary deems nec-
essary;

(IT) the actions described under this
paragraph that the recipient of the noti-
fication shall perform, as required by the
Secretary; and

(ITITI) any other information that the
Secretary may require.

(8) Amended report

If a responsible party receives a notification
under paragraph (6)(B) or paragraph (7)(C)
with respect to an article of food after the re-
sponsible party has submitted a report to the
Food and Drug Administration under para-
graph (1) with respect to such article of food—

(A) the responsible party is not required to
submit an additional report or make a noti-
fication under paragraph (7); and
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(B) the responsible party shall amend the
report submitted by the responsible party
under paragraph (1) to include the data ele-
ments described in paragraph (9), and, with
respect to both such notification and such
report, paragraph (11) of subsection (e).

(e) Data elements

The data elements described in this subsection
are the following:

(1) The registration numbers of the respon-
sible party under section 350d(a)(3)! of this
title.

(2) The date on which an article of food was
determined to be a reportable food.

(3) A description of the article of food in-
cluding the quantity or amount.

(4) The extent and nature of the adultera-
tion.

(5) If the adulteration of the article of food
may have originated with the responsible
party, the results of the investigation required
under paragraph (1)(B) or (7)(B) of subsection
(d), as applicable and when known.

(6) The disposition of the article of food,
when known.

(7) Product information typically found on
packaging including product codes, use-by
dates, and names of manufacturers, packers,
or distributors sufficient to identify the arti-
cle of food.

(8) Contact information for the responsible
party.

(9) The contact information for parties di-
rectly linked in the supply chain and notified
under paragraph (6)(B) or (7)(C) of subsection
(d), as applicable.

(10) The information required by the Sec-
retary to be included in a notification pro-
vided by the responsible party involved under
paragraph (6)(B) or (7)(C) of subsection (d) or
required in a report under subsection (d)(7)(A).

(11) The unique number described in sub-
section (d)(4).

(f) Critical information

Except with respect to fruits and vegetables
that are raw agricultural commodities, not
more than 18 months after January 4, 2011, the
Secretary may require a responsible party to
submit to the Secretary consumer-oriented in-
formation regarding a reportable food, which
shall include—

(1) a description of the article of food as pro-
vided in subsection (e)(3);

(2) as provided in subsection (e)(7), affected
product identification codes, such as UPC,
SKU, or lot or batch numbers sufficient for the
consumer to identify the article of food;

(3) contact information for the responsible
party as provided in subsection (e)(8); and

(4) any other information the Secretary de-
termines is necessary to enable a consumer to
accurately identify whether such consumer is
in possession of the reportable food.

(g) Grocery store notification
(1) Action by Secretary

The Secretary shall—

(A) prepare the critical information de-
scribed under subsection (f) for a reportable
food as a standardized one-page summary;

1See References in Text note below.
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(B) publish such one-page summary on the
Internet website of the Food and Drug Ad-
ministration in a format that can be easily
printed by a grocery store for purposes of
consumer notification.

(2) Action by grocery store

A notification described under paragraph
(1)(B) shall include the date and time such
summary was posted on the Internet website
of the Food and Drug Administration.

(h) Consumer notification
(1) In general

If a grocery store sold a reportable food that
is the subject of the posting and such estab-
lishment is part of2 chain of establishments
with 15 or more physical locations, then such
establishment shall, not later than 24 hours
after a one page summary described in sub-
section (g) is published, prominently display
such summary or the information from such
summary via at least one of the methods iden-
tified under paragraph (2) and maintain the
display for 14 days.

(2) List of conspicuous locations

Not more than 1 year after January 4, 2011,
the Secretary shall develop and publish a list
of acceptable conspicuous locations and man-
ners, from which grocery stores shall select at
least one, for providing the notification re-
quired in paragraph (1). Such list shall in-
clude—

(A) posting the notification at or near the
register;

(B) providing the location of the report-
able food;

(C) providing targeted recall information
given to customers upon purchase of a food;
and

(D) other such prominent and conspicuous
locations and manners utilized by grocery
stores as of January 4, 2011, to provide notice
of such recalls to consumers as considered
appropriate by the Secretary.

(i) Coordination of Federal, State, and local ef-
forts
(1) Department of Agriculture

In implementing this section, the Secretary
shall—

(A) share information and coordinate regu-
latory efforts with the Department of Agri-
culture; and

(B) if the Secretary receives a report sub-
mitted about a food within the jurisdiction
of the Department of Agriculture, promptly
provide such report to the Department of
Agriculture.

(2) States and localities

In implementing this section, the Secretary
shall work with the State and local public
health officials to share information and co-
ordinate regulatory efforts, in order to—

(A) help to ensure coverage of the safety of
the food supply chain, including those food
establishments regulated by the States and
localities that are not required to register
under section 350d of this title; and

280 in original. Probably should be followed by ‘“‘a’.
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(B) reduce duplicative regulatory efforts.
(j) Maintenance and inspection of records

The responsible party shall maintain records
related to each report received, notification
made, and report submitted to the Food and
Drug Administration under this section for 2
yvears. A responsible party shall, at the request
of the Secretary, permit inspection of such
records as provided for section3 350c of this title.
(k) Request for information

Except as provided by section 350d(a)(4)! of
this title, section 552 of title 5 shall apply to any
request for information regarding a record in
the Reportable Food Registry.

(1) Safety report

A report or notification under subsection (d)
shall be considered to be a safety report under
section 379v of this title and may be accom-
panied by a statement, which shall be part of
any report released for public disclosure, that
denies that the report or the notification con-
stitutes an admission that the product involved
caused or contributed to a death, serious injury,
or serious illness.

(m) Admission

A report or notification under this section
shall not be considered an admission that the
article of food involved is adulterated or caused
or contributed to a death, serious injury, or seri-
ous illness.

(n) Homeland Security notification

If, after receiving a report under subsection
(d), the Secretary believes such food may have
been deliberately adulterated, the Secretary
shall immediately notify the Secretary of
Homeland Security. The Secretary shall make
relevant information from the Reportable Food
Registry available to the Secretary of Homeland
Security.

(June 25, 1938, ch. 675, §417, as added Pub. L.
110-85, title X, §1005(b), Sept. 27, 2007, 121 Stat.
965; amended Pub. L. 111-353, title II, §211(a),
Jan. 4, 2011, 124 Stat. 3951.)

Editorial Notes
REFERENCES IN TEXT

Section 350d(a)(3), (4) of this title, referred to in sub-
secs. (e)(1) and (k), was redesignated section 350d(a)(4),
(5), respectively, of this title by Pub. L. 111-353, title I,
§102(a)(2), Jan. 4, 2011, 124 Stat. 3887.

AMENDMENTS

2011—Subsecs. (f) to (n). Pub. L. 111-353 added subsecs.
(f) to (h) and redesignated former subsecs. (f) to (k) as
(i) to (n), respectively.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Pub. L. 110-85, title X, §1005(e), Sept. 27, 2007, 121 Stat.
969, provided that: ‘“The requirements of section 417(d)
of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
350f(d)], as added by subsection (a) [probably should be
(b)], shall become effective 1 year after the date of the
enactment of this Act [Sept. 27, 2007].”

CONSTRUCTION OF 2011 AMENDMENT

Nothing in amendment by Pub. L. 111-353 to be con-
strued to apply to certain alcohol-related facilities, to

380 in original. Probably should be ‘‘in section”.
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alter jurisdiction and authorities established under cer-
tain other Acts, or in a manner inconsistent with inter-
national agreements to which the United States is a
party, see sections 2206, 2251, and 2252 of this title.

FINDINGS

Pub. L. 110-85, title X, §1005(a), Sept. 27, 2007, 121
Stat. 964, provided that: ‘‘Congress makes the following
findings:

(1) In 1994, Congress passed the Dietary Supple-
ment Health and Education Act of 1994 (Public Law
103-417) [see Short Title of 1994 Amendments note set
out under section 301 of this title] to provide the
Food and Drug Administration the legal framework
which is intended to ensure that dietary supplements
are safe and properly labeled foods.

‘“(2) In 2006, Congress passed the Dietary Supple-
ment and Nonprescription Drug Consumer Protection
Act (Public Law 109-462) [see Short Title of 2006
Amendment note set out under section 301 of this
title] to establish a mandatory reporting system of
serious adverse events for nonprescription drugs and
dietary supplements sold and consumed in the United
States.

‘(3) The adverse event reporting system created
under the Dietary Supplement and Nonprescription
Drug Consumer Protection Act is intended to serve as
an early warning system for potential public health
issues associated with the use of these products.

‘“(4) A reliable mechanism to track patterns of
adulteration in food would support efforts by the
Food and Drug Administration to target limited in-
spection resources to protect the public health.”

GUIDANCE

Pub. L. 110-85, title X, §1005(f), Sept. 27, 2007, 121 Stat.
969, provided that: ‘“Not later than 9 months after the
date of the enactment of this Act [Sept. 27, 2007], the
Secretary [of Health and Human Services] shall issue a
guidance to industry about submitting reports to the
electronic portal established under section 417 of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 350f]
(as added by this section) and providing notifications to
other persons in the supply chain of an article of food
under such section 417.”

§350g. Hazard analysis and risk-based preven-
tive controls

(a) In general

The owner, operator, or agent in charge of a
facility shall, in accordance with this section,
evaluate the hazards that could affect food man-
ufactured, processed, packed, or held by such fa-
cility, identify and implement preventive con-
trols to significantly minimize or prevent the
occurrence of such hazards and provide assur-
ances that such food is not adulterated under
section 342 of this title or misbranded under sec-
tion 343(w) of this title, monitor the perform-
ance of those controls, and maintain records of
this monitoring as a matter of routine practice.

(b) Hazard analysis

The owner, operator, or agent in charge of a
facility shall—

(1) identify and evaluate known or reason-
ably foreseeable hazards that may be associ-
ated with the facility, including—

(A) biological, chemical, physical, and ra-

diological hazards, natural toxins, pes-
ticides, drug residues, decomposition,
parasites, allergens, and unapproved food

and color additives; and
(B) hazards that occur naturally, or may
be unintentionally introduced; and
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(2) identify and evaluate hazards that may
be intentionally introduced, including by acts
of terrorism; and

(3) develop a written analysis of the hazards.

(c) Preventive controls

The owner, operator, or agent in charge of a
facility shall identify and implement preventive
controls, including at critical control points, if
any, to provide assurances that—

(1) hazards identified in the hazard analysis
conducted under subsection (b)(1) will be sig-
nificantly minimized or prevented;

(2) any hazards identified in the hazard anal-
ysis conducted under subsection (b)(2) will be
significantly minimized or prevented and ad-
dressed, consistent with section 350i of this
title, as applicable; and

(3) the food manufactured, processed,
packed, or held by such facility will not be
adulterated under section 342 of this title or
misbranded under section 343(w) of this title.

(d) Monitoring of effectiveness

The owner, operator, or agent in charge of a
facility shall monitor the effectiveness of the
preventive controls implemented under sub-
section (c) to provide assurances that the out-
comes described in subsection (c) shall be
achieved.

(e) Corrective actions

The owner, operator, or agent in charge of a
facility shall establish procedures to ensure
that, if the preventive controls implemented
under subsection (c¢) are not properly imple-
mented or are found to be ineffective—

(1) appropriate action is taken to reduce the
likelihood of recurrence of the implementa-
tion failure;

(2) all affected food is evaluated for safety;
and

(3) all affected food is prevented from enter-
ing into commerce if the owner, operator or
agent in charge of such facility cannot ensure
that the affected food is not adulterated under
section 342 of this title or misbranded under
section 343(w) of this title.

(f) Verification

The owner, operator, or agent in charge of a
facility shall verify that—

(1) the preventive controls implemented
under subsection (c) are adequate to control
the hazards identified under subsection (b);

(2) the owner, operator, or agent is con-
ducting monitoring in accordance with sub-
section (d);

(3) the owner, operator, or agent is making
appropriate decisions about corrective actions
taken under subsection (e);

(4) the preventive controls implemented
under subsection (c) are effectively and sig-
nificantly minimizing or preventing the occur-
rence of identified hazards, including through
the use of environmental and product testing
programs and other appropriate means; and

(5) there is documented, periodic reanalysis
of the plan under subsection (i) to ensure that
the plan is still relevant to the raw materials,
conditions and processes in the facility, and
new and emerging threats.
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(g) Recordkeeping

The owner, operator, or agent in charge of a
facility shall maintain, for not less than 2 years,
records documenting the monitoring of the pre-
ventive controls implemented under subsection
(c), instances of nonconformance material to
food safety, the results of testing and other ap-
propriate means of verification under subsection
(f)(4), instances when corrective actions were
implemented, and the efficacy of preventive con-
trols and corrective actions.

(h) Written plan and documentation

The owner, operator, or agent in charge of a
facility shall prepare a written plan that docu-
ments and describes the procedures used by the
facility to comply with the requirements of this
section, including analyzing the hazards under
subsection (b) and identifying the preventive
controls adopted under subsection (c) to address
those hazards. Such written plan, together with
the documentation described in subsection (g),
shall be made promptly available to a duly au-
thorized representative of the Secretary upon
oral or written request.

(i) Requirement to reanalyze

The owner, operator, or agent in charge of a
facility shall conduct a reanalysis under sub-
section (b) whenever a significant change is
made in the activities conducted at a facility
operated by such owner, operator, or agent if the
change creates a reasonable potential for a new
hazard or a significant increase in a previously
identified hazard or not less frequently than
once every 3 years, whichever is earlier. Such re-
analysis shall be completed and additional pre-
ventive controls needed to address the hazard
identified, if any, shall be implemented before
the change in activities at the facility is opera-
tive. Such owner, operator, or agent shall revise
the written plan required under subsection (h) if
such a significant change is made or document
the basis for the conclusion that no additional
or revised preventive controls are needed. The
Secretary may require a reanalysis under this
section to respond to new hazards and develop-
ments in scientific understanding, including, as
appropriate, results from the Department of
Homeland Security biological, chemical, radio-
logical, or other terrorism risk assessment.

() Exemption for seafood, juice, and low-acid
canned food facilities subject to HACCP

(1) In general

This section shall not apply to a facility if
the owner, operator, or agent in charge of such
facility is required to comply with, and is in
compliance with, 1 of the following standards
and regulations with respect to such facility:

(A) The Seafood Hazard Analysis Critical
Control Points Program of the Food and
Drug Administration.

(B) The Juice Hazard Analysis Critical
Control Points Program of the Food and
Drug Administration.

(C) The Thermally Processed Low-Acid
Foods Packaged in Hermetically Sealed Con-
tainers standards of the Food and Drug Ad-
ministration (or any successor standards).

(2) Applicability

The exemption under paragraph (1)(C) shall

apply only with respect to microbiological
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hazards that are regulated under the standards
for Thermally Processed Low-Acid Foods
Packaged in Hermetically Sealed Containers
under part 113 of chapter?! 21, Code of Federal
Regulations (or any successor regulations).
(k) Exception for activities of facilities subject to
section 350h of this title

This section shall not apply to activities of a
facility that are subject to section 350h of this
title.

(I) Modified requirements for qualified facilities

(1) Qualified facilities

(A) In general

A facility is a qualified facility for pur-
poses of this subsection if the facility meets
the conditions under subparagraph (B) or
(©).
(B) Very small business

A facility is a qualified facility under this
subparagraph—

(i) if the facility, including any sub-
sidiary or affiliate of the facility, is, col-
lectively, a very small business (as defined
in the regulations promulgated under sub-
section (n)); and

(ii) in the case where the facility is a
subsidiary or affiliate of an entity, if such
subsidiaries or affiliates, are, collectively,
a very small business (as so defined).

(C) Limited annual monetary value of sales
(i) In general

A facility is a qualified facility under
this subparagraph if clause (ii) applies—

(I) to the facility, including any sub-
sidiary or affiliate of the facility, collec-
tively; and

(IT) to the subsidiaries or affiliates,
collectively, of any entity of which the
facility is a subsidiary or affiliate.

(ii) Average annual monetary value

This clause applies if—

(D during the 3-year period preceding
the applicable calendar year, the average
annual monetary value of the food man-
ufactured, processed, packed, or held at
such facility (or the collective average
annual monetary value of such food at
any subsidiary or affiliate, as described
in clause (i)) that is sold directly to
qualified end-users during such period
exceeded the average annual monetary
value of the food manufactured, proc-
essed, packed, or held at such facility (or
the collective average annual monetary
value of such food at any subsidiary or
affiliate, as so described) sold by such fa-
cility (or collectively by any such sub-
sidiary or affiliate) to all other pur-
chasers during such period; and

(IT) the average annual monetary value
of all food sold by such facility (or the
collective average annual monetary
value of such food sold by any subsidiary
or affiliate, as described in clause (i))
during such period was less than $500,000,
adjusted for inflation.

180 in original. Probably should be “‘title”.
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(2) Exemption
A qualified facility—

(A) shall not be subject to the require-
ments under subsections (a) through (i) and
subsection (n) in an applicable calendar
year; and

(B) shall submit to the Secretary—

(i)(I) documentation that demonstrates
that the owner, operator, or agent in
charge of the facility has identified poten-
tial hazards associated with the food being
produced, is implementing preventive con-
trols to address the hazards, and is moni-
toring the preventive controls to ensure
that such controls are effective; or

(IT) documentation (which may include
licenses, inspection reports, certificates,
permits, credentials, certification by an
appropriate agency (such as a State de-
partment of agriculture), or other evidence
of oversight), as specified by the Sec-
retary, that the facility is in compliance
with State, local, county, or other applica-
ble non-Federal food safety law; and

(ii) documentation, as specified by the
Secretary in a guidance document issued
not later than 1 year after January 4, 2011,
that the facility is a qualified facility
under paragraph (1)(B) or (1)(C).

(3) Withdrawal; rule of construction
(A) In general

In the event of an active investigation of a
foodborne illness outbreak that is directly
linked to a qualified facility subject to an
exemption under this subsection, or if the
Secretary determines that it is necessary to
protect the public health and prevent or
mitigate a foodborne illness outbreak based
on conduct or conditions associated with a
qualified facility that are material to the
safety of the food manufactured, processed,
packed, or held at such facility, the Sec-
retary may withdraw the exemption pro-
vided to such facility under this subsection.
(B) Rule of construction

Nothing in this subsection shall be con-
strued to expand or limit the inspection au-
thority of the Secretary.

(4) Definitions

In this subsection:
(A) Affiliate

The term ‘‘affiliate’” means any facility
that controls, is controlled by, or is under
common control with another facility.

(B) Qualified end-user

The term ‘‘qualified end-user’, with re-
spect to a food, means—

(i) the consumer of the food; or

(ii) a restaurant or retail food establish-
ment (as those terms are defined by the
Secretary for purposes of section 350d of
this title) that—

(I) is located—

(aa) in the same State as the quali-
fied facility that sold the food to such
restaurant or establishment; or

(bb) not more than 275 miles from
such facility; and
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(IT) is purchasing the food for sale di-
rectly to consumers at such restaurant
or retail food establishment.

(C) Consumer

For purposes of subparagraph (B), the term
‘“‘consumer’’ does not include a business.

(D) Subsidiary

The term ‘‘subsidiary’” means any com-
pany which is owned or controlled directly
or indirectly by another company.

(5) Study
(A) In general

The Secretary, in consultation with the
Secretary of Agriculture, shall conduct a
study of the food processing sector regulated
by the Secretary to determine—

(i) the distribution of food production by
type and size of operation, including mone-
tary value of food sold;

(ii) the proportion of food produced by
each type and size of operation;

(iii) the number and types of food facili-
ties co-located on farms, including the
number and proportion by commodity and
by manufacturing or processing activity;

(iv) the incidence of foodborne illness
originating from each size and type of op-
eration and the type of food facilities for
which no reported or known hazard exists;
and

(v) the effect on foodborne illness risk
associated with commingling, processing,
transporting, and storing food and raw ag-
ricultural commodities, including dif-
ferences in risk based on the scale and du-
ration of such activities.

(B) Size

The results of the study conducted under
subparagraph (A) shall include the informa-
tion necessary to enable the Secretary to de-
fine the terms ‘‘small business’ and ‘‘very
small business’’, for purposes of promul-
gating the regulation under subsection (n).
In defining such terms, the Secretary shall
include consideration of harvestable acres,
income, the number of employees, and the
volume of food harvested.

(C) Submission of report

Not later than 18 months after January 4,
2011, the Secretary shall submit to Congress
a report that describes the results of the
study conducted under subparagraph (A).

(6) No preemption

Nothing in this subsection preempts State,
local, county, or other non-Federal law re-
garding the safe production of food. Compli-
ance with this subsection shall not relieve any
person from liability at common law or under
State statutory law.

(7) Notification to consumers
(A) In general
A qualified facility that is exempt from

the requirements under subsections (a)

through (i) and subsection (n) and does not

prepare documentation under paragraph
(2)(B)(1)(T) shall—
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(i) with respect to a food for which a food
packaging label is required by the Sec-
retary under any other provision of this
chapter, include prominently and con-
spicuously on such label the name and
business address of the facility where the
food was manufactured or processed; or

(ii) with respect to a food for which a
food packaging label is not required by the
Secretary under any other provisions of
this chapter, prominently and conspicu-
ously display, at the point of purchase, the
name and business address of the facility
where the food was manufactured or proc-
essed, on a label, poster, sign, placard, or
documents delivered contemporaneously
with the food in the normal course of busi-
ness, or, in the case of Internet sales, in an
electronic notice.

(B) No additional label

Subparagraph (A) does not provide author-
ity to the Secretary to require a label that
is in addition to any label required under
any other provision of this chapter.

(m) Authority with respect to certain facilities

The Secretary may, by regulation, exempt or
modify the requirements for compliance under
this section with respect to facilities that are
solely engaged in the production of food for ani-
mals other than man, the storage of raw agricul-
tural commodities (other than fruits and vegeta-
bles) intended for further distribution or proc-
essing, or the storage of packaged foods that are
not exposed to the environment.

(n) Regulations
(1) In general

Not later than 18 months after January 4,
2011, the Secretary shall promulgate regula-
tions—

(A) to establish science-based minimum
standards for conducting a hazard analysis,
documenting hazards, implementing preven-
tive controls, and documenting the imple-
mentation of the preventive controls under
this section; and

(B) to define, for purposes of this section,
the terms ‘‘small business’ and ‘‘very small
business’, taking into consideration the
study described in subsection (1)(5).

(2) Coordination

In promulgating the regulations under para-
graph (1)(A), with regard to hazards that may
be intentionally introduced, including by acts
of terrorism, the Secretary shall coordinate
with the Secretary of Homeland Security, as
appropriate.

(3) Content

The regulations promulgated under para-
graph (1)(A) shall—

(A) provide sufficient flexibility to be
practicable for all sizes and types of facili-
ties, including small businesses such as a
small food processing facility co-located on
a farm;

(B) comply with chapter 35 of title 44 (com-
monly known as the ‘‘Paperwork Reduction
Act”), with special attention to minimizing

the burden (as defined in section 3502(2) of
such title) on the facility, and collection of
information (as defined in section 3502(3) of
such title), associated with such regulations;

(C) acknowledge differences in risk and
minimize, as appropriate, the number of sep-
arate standards that apply to separate foods;
and

(D) not require a facility to hire a consult-
ant or other third party to identify, imple-
ment, certify, or audit preventative con-
trols, except in the case of negotiated en-
forcement resolutions that may require such
a consultant or third party.

(4) Rule of construction

Nothing in this subsection shall be con-
strued to provide the Secretary with the au-
thority to prescribe specific technologies,
practices, or critical controls for an individual
facility.

(5) Review

In promulgating the regulations under para-
graph (1)(A), the Secretary shall review regu-
latory hazard analysis and preventive control
programs in existence on January 4, 2011, in-
cluding the Grade ‘A’ Pasteurized Milk Ordi-
nance to ensure that such regulations are con-
sistent, to the extent practicable, with appli-
cable domestic and internationally-recognized
standards in existence on such date.

(0) Definitions

For purposes of this section:
(1) Critical control point

The term ‘‘critical control point’’ means a
point, step, or procedure in a food process at
which control can be applied and is essential
to prevent or eliminate a food safety hazard or
reduce such hazard to an acceptable level.

(2) Facility

The term ‘‘facility’” means a domestic facil-
ity or a foreign facility that is required to reg-
ister under section 350d of this title.

(3) Preventive controls

The term ‘‘preventive controls’” means those
risk-based, reasonably appropriate procedures,
practices, and processes that a person knowl-
edgeable about the safe manufacturing, proc-
essing, packing, or holding of food would em-
ploy to significantly minimize or prevent the
hazards identified under the hazard analysis
conducted under subsection (b) and that are
consistent with the current scientific under-
standing of safe food manufacturing, proc-
essing, packing, or holding at the time of the
analysis. Those procedures, practices, and
processes may include the following:

(A) Sanitation procedures for food contact
surfaces and utensils and food-contact sur-
faces of equipment.

(B) Supervisor, manager, and employee hy-
giene training.

(C) An environmental monitoring program
to verify the effectiveness of pathogen con-
trols in processes where a food is exposed to
a potential contaminant in the environment.

(D) A food allergen control program.

(E) A recall plan.
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(F) Current Good Manufacturing Practices
(cGMPs) under part 110 of title 21, Code of
Federal Regulations (or any successor regu-
lations).

(G) Supplier verification activities that re-
late to the safety of food.

(June 25, 1938, ch. 675, §418, as added Pub. L.
111-353, title I, §103(a), Jan. 4, 2011, 124 Stat.
3889.)

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Pub. L. 111-353, title I, §103(i), Jan. 4, 2011, 124 Stat.
3898, provided that:

‘(1) GENERAL RULE.—The amendments made by this
section [enacting this section and amending section 331
of this title] shall take effect 18 months after the date
of enactment of this Act [Jan. 4, 2011].

‘(2) FLEXIBILITY FOR SMALL BUSINESSES.—Notwith-
standing paragraph (1)—

‘“(A) the amendments made by this section shall
apply to a small business (as defined in the regula-
tions promulgated under section 418(n) of the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 350g(n)] (as
added by this section)) beginning on the date that is
6 months after the effective date of such regulations;
and

‘“(B) the amendments made by this section shall
apply to a very small business (as defined in such reg-
ulations) beginning on the date that is 18 months
after the effective date of such regulations.”

CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

GUIDANCE DOCUMENT

Pub. L. 111-353, title I, §103(b), Jan. 4, 2011, 124 Stat.
3896, provided that: ‘“The Secretary shall issue a guid-
ance document related to the regulations promulgated
under subsection (b)(1) [probably means 21 TU.S.C.
350g(n)(1)] with respect to the hazard analysis and pre-
ventive controls under section 418 of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 350g] (as added by
subsection (a)).”’

SMALL ENTITY COMPLIANCE PoOLICY GUIDE

Pub. L. 111-353, title I, §103(d), Jan. 4, 2011, 124 Stat.
3898, provided that: ‘“Not later than 180 days after the
issuance of the regulations promulgated under sub-
section (n) of section 418 of the Federal Food, Drug, and
Cosmetic Act [21 U.S.C. 350g(n)] (as added by subsection
(a)), the Secretary shall issue a small entity compli-
ance policy guide setting forth in plain language the
requirements of such section 418 and this section [en-
acting this section, amending section 331 of this title,
and enacting provisions set out as notes under this sec-
tion and sections 342 and 350d of this title] to assist
small entities in complying with the hazard analysis
and other activities required under such section 418 and
this section.”

No EFFECT ON HACCP AUTHORITIES

Pub. L. 111-353, title I, §103(f), Jan. 4, 2011, 124 Stat.
3898, provided that: ‘“Nothing in the amendments made
by this section [enacting this section and amending
section 331 of this title] limits the authority of the Sec-
retary under the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 301 et seq.) or the Public Health Service Act
(42 U.S.C. 201 et seq.) to revise, issue, or enforce Hazard
Analysis Critical Control [Points] programs and the
Thermally Processed Low-Acid Foods Packaged in Her-
metically Sealed Containers standards.”’
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DIETARY SUPPLEMENTS

Pub. L. 111-353, title I, §103(g), Jan. 4, 2011, 124 Stat.
3898, provided that: ‘“‘Nothing in the amendments made
by this section [enacting this section and amending
section 331 of this title] shall apply to any facility with
regard to the manufacturing, processing, packing, or
holding of a dietary supplement that is in compliance
with the requirements of sections 402(g)(2) and 761 of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
342(g)(2), 379aa-1).”

§ 350h. Standards for produce safety

(a) Proposed rulemaking
(1) In general
(A) Rulemaking

Not later than 1 year after January 4, 2011,
the Secretary, in coordination with the Sec-
retary of Agriculture and representatives of
State departments of agriculture (including
with regard to the national organic program
established under the Organic Foods Produc-
tion Act of 1990 [7 U.S.C. 6501 et seq.]), and in
consultation with the Secretary of Home-
land Security, shall publish a notice of pro-
posed rulemaking to establish science-based
minimum standards for the safe production
and harvesting of those types of fruits and
vegetables, including specific mixes or cat-
egories of fruits and vegetables, that are raw
agricultural commodities for which the Sec-
retary has determined that such standards
minimize the risk of serious adverse health
consequences or death.

(B) Determination by Secretary

With respect to small businesses and very
small businesses (as such terms are defined
in the regulation promulgated under sub-
paragraph (A)) that produce and harvest
those types of fruits and vegetables that are
raw agricultural commodities that the Sec-
retary has determined are low risk and do
not present a risk of serious adverse health
consequences or death, the Secretary may
determine not to include production and
harvesting of such fruits and vegetables in
such rulemaking, or may modify the appli-
cable requirements of regulations promul-
gated pursuant to this section.

(2) Public input

During the comment period on the notice of
proposed rulemaking under paragraph (1), the
Secretary shall conduct not less than 3 public
meetings in diverse geographical areas of the
United States to provide persons in different
regions an opportunity to comment.

(3) Content

The proposed rulemaking under paragraph
(1) shall—

(A) provide sufficient flexibility to be ap-
plicable to various types of entities engaged
in the production and harvesting of fruits
and vegetables that are raw agricultural
commodities, including small businesses and
entities that sell directly to consumers, and
be appropriate to the scale and diversity of
the production and harvesting of such com-
modities;

(B) include, with respect to growing, har-
vesting, sorting, packing, and storage oper-
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ations, science-based minimum standards re-
lated to soil amendments, hygiene, pack-
aging, temperature controls, animals in the
growing area, and water;

(C) consider hazards that occur naturally,
may be unintentionally introduced, or may
be intentionally introduced, including by
acts of terrorism;

(D) take into consideration, consistent
with ensuring enforceable public health pro-
tection, conservation and environmental
practice standards and policies established
by Federal natural resource conservation,
wildlife conservation, and environmental
agencies;

(E) in the case of production that is cer-
tified organic, not include any requirements
that conflict with or duplicate the require-
ments of the national organic program es-
tablished under the Organic Foods Produc-
tion Act of 1990, while providing the same
level of public health protection as the re-
quirements under guidance documents, in-
cluding guidance documents regarding ac-
tion levels, and regulations under the FDA
Food Safety Modernization Act; and

(F) define, for purposes of this section, the
terms ‘‘small business’” and ‘‘very small
business’.

(4) Prioritization

The Secretary shall prioritize the implemen-
tation of the regulations under this section for
specific fruits and vegetables that are raw ag-
ricultural commodities based on known risks
which may include a history and severity of
foodborne illness outbreaks.

(b) Final regulation
(1) In general

Not later than 1 year after the close of the
comment period for the proposed rulemaking
under subsection (a), the Secretary shall adopt
a final regulation to provide for minimum
science-based standards for those types of
fruits and vegetables, including specific mixes
or categories of fruits or vegetables, that are
raw agricultural commodities, based on known
safety risks, which may include a history of
foodborne illness outbreaks.

(2) Final regulation

The final regulation shall—

(A) provide for coordination of education
and enforcement activities by State and
local officials, as designated by the Gov-
ernors of the respective States or the appro-
priate elected State official as recognized by
State statute; and

(B) include a description of the variance
process under subsection (c¢) and the types of
permissible variances the Secretary may
grant.

(3) Flexibility for small businesses

Notwithstanding paragraph (1)—

(A) the regulations promulgated under this
section shall apply to a small business (as
defined in the regulation promulgated under
subsection (a)(1)) after the date that is 1
year after the effective date of the final reg-
ulation under paragraph (1); and
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(B) the regulations promulgated under this
section shall apply to a very small business
(as defined in the regulation promulgated
under subsection (a)(1)) after the date that is
2 years after the effective date of the final
regulation under paragraph (1).

(c) Criteria

(1) In general

The regulations adopted under subsection (b)
shall—

(A) set forth those procedures, processes,
and practices that the Secretary determines
to minimize the risk of serious adverse
health consequences or death, including pro-
cedures, processes, and practices that the
Secretary determines to be reasonably nec-
essary to prevent the introduction of known
or reasonably foreseeable biological, chem-
ical, and physical hazards, including hazards
that occur naturally, may be unintention-
ally introduced, or may be intentionally in-
troduced, including by acts of terrorism,
into fruits and vegetables, including specific
mixes or categories of fruits and vegetables,
that are raw agricultural commodities and
to provide reasonable assurances that the
produce is not adulterated under section 342
of this title;

(B) provide sufficient flexibility to be prac-
ticable for all sizes and types of businesses,
including small businesses such as a small
food processing facility co-located on a farm;

(C) comply with chapter 35 of title 44 (com-
monly known as the ‘“‘Paperwork Reduction
Act”), with special attention to minimizing
the burden (as defined in section 3502(2) of
such title) on the business, and collection of
information (as defined in section 3502(3) of
such title), associated with such regulations;

(D) acknowledge differences in risk and
minimize, as appropriate, the number of sep-
arate standards that apply to separate foods;
and

(E) not require a business to hire a con-
sultant or other third party to identify, im-
plement, certify, compliance! with these
procedures, processes, and practices, except
in the case of negotiated enforcement reso-
lutions that may require such a consultant
or third party; and

(F) permit States and foreign countries
from which food is imported into the United
States to request from the Secretary
variances from the requirements of the regu-
lations, subject to paragraph (2), where the
State or foreign country determines that the
variance is necessary in light of local grow-
ing conditions and that the procedures, proc-
esses, and practices to be followed under the
variance are reasonably likely to ensure
that the produce is not adulterated under
section 342 of this title and to provide the
same level of public health protection as the
requirements of the regulations adopted
under subsection (b).

(2) Variances
(A) Requests for variances

A State or foreign country from which
food is imported into the United States may

180 in original. Probably should be “‘or certify compliance’.
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in writing request a variance from the Sec-
retary. Such request shall describe the vari-
ance requested and present information
demonstrating that the variance does not in-
crease the likelihood that the food for which
the variance is requested will be adulterated
under section 342 of this title, and that the
variance provides the same level of public
health protection as the requirements of the
regulations adopted under subsection (b).
The Secretary shall review such requests in
a reasonable timeframe.

(B) Approval of variances

The Secretary may approve a variance in
whole or in part, as appropriate, and may
specify the scope of applicability of a vari-
ance to other similarly situated persons.

(C) Denial of variances

The Secretary may deny a variance re-
quest if the Secretary determines that such
variance is not reasonably likely to ensure
that the food is not adulterated under sec-
tion 342 of this title and is not reasonably
likely to provide the same level of public
health protection as the requirements of the
regulation adopted under subsection (b). The
Secretary shall notify the person requesting
such variance of the reasons for the denial.

(D) Modification or revocation of a variance

The Secretary, after notice and an oppor-
tunity for a hearing, may modify or revoke
a variance if the Secretary determines that
such variance is not reasonably likely to en-
sure that the food is not adulterated under
section 342 of this title and is not reasonably
likely to provide the same level of public
health protection as the requirements of the
regulations adopted under subsection (b).

(d) Enforcement

The Secretary may coordinate with the Sec-
retary of Agriculture and, as appropriate, shall
contract and coordinate with the agency or de-
partment designated by the Governor of each
State to perform activities to ensure compliance
with this section.

(e) Guidance
(1) In general

Not later than 1 year after January 4, 2011,
the Secretary shall publish, after consultation
with the Secretary of Agriculture, representa-
tives of State departments of agriculture,
farmer representatives, and various types of
entities engaged in the production and har-
vesting or importing of fruits and vegetables
that are raw agricultural commodities, includ-
ing small businesses, updated good agricul-
tural practices and guidance for the safe pro-
duction and harvesting of specific types of
fresh produce under this section.

(2) Public meetings

The Secretary shall conduct not fewer than
3 public meetings in diverse geographical
areas of the United States as part of an effort
to conduct education and outreach regarding
the guidance described in paragraph (1) for
persons in different regions who are involved
in the production and harvesting of fruits and

vegetables that are raw agricultural commod-
ities, including persons that sell directly to
consumers and farmer representatives, and for
importers of fruits and vegetables that are raw
agricultural commodities.

(3) Paperwork reduction

The Secretary shall ensure that any updated
guidance under this section will—

(A) provide sufficient flexibility to be
practicable for all sizes and types of facili-
ties, including small businesses such as a
small food processing facility co-located on
a farm; and

(B) acknowledge differences in risk and
minimize, as appropriate, the number of sep-
arate standards that apply to separate foods.

(f) Exemption for direct farm marketing

(1) In general

A farm shall be exempt from the require-
ments under this section in a calendar year
if—

(A) during the previous 3-year period, the
average annual monetary value of the food
sold by such farm directly to qualified end-
users during such period exceeded the aver-
age annual monetary value of the food sold
by such farm to all other buyers during such
period; and

(B) the average annual monetary value of
all food sold during such period was less
than $500,000, adjusted for inflation.

(2) Notification to consumers
(A) In general

A farm that is exempt from the require-
ments under this section shall—

(i) with respect to a food for which a food
packaging label is required by the Sec-
retary under any other provision of this
chapter, include prominently and con-
spicuously on such label the name and
business address of the farm where the
produce was grown; or

(ii) with respect to a food for which a
food packaging label is not required by the
Secretary under any other provision of
this chapter, prominently and conspicu-
ously display, at the point of purchase, the
name and business address of the farm
where the produce was grown, on a label,
poster, sign, placard, or documents deliv-
ered contemporaneously with the food in
the normal course of business, or, in the
case of Internet sales, in an electronic no-
tice.

(B) No additional label

Subparagraph (A) does not provide author-
ity to the Secretary to require a label that
is in addition to any label required under
any other provision of this chapter.

(8) Withdrawal; rule of construction
(A) In general

In the event of an active investigation of a
foodborne illness outbreak that is directly
linked to a farm subject to an exemption
under this subsection, or if the Secretary de-
termines that it is necessary to protect the
public health and prevent or mitigate a
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foodborne illness outbreak based on conduct
or conditions associated with a farm that
are material to the safety of the food pro-
duced or harvested at such farm, the Sec-
retary may withdraw the exemption pro-
vided to such farm under this subsection.

(B) Rule of construction

Nothing in this subsection shall be con-
strued to expand or limit the inspection au-
thority of the Secretary.

(4) Definitions
(A) Qualified end-user

In this subsection, the term ‘‘qualified
end-user’’, with respect to a food means—
(i) the consumer of the food; or
(ii) a restaurant or retail food establish-
ment (as those terms are defined by the
Secretary for purposes of section 350d of
this title) that is located—
(I) in the same State as the farm that
produced the food; or
(IT) not more than 275 miles from such
farm.

(B) Consumer

For purposes of subparagraph (A), the term
“‘consumer’’ does not include a business.

(5) No preemption

Nothing in this subsection preempts State,
local, county, or other non-Federal law re-
garding the safe production, harvesting, hold-
ing, transportation, and sale of fresh fruits
and vegetables. Compliance with this sub-
section shall not relieve any person from li-
ability at common law or under State statu-
tory law.

(6) Limitation of effect

Nothing in this subsection shall prevent the
Secretary from exercising any authority
granted in the other sections of this chapter.

(g) Clarification

This section shall not apply to produce that is
produced by an individual for personal consump-
tion.

(h) Exception for activities of facilities subject to
section 350g of this title

This section shall not apply to activities of a
facility that are subject to section 350g of this
title.

(June 25, 1938, ch. 675, §419, as added Pub. L.
111-353, title I, §105(a), Jan. 4, 2011, 124 Stat.
3899.)

Editorial Notes

REFERENCES IN TEXT

The Organic Foods Production Act of 1990, referred to
in subsec. (a)(1)(A), B)E), is title XXI of Pub. L.
101-624, Nov. 28, 1990, 104 Stat. 3935, which is classified
generally to chapter 94 (§6501 et seq.) of Title 7, Agri-
culture. For complete classification of this Act to the
Code, see Short Title note set out under section 6501 of
Title 7 and Tables.

The FDA Food Safety Modernization Act, referred to
in subsec. (a)(3)(E), is Pub. L. 111-353, Jan. 4, 2011, 124
Stat. 3885, which enacted chapter 27 (§2201 et seq.) and
sections 350g to 3507-1, 379j-31, 384a to 384d, 399c, and
399d of this title, section 7625 of Title 7, Agriculture,
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and section 280g-16 of Title 42, The Public Health and
Welfare, amended sections 331, 333, 334, 350b to 350d,
3501, 374, 381, 393, and 399 of this title and section 247b-20
of Title 42, and enacted provisions set out as notes
under sections 331, 334, 342, 350b, 350d, 350e, 350g to 350j,
3507, and 381 of this title. For complete classification of
this Act to the Code, see Short Title note set out under
section 2201 of this title and Tables.

Statutory Notes and Related Subsidiaries
CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

SCIENTIFIC AND ECONOMIC ANALYSIS OF THE FDA FooD
SAFETY MODERNIZATION ACT

Pub. L. 113-79, title XII, §12311(a), Feb. 7, 2014, 128
Stat. 992, provided that: “When publishing a final rule
with respect to ‘Standards for the Growing, Harvesting,
Packing, and Holding of Produce for Human Consump-
tion’ published by the Department of Health and
Human Services on January 16, 2013 (78 Fed. Reg. 3504),
the Secretary of Health and Human Services (referred
to in this section as the ‘Secretary’) shall ensure that
the final rule (referred to in this section as the ‘final
rule’) includes the following information:

‘(1) An analysis of the scientific information used
to promulgate the final rule, taking into consider-
ation any information about farming and ranching
operations of a variety of sizes, with regional dif-
ferences, and that have a diversity of production
practices and methods.

“(2) An analysis of the economic impact of the final
rule.

‘“(3) A plan to systematically—

“(A) evaluate the impact of the final rule on
farming and ranching operations; and

‘(B) develop an ongoing process to evaluate and
respond to business concerns.”

SMALL ENTITY COMPLIANCE POLICY GUIDE

Pub. L. 111-353, title I, §105(b), Jan. 4, 2011, 124 Stat.
3904, provided that: ‘‘Not later than 180 days after the
issuance of regulations under section 419 of the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 350h] (as added
by subsection (a)), the Secretary of Health and Human
Services shall issue a small entity compliance policy
guide setting forth in plain language the requirements
of such section 419 and to assist small entities in com-
plying with standards for safe production and har-
vesting and other activities required under such sec-
tion.”

No EFFECT ON HACCP AUTHORITIES

Pub. L. 111-353, title I, §105(d), Jan. 4, 2011, 124 Stat.
3905, provided that: ‘“‘Nothing in the amendments made
by this section [enacting this section and amending
section 331 of this title] limits the authority of the Sec-
retary [of Health and Human Services] under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.) or the Public Health Service Act (42 U.S.C. 201 et
seq.) to revise, issue, or enforce product and category-
specific regulations, such as the Seafood Hazard Anal-
ysis Critical Controls Points Program, the Juice Haz-
ard Analysis Critical Control [Points] Program, and the
Thermally Processed Low-Acid Foods Packaged in Her-
metically Sealed Containers standards.”’

§350i. Protection against intentional adultera-
tion
(a) Determinations
(1) In general
The Secretary shall—
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(A) conduct a vulnerability assessment of
the food system, including by consideration
of the Department of Homeland Security bi-
ological, chemical, radiological, or other
terrorism risk assessments;

(B) consider the best available under-
standing of uncertainties, risks, costs, and
benefits associated with guarding against in-
tentional adulteration of food at vulnerable
points; and

(C) determine the types of science-based
mitigation strategies or measures that are
necessary to protect against the intentional
adulteration of food.

(2) Limited distribution

In the interest of national security, the Sec-
retary, in consultation with the Secretary of
Homeland Security, may determine the time,
manner, and form in which determinations
made under paragraph (1) are made publicly
available.
(b) Regulations

Not later than 18 months after January 4, 2011,
the Secretary, in coordination with the Sec-
retary of Homeland Security and in consulta-
tion with the Secretary of Agriculture, shall
promulgate regulations to protect against the
intentional adulteration of food subject to this
chapter. Such regulations shall—
(1) specify how a person shall assess whether
the person is required to implement mitiga-
tion strategies or measures intended to pro-
tect against the intentional adulteration of
food; and
(2) specify appropriate science-based mitiga-
tion strategies or measures to prepare and pro-
tect the food supply chain at specific vulner-
able points, as appropriate.
(c) Applicability

Regulations promulgated under subsection (b)
shall apply only to food for which there is a high
risk of intentional contamination, as deter-
mined by the Secretary, in consultation with
the Secretary of Homeland Security, under sub-
section (a), that could cause serious adverse
health consequences or death to humans or ani-
mals and shall include those foods—
(1) for which the Secretary has identified
clear vulnerabilities (including short shelf-life
or susceptibility to intentional contamination
at critical control points); and
(2) in bulk or batch form, prior to being
packaged for the final consumer.
(d) Exception

This section shall not apply to farms, except
for those that produce milk.
(e) Definition

For purposes of this section, the term ‘‘farm”
has the meaning given that term in section 1.227
of title 21, Code of Federal Regulations (or any
successor regulation).

(June 25, 1938, ch. 675, §420, as added Pub. L.
111-353, title I, §106(a), Jan. 4, 2011, 124 Stat.
3905.)

Statutory Notes and Related Subsidiaries

CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
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and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

GUIDANCE DOCUMENTS

Pub. L. 111-353, title I, §106(b), Jan. 4, 2011, 124 Stat.
3906, provided that:

‘(1) IN GENERAL.—Not later than 1 year after the date
of enactment of this Act [Jan. 4, 2011], the Secretary of
Health and Human Services, in consultation with the
Secretary of Homeland Security and the Secretary of
Agriculture, shall issue guidance documents related to
protection against the intentional adulteration of food,
including mitigation strategies or measures to guard
against such adulteration as required under section 420
of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
450i], as added by subsection (a).

‘“(2) CONTENT.—The guidance documents issued under
paragraph (1) shall—

‘“(A) include a model assessment for a person to use
under subsection (b)(1) of section 420 of the Federal
Food, Drug, and Cosmetic Act, as added by subsection
(a);

‘“(B) include examples of mitigation strategies or
measures described in subsection (b)(2) of such sec-
tion; and

“(C) specify situations in which the examples of
mitigation strategies or measures described in sub-
section (b)(2) of such section are appropriate.

‘“(3) LIMITED DISTRIBUTION.—In the interest of na-
tional security, the Secretary of Health and Human
Services, in consultation with the Secretary of Home-
land Security, may determine the time, manner, and
form in which the guidance documents issued under
paragraph (1) are made public, including by releasing
such documents to targeted audiences.”

PERIODIC REVIEW

Pub. L. 111-353, title I, §106(c), Jan. 4, 2011, 124 Stat.
3906, provided that: ‘“The Secretary of Health and
Human Services shall periodically review and, as ap-
propriate, update the regulations under section 420(b)
of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
450i(b)], as added by subsection (a), and the guidance
documents under subsection (b) [section 106(b) of Pub.
L. 111-353, set out above].”

§350j. Targeting of inspection resources for do-
mestic facilities, foreign facilities, and ports
of entry; annual report

(a) Identification and inspection of facilities
(1) Identification

The Secretary shall identify high-risk facili-
ties and shall allocate resources to inspect fa-
cilities according to the known safety risks of
the facilities, which shall be based on the fol-
lowing factors:

(A) The known safety risks of the food
manufactured, processed, packed, or held at
the facility.

(B) The compliance history of a facility,
including with regard to food recalls, out-
breaks of foodborne illness, and violations of
food safety standards.

(C) The rigor and effectiveness of the fa-
cility’s hazard analysis and risk-based pre-
ventive controls.

(D) Whether the food manufactured, proc-
essed, packed, or held at the facility meets
the criteria for priority under section
381(h)(1) of this title.

(E) Whether the food or the facility that
manufactured, processed, packed, or held
such food has received a certification as de-
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scribed in section 381(q) or 384b of this title,
as appropriate.

(F) Any other criteria deemed necessary
and appropriate by the Secretary for pur-
poses of allocating inspection resources.

(2) Inspections
(A) In general

Beginning on January 4, 2011, the Sec-
retary shall increase the frequency of in-
spection of all facilities.

(B) Domestic high-risk facilities

The Secretary shall increase the frequency
of inspection of domestic facilities identified
under paragraph (1) as high-risk facilities
such that each such facility is inspected—

(i) not less often than once in the 5-year
period following January 4, 2011; and
(ii) not less often than once every 3 years
thereafter.
(C) Domestic non-high-risk facilities

The Secretary shall ensure that each do-
mestic facility that is not identified under
paragraph (1) as a high-risk facility is in-
spected—

(i) not less often than once in the 7-year
period following January 4, 2011; and
(ii) not less often than once every 5 years
thereafter.
(D) Foreign facilities
(i) Year 1

In the 1-year period following January 4,
2011, the Secretary shall inspect not fewer
than 600 foreign facilities.

(ii) Subsequent years

In each of the 5 years following the 1-
year period described in clause (i), the Sec-
retary shall inspect not fewer than twice
the number of foreign facilities inspected
by the Secretary during the previous year.

(E) Reliance on Federal, State, or local in-
spections

In meeting the inspection requirements
under this subsection for domestic facilities,
the Secretary may rely on inspections con-
ducted by other Federal, State, or local
agencies under interagency agreement, con-
tract, memoranda of understanding, or other
obligation.

(b) Identification and inspection at ports of
entry

The Secretary, in consultation with the Sec-
retary of Homeland Security, shall allocate re-
sources to inspect any article of food imported
into the United States according to the known
safety risks of the article of food, which shall be
based on the following factors:

(1) The known safety risks of the food im-
ported.

(2) The known safety risks of the countries
or regions of origin and countries through
which such article of food is transported.

(3) The compliance history of the importer,
including with regard to food recalls, out-
breaks of foodborne illness, and violations of
food safety standards.

(4) The rigor and effectiveness of the activi-
ties conducted by the importer of such article

of food to satisfy the requirements of the for-
eign supplier verification program under sec-
tion 384a of this title.

(5) Whether the food importer participates in
the voluntary qualified importer program
under section 384b of this title.

(6) Whether the food meets the criteria for
priority under section 381(h)(1) of this title.

(7) Whether the food or the facility that
manufactured, processed, packed, or held such
food received a certification as described in
section 381(q) or 384b of this title.

(8) Any other criteria deemed necessary and
appropriate by the Secretary for purposes of
allocating inspection resources.

(c) Interagency agreements with respect to sea-

food
(1) In general

The Secretary of Health and Human Serv-
ices, the Secretary of Commerce, the Sec-
retary of Homeland Security, the Chairman of
the Federal Trade Commission, and the heads
of other appropriate agencies may enter into
such agreements as may be necessary or ap-
propriate to improve seafood safety.

(2) Scope of agreements

The agreements under paragraph (1) may in-
clude—

(A) cooperative arrangements for exam-
ining and testing seafood imports that lever-
age the resources, capabilities, and authori-
ties of each party to the agreement;

(B) coordination of inspections of foreign
facilities to increase the percentage of im-
ported seafood and seafood facilities in-
spected;

(C) standardization of data on seafood
names, inspection records, and laboratory
testing to improve interagency coordina-
tion;

(D) coordination to detect and investigate
violations under applicable Federal law;

(E) a process, including the use or modi-
fication of existing processes, by which offi-
cers and employees of the National Oceanic
and Atmospheric Administration may be
duly designated by the Secretary to carry
out seafood examinations and investigations
under section 381 of this title or section 203
of the Food Allergen Labeling and Consumer
Protection Act of 2004;

(F) the sharing of information concerning
observed non-compliance with United States
food requirements domestically and in for-
eign nations and new regulatory decisions
and policies that may affect the safety of
food imported into the United States;

(G) conducting joint training on subjects
that affect and strengthen seafood inspec-
tion effectiveness by Federal authorities;
and

(H) outreach on Federal efforts to enhance
seafood safety and compliance with Federal
food safety requirements.

(d) Coordination

The Secretary shall improve coordination and
cooperation with the Secretary of Agriculture
and the Secretary of Homeland Security to tar-
get food inspection resources.
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(e) Facility

For purposes of this section, the term ‘‘facil-
ity”’ means a domestic facility or a foreign facil-
ity that is required to register under section
350d of this title.

(June 25, 1938, ch. 675, §421, as added Pub. L.
111-353, title II, §201(a), Jan. 4, 2011, 124 Stat.
3923.)

Editorial Notes
REFERENCES IN TEXT

Section 203 of the Food Allergen Labeling and Con-
sumer Protection Act of 2004, referred to in subsec.
()(2)(E), is section 203 of Pub. L. 108-282, Aug. 2, 2004,
118 Stat. 906, which amended sections 321, 343, and 343-1
of this title and enacted provisions set out as notes
under sections 321 and 343 of this title.

Statutory Notes and Related Subsidiaries
CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

ADVISORY COMMITTEE CONSULTATION

Pub. L. 111-353, title II, §201(c), Jan. 4, 2011, 124 Stat.
3926, provided that: ‘“In allocating inspection resources
as described in section 421 of the Federal Food, Drug,
and Cosmetic Act [21 U.S.C. 450j] (as added by sub-
section (a)), the Secretary may, as appropriate, consult
with any relevant advisory committee within the De-
partment of Health and Human Services.”

§350k. Laboratory accreditation for analyses of
foods

(a) Recognition of laboratory accreditation
(1) In general

Not later than 2 years after January 4, 2011,
the Secretary shall—

(A) establish a program for the testing of
food by accredited laboratories;

(B) establish a publicly available registry
of accreditation bodies recognized by the
Secretary and laboratories accredited by a
recognized accreditation body, including the
name of, contact information for, and other
information deemed appropriate by the Sec-
retary about such bodies and laboratories;
and

(C) require, as a condition of recognition
or accreditation, as appropriate, that recog-
nized accreditation bodies and accredited
laboratories report to the Secretary any
changes that would affect the recognition of
such accreditation body or the accreditation
of such laboratory.

(2) Program requirements

The program established under paragraph
(1)(A) shall provide for the recognition of lab-
oratory accreditation bodies that meet cri-
teria established by the Secretary for accredi-
tation of laboratories, including independent
private laboratories and laboratories run and
operated by a Federal agency (including the
Department of Commerce), State, or locality
with a demonstrated capability to conduct 1
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or more sampling and analytical testing meth-
odologies for food.

(3) Increasing the number of qualified labora-
tories

The Secretary shall work with the labora-
tory accreditation bodies recognized under
paragraph (1), as appropriate, to increase the
number of qualified laboratories that are eligi-
ble to perform testing under subparagraph?! (b)
beyond the number so qualified on January 4,
2011.

(4) Limited distribution

In the interest of national security, the Sec-
retary, in coordination with the Secretary of
Homeland Security, may determine the time,
manner, and form in which the registry estab-
lished under paragraph (1)(B) is made publicly
available.

(5) Foreign laboratories

Accreditation bodies recognized by the Sec-
retary under paragraph (1) may accredit lab-
oratories that operate outside the United
States, so long as such laboratories meet the
accreditation standards applicable to domestic
laboratories accredited under this section.

(6) Model laboratory standards

The Secretary shall develop model standards
that a laboratory shall meet to be accredited
by a recognized accreditation body for a speci-
fied sampling or analytical testing method-
ology and included in the registry provided for
under paragraph (1). In developing the model
standards, the Secretary shall consult existing
standards for guidance. The model standards
shall include—

(A) methods to ensure that—

(i) appropriate sampling, analytical pro-
cedures (including rapid analytical proce-
dures), and commercially available tech-
niques are followed and reports of analyses
are certified as true and accurate;

(ii) internal quality systems are estab-
lished and maintained;

(iii) procedures exist to evaluate and re-
spond promptly to complaints regarding
analyses and other activities for which the
laboratory is accredited; and

(iv) individuals who conduct the sam-
pling and analyses are qualified by train-
ing and experience to do so; and

(B) any other criteria determined appro-
priate by the Secretary.

(7) Review of recognition

To ensure compliance with the requirements
of this section, the Secretary—

(A) shall periodically, and in no case less
than once every 5 years, reevaluate accredi-
tation bodies recognized under paragraph (1)
and may accompany auditors from an ac-
creditation body to assess whether the ac-
creditation body meets the criteria for rec-
ognition; and

(B) shall promptly revoke the recognition
of any accreditation body found not to be in
compliance with the requirements of this

180 in original. Probably should be ‘‘subsection’.
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section, specifying, as appropriate, any
terms and conditions necessary for labora-
tories accredited by such body to continue
to perform testing as described in this sec-
tion.
(b) Testing procedures
(1) In general

Not later than 30 months after January 4,
2011, food testing shall be conducted by Fed-
eral laboratories or non-Federal laboratories
that have been accredited for the appropriate
sampling or analytical testing methodology or
methodologies by a recognized accreditation
body on the registry established by the Sec-
retary under subsection (a)(1)(B) whenever
such testing is conducted—

(A) by or on behalf of an owner or con-
signee—

(i) in response to a specific testing re-
quirement under this chapter or imple-
menting regulations, when applied to ad-
dress an identified or suspected food safety
problem; and

(ii) as required by the Secretary, as the
Secretary deems appropriate, to address
an identified or suspected food safety prob-
lem; or

(B) on behalf of an owner or consignee—

(i) in support of admission of an article
of food under section 381(a) of this title;
and

(ii) under an Import Alert that requires
successful consecutive tests.

(2) Results of testing

The results of any such testing shall be sent
directly to the Food and Drug Administration,
except the Secretary may by regulation ex-
empt test results from such submission re-
quirement if the Secretary determines that
such results do not contribute to the protec-
tion of public health. Test results required to
be submitted may be submitted to the Food
and Drug Administration through electronic
means.

(3) Exception

The Secretary may waive requirements
under this subsection if—

(A) a new methodology or methodologies
have been developed and validated but a lab-
oratory has not yet been accredited to per-
form such methodology or methodologies;
and

(B) the use of such methodology or meth-
odologies are necessary to prevent, control,
or mitigate a food emergency or foodborne
illness outbreak.

(c) Review by Secretary

If food sampling and testing performed by a
laboratory run and operated by a State or local-
ity that is accredited by a recognized accredita-
tion body on the registry established by the Sec-
retary under subsection (a) result in a State re-
calling a food, the Secretary shall review the
sampling and testing results for the purpose of
determining the need for a national recall or
other compliance and enforcement activities.

(d) No limit on Secretarial authority

Nothing in this section shall be construed to
limit the ability of the Secretary to review and
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act upon information from food testing, includ-
ing determining the sufficiency of such informa-
tion and testing.

(June 25, 1938, ch. 675, §422, as added Pub. L.
111-353, title II, §202(a), Jan. 4, 2011, 124 Stat.
3926.)

Statutory Notes and Related Subsidiaries
CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

§350l. Mandatory recall authority
(a) Voluntary procedures

If the Secretary determines, based on informa-
tion gathered through the reportable food reg-
istry under section 350f of this title or through
any other means, that there is a reasonable
probability that an article of food (other than
infant formula) is adulterated under section 342
of this title or misbranded under section 343(w)
of this title and the use of or exposure to such
article will cause serious adverse health con-
sequences or death to humans or animals, the
Secretary shall provide the responsible party (as
defined in section 350f of this title) with an op-
portunity to cease distribution and recall such
article.

(b) Prehearing order to cease distribution and
give notice

(1) In general

If the responsible party refuses to or does
not voluntarily cease distribution or recall
such article within the time and in the man-
ner prescribed by the Secretary (if so pre-
scribed), the Secretary may, by order require,
as the Secretary deems necessary, such person
to—

(A) immediately cease distribution of such
article; and

(B) as applicable, immediately notify all
persons—

(i) manufacturing, processing, packing,
transporting, distributing, receiving, hold-
ing, or importing and selling such article;
and

(ii) to which such article has been dis-
tributed, transported, or sold, to imme-
diately cease distribution of such article.l

(2) Required additional information
(A) In general

If an article of food covered by a recall
order issued under paragraph (1)(B) has been
distributed to a warehouse-based third party
logistics provider without providing such
provider sufficient information to know or
reasonably determine the precise identity of
the article of food covered by a recall order
that is in its possession, the notice provided
by the responsible party subject to the order
issued under paragraph (1)(B) shall include

180 in original. The words ‘‘to immediately cease distribution

of such article.” probably should follow cl. (ii).
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such information as is necessary for the
warehouse-based third party logistics pro-
vider to identify the food.
(B) Rules of construction

Nothing in this paragraph shall be con-
strued—

(i) to exempt a warehouse-based third
party logistics provider from the require-
ments of this chapter, including the re-
quirements in this section and section 350c
of this title; or

(ii) to exempt a warehouse-based third
party logistics provider from being the
subject of a mandatory recall order.

(3) Determination to limit areas affected

If the Secretary requires a responsible party
to cease distribution under paragraph (1)(A) of
an article of food identified in subsection (a),
the Secretary may limit the size of the geo-
graphic area and the markets affected by such
cessation if such limitation would not com-
promise the public health.

(c) Hearing on order

The Secretary shall provide the responsible
party subject to an order under subsection (b)
with an opportunity for an informal hearing, to
be held as soon as possible, but not later than 2
days after the issuance of the order, on the ac-
tions required by the order and on why the arti-
cle that is the subject of the order should not be
recalled.

(d) Post-hearing recall order and modification of
order

(1) Amendment of order

If, after providing opportunity for an infor-
mal hearing under subsection (c), the Sec-
retary determines that removal of the article
from commerce is necessary, the Secretary
shall, as appropriate—

(A) amend the order to require recall of
such article or other appropriate action;

(B) specify a timetable in which the recall
shall occur;

(C) require periodic reports to the Sec-
retary describing the progress of the recall;
and

(D) provide notice to consumers to whom
such article was, or may have been, distrib-
uted.

(2) Vacating of order

If, after such hearing, the Secretary deter-
mines that adequate grounds do not exist to
continue the actions required by the order, or
that such actions should be modified, the Sec-
retary shall vacate the order or modify the
order.

(e) Rule regarding alcoholic beverages

The Secretary shall not initiate a mandatory
recall or take any other action under this sec-
tion with respect to any alcohol beverage until
the Secretary has provided the Alcohol and To-
bacco Tax and Trade Bureau with a reasonable
opportunity to cease distribution and recall
such article under the Alcohol and Tobacco Tax
and Trade Bureau authority.

(f) Cooperation and consultation

The Secretary shall work with State and local
public health officials in carrying out this sec-
tion, as appropriate.
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(g) Public notification

In conducting a recall under this section, the
Secretary shall—

(1) ensure that a press release is published
regarding the recall, as well as alerts and pub-
lic notices, as appropriate, in order to provide
notification—

(A) of the recall to consumers and retailers
to whom such article was, or may have been,
distributed; and

(B) that includes, at a minimum—

(i) the name of the article of food subject
to the recall;

(ii) a description of the risk associated
with such article; and

(iii) to the extent practicable, informa-
tion for consumers about similar articles
of food that are not affected by the recall;

(2) consult the policies of the Department of
Agriculture regarding providing to the public
a list of retail consignees receiving products
involved in a Class I recall and shall consider
providing such a list to the public, as deter-
mined appropriate by the Secretary; and

(3) if available, publish on the Internet Web
site of the Food and Drug Administration an
image of the article that is the subject of the
press release described in (1).2

(h) No delegation

The authority conferred by this section to
order a recall or vacate a recall order shall not
be delegated to any officer or employee other
than the Commissioner.

(i) Effect

Nothing in this section shall affect the author-
ity of the Secretary to request or participate in
a voluntary recall, or to issue an order to cease
distribution or to recall under any other provi-
sion of this chapter or under the Public Health
Service Act [42 U.S.C. 201 et seq.].

() Coordinated communication

(1) In general

To assist in carrying out the requirements of
this subsection, the Secretary shall establish
an incident command operation or a similar
operation within the Department of Health
and Human Services that will operate not
later than 24 hours after the initiation of a
mandatory recall or the recall of an article of
food for which the use of, or exposure to, such
article will cause serious adverse health con-
sequences or death to humans or animals.

(2) Requirements

To reduce the potential for
miscommunication during recalls or regarding
investigations of a food borne illness outbreak
associated with a food that is subject to a re-
call, each incident command operation or
similar operation under paragraph (1) shall use
regular staff and resources of the Department
of Health and Human Services to—

(A) ensure timely and coordinated commu-
nication within the Department, including
enhanced communication and coordination
between different agencies and organizations
within the Department;

280 in original. Probably should be ‘‘paragraph (1).”
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(B) ensure timely and coordinated commu-
nication from the Department, including
public statements, throughout the duration
of the investigation and related foodborne
illness outbreak;

(C) identify a single point of contact with-
in the Department for public inquiries re-
garding any actions by the Secretary related
to a recall;

(D) coordinate with Federal, State, local,
and tribal authorities, as appropriate, that
have responsibilities related to the recall of
a food or a foodborne illness outbreak asso-
ciated with a food that is subject to the re-
call, including notification of the Secretary
of Agriculture and the Secretary of Edu-
cation in the event such recalled food is a
commodity intended for use in a child nutri-
tion program (as identified in section
1769f(b) of title 42); and

(BE) conclude operations at such time as
the Secretary determines appropriate.

(3) Multiple recalls

The Secretary may establish multiple or
concurrent incident command operations or
similar operations in the event of multiple re-
calls or foodborne illness outbreaks necessi-
tating such action by the Department of
Health and Human Services.

(June 25, 1938, ch. 675, §423, as added Pub. L.
111-353, title II, §206(a), Jan. 4, 2011, 124 Stat.
3939.)

Editorial Notes

REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(i), is act July 1, 1944, ch. 373, 58 Stat. 682, which is clas-
sified generally to chapter 6A (§201 et seq.) of Title 42,
The Public Health and Welfare. For complete classi-
fication of this Act to the Code, see Short Title note
set out under section 201 of Title 42 and Tables.

Statutory Notes and Related Subsidiaries
CONSTRUCTION

Nothing in this section to be construed to alter juris-
diction and authorities established under certain other
Acts or in a manner inconsistent with international
agreements to which the United States is a party, see
sections 2251 and 2252 of this title.

SEARCH ENGINE

Pub. L. 111-353, title II, §206(b), Jan. 4, 2011, 124 Stat.
3942, provided that: ‘“Not later than 90 days after the
date of enactment of this Act [Jan. 4, 2011], the Sec-
retary shall modify the Internet Web site of the Food
and Drug Administration to include a search engine
that—

(1) is consumer-friendly, as determined by the Sec-
retary; and

‘(2) provides a means by which an individual may
locate relevant information regarding each article of
food subject to a recall under section 423 of the Fed-
eral Food, Drug, and Cosmetic Act [21 U.S.C. 350/] and
the status of such recall (such as whether a recall is
ongoing or has been completed).”’

§350/-1. Annual report to Congress
(1) In general

Not later than 2 years after January 4, 2011,
and annually thereafter, the Secretary of Health
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and Human Services (referred to in this section
as the ‘“‘Secretary’’) shall submit a report to the
Committee on Health, Education, Labor, and
Pensions of the Senate and the Committee on
Energy and Commerce of the House of Rep-
resentatives on the use of recall authority under
section 3507 of this title (as added by subsection
(a))! and any public health advisories issued by
the Secretary that advise against the consump-
tion of an article of food on the ground that the
article of food is adulterated and poses an immi-
nent danger to health.

(2) Content

The report under paragraph (1) shall include,
with respect to the report year—

(A) the identity of each article of food that
was the subject of a public health advisory de-
scribed in paragraph (1), an opportunity to
cease distribution and recall under subsection
(a) of section 3507 of this title, or a mandatory
recall order under subsection (b) of such sec-
tion;

(B) the number of responsible parties, as de-
fined in section 350f of this title, formally
given the opportunity to cease distribution of
an article of food and recall such article, as
described in section 350l(a) of such title;

(C) the number of responsible parties de-
scribed in subparagraph (B) who did not cease
distribution of or recall an article of food after
given the opportunity to cease distribution or
recall under section 350I(a) of this title;

(D) the number of recall orders issued under
section 350I(b) of this title; and

(E) a description of any instances in which
there was no testing that confirmed adultera-
tion of an article of food that was the subject
of a recall under section 350I(b) of this title or
a public health advisory described in para-
graph (1).

(Pub. L. 111-353, title II, §206(f), Jan. 4, 2011, 124
Stat. 3943.)

Editorial Notes

REFERENCES IN TEXT

Subsection (a), referred to in par. (1), means subsec.
(a) of section 206 of Pub. L. 111-353.

CODIFICATION
Section was enacted as part of the FDA Food Safety
Modernization Act, and not as part of the Federal
Food, Drug, and Cosmetic Act which comprises this
chapter.
Statutory Notes and Related Subsidiaries
CONSTRUCTION

Nothing in this section to be construed to alter juris-
diction and authorities established under certain other
Acts or in a manner inconsistent with international
agreements to which the United States is a party, see
sections 2251 and 2252 of this title.

SUBCHAPTER V—DRUGS AND DEVICES
PART A—DRUGS AND DEVICES
§351. Adulterated drugs and devices
tAddrug or device shall be deemed to be adulter-
ated—

1See References in Text note below.
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