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APPENDIX H



§ 331. Prohibited acts, 21 USCA § 331

Federal Food, Drug, and Cosmetic Act § 301

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter III. Prohibited Acts and Penalties

21 U.S.C.A. § 331
§ 331. Prohibited acts

Effective: October 24, 2018
Currentness

The following acts and the causing thereof are prohibited:

(a) The introduction or delivery for introduction into interstate commerce of any food, drug, device, tobacco product, or
cosmetic that is adulterated or misbranded.

(b) The adulteration or misbranding of any food, drug, device, tobacco product, or cosmetic in interstate commerce.

(¢) The receipt in interstate commerce of any food, drug, device, tobacco product, or cosmetic that is adulterated or
misbranded, and the delivery or proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate commerce of any article in violation of section 344, 350d,
355, or 360bbb-3 of this title.

(e) The refusal to permit access to or copying of any record as required by section 350a, 350c, 3501(j), 350e, 354, 360bbb-3,
373, 374(a), 379aa, or 379aa-1 of this title; or the failure to establish or maintain any record, or make any report, required
under section 350a, 350¢(b), 350f, 350e, 354, 355(i) or (k), 360b(a)(4)(C), 360b(j), (1) or (m), 360ccc-1(i), 360e(f), 3601,
360bbb-3, 379aa, 379aa-1, 3871, or 387t of this title or the refusal to permit access to or verification or copying of any such
required record; or the violation of any recordkeeping requirement under section 2223 of this title (except when such violation
is committed by a farm).

(f) The refusal to permit entry or inspection as authorized by section 374 of this title.

(g) The manufacture within any Territory of any food, drug, device, tobacco product, or cosmetic that is adulterated or
misbranded.

(h) The giving of a guaranty or undertaking referred to in section 333(c)(2) of this title, which guaranty or undertaking is
false, except by a person who relied upon a guaranty or undertaking to the same effect signed by, and containing the name
and address of, the person residing in the United States from whom he received in good faith the food, drug, device, tobacco
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§ 331. Prohibited acts, 21 USCA § 331

product, or cosmetic; or the giving of a guaranty or undertaking referred to in section 333(c)(3) of this title, which guaranty
or undertaking is false.

(i)(1) Forging, counterfeiting, simulating, or falsely representing, or without proper authority using any mark, stamp, tag,
label, or other identification device authorized or required by regulations promulgated under the provisions of section 344
or 379e of this title.

(2) Making, selling, disposing of, or keeping in possession, control, or custody, or concealing any punch, die, plate, stone, or
other thing designed to print, imprint, or reproduce the trademark, trade name, or other identifying mark, imprint, or device
of another or any likeness of any of the foregoing upon any drug or container or labeling thereof so as to render such drug
a counterfeit drug.

(3) The doing of any act which causes a drug to be a counterfeit drug, or the sale or dispensing, or the holding for sale or
dispensing, of a counterfeit drug.

(j) The using by any person to his own advantage, or revealing, other than to the Secretary or officers or employees of the
Department, or to the courts when relevant in any judicial proceeding under this chapter, any information acquired under
authority of section 344, 348, 350a, 350c, 355, 360, 360b, 360c, 360d, 360e, 360f, 360h, 360i, 360j, 360ccc, 360ccc-1,
360ccc-2, 374,379,379, 387d, 387e, 3871, 387g, 387h, 3871, or 387t(b) of this title concerning any method or process which
as a trade secret is entitled to protection; or the violating of section 346a(i)(2) of this title or any regulation issued under

that section.. | This paragraph does not authorize the withholding of information from either House of Congress or from,
to the extent of matter within its jurisdiction, any committee or subcommittee of such committee or any joint committee of
Congress or any subcommittee of such joint committee.

(k) The alteration, mutilation, destruction, obliteration, or removal of the whole or any part of the labeling of, or the doing
of any other act with respect to, a food, drug, device, tobacco product, or cosmetic, if such act is done while such article is
held for sale (whether or not the first sale) after shipment in interstate commerce and results in such article being adulterated
or misbranded.

(1) Repealed. Pub.L. 105-115, Title IV, § 421, Nov. 21, 1997, 111 Stat. 2380.

(m) The sale or offering for sale of colored oleomargarine or colored margarine, or the possession or serving of colored
oleomargarine or colored margarine in violation of subsections (b) or (c) of section 347 of this title.

(n) The using, in labeling, advertising or other sales promotion of any reference to any report or analysis furnished in
compliance with section 374 of this title.

(0) In the case of a prescription drug distributed or offered for sale in interstate commerce, the failure of the manufacturer,
packer, or distributor thereof to maintain for transmittal, or to transmit, to any practitioner licensed by applicable State law to
administer such drug who makes written request for information as to such drug, true and correct copies of all printed matter
which is required to be included in any package in which that drug is distributed or sold, or such other printed matter as is
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approved by the Secretary. Nothing in this paragraph shall be construed to exempt any person from any labeling requirement
imposed by or under other provisions of this chapter.

(p) The failure to register in accordance with section 360 or 387¢ of this title, the failure to provide any information required
by section 360(j), 360(k), 387¢(i), or 387¢(j) of this title, or the failure to provide a notice required by section 360(j)(2) or
387¢(i)(3) of this title.

(q)(1) The failure or refusal--

(A) to comply with any requirement prescribed under section 360h, 360j(g), 387c(b), 387g, 387h, or 3870 of this title;

(B) to furnish any notification or other material or information required by or under section 3601, 360j(g), 387d, 3871, or
387t of this title; or

(C) to comply with a requirement under section 360/ or 387m of this title.

(2) With respect to any device or tobacco product, the submission of any report that is required by or under this chapter that
is false or misleading in any material respect.

(r) The movement of a device, drug, or tobacco product in violation of an order under section 334(g) of this title or the
removal or alteration of any mark or label required by the order to identify the device, drug, or tobacco product as detained.

(s) The failure to provide the notice required by section 350a(c) or 350a(e) of this title, the failure to make the reports required
by section 350a(f)(1)(B) of this title, the failure to retain the records required by section 350a(b)(4) of this title, or the failure
to meet the requirements prescribed under section 350a(f)(3) of this title.

(t) The importation of a drug in violation of section 381(d)(1) of this title, the sale, purchase, or trade of a drug or drug sample
or the offer to sell, purchase, or trade a drug or drug sample in violation of section 353(c) of this title, the sale, purchase,
or trade of a coupon, the offer to sell, purchase, or trade such a coupon, or the counterfeiting of such a coupon in violation
of section 353(c)(2) of this title, the distribution of a drug sample in violation of section 353(d) of this title or the failure
to otherwise comply with the requirements of section 353(d) of this title, the distribution of drugs in violation of section
353(e) of this title, failure to comply with the requirements under section 360eee-1 of this title, the failure to comply with
the requirements under section 360eee-3 of this title, as applicable, or the failure to otherwise comply with the requirements
of section 353(e) of this title.

(u) The failure to comply with any requirements of the provisions of, or any regulations or orders of the Secretary, under
section 360b(a)(4)(A), 360b(a)(4)(D), or 360b(a)(5) of this title.

(v) The introduction or delivery for introduction into interstate commerce of a dietary supplement that is unsafe under section
350b of this title.
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(w) The making of a knowingly false statement in any statement, certificate of analysis, record, or report required or requested
under section 381(d)(3) of this title; the failure to submit a certificate of analysis as required under such section; the failure
to maintain records or to submit records or reports as required by such section; the release into interstate commerce of any
article or portion thereof imported into the United States under such section or any finished product made from such article
or portion, except for export in accordance with section 381(e) or 382 of this title, or with section 262(h) of Title 42; or the
failure to so export or to destroy such an article or portions thereof, or such a finished product.

(x) The falsification of a declaration of conformity submitted under section 360d(c) of this title or the failure or refusal to
provide data or information requested by the Secretary under paragraph (3) of such section.

(y) In the case of a drug, device, or food--

(1) the submission of a report or recommendation by a person accredited under section 360m of this title that is false or
misleading in any material respect;

(2) the disclosure by a person accredited under section 360m of this title of confidential commercial information or any
trade secret without the express written consent of the person who submitted such information or secret to such person; or

(3) the receipt by a person accredited under section 360m of this title of a bribe in any form or the doing of any corrupt act
by such person associated with a responsibility delegated to such person under this chapter.

(z) Omitted

(aa) The importation of a prescription drug in violation of section 384 of this title, the falsification of any record required to
be maintained or provided to the Secretary under such section, or any other violation of regulations under such section.

(bb) The transfer of an article of food in violation of an order under section 334(h) of this title, or the removal or alteration
of any mark or label required by the order to identify the article as detained.

(cc) The importing or offering for import into the United States of an article of food or a drug by, with the assistance of, or
at the direction of, a person debarred from such activity under section 335a(b)(3) of this title.

(dd) The failure to register in accordance with section 350d of this title.

(ee) The importing or offering for import into the United States of an article of food in violation of the requirements under
section 381(m) of this title.

(ff) The importing or offering for import into the United States of a drug or device with respect to which there is a failure to
comply with a request of the Secretary to submit to the Secretary a statement under section 381(0) of this title.
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(gg) The knowing failure to comply with paragraph (7)(E) of section 374(g) of this title; the knowing inclusion by a person
accredited under paragraph (2) of such section of false information in an inspection report under paragraph (7)(A) of such
section; or the knowing failure of such a person to include material facts in such a report.

(hh) The failure by a shipper, carrier by motor vehicle or rail vehicle, receiver, or any other person engaged in the
transportation of food to comply with the sanitary transportation practices prescribed by the Secretary under section 350¢
of this title.

(ii) The falsification of a report of a serious adverse event submitted to a responsible person (as defined under section 379aa
or 379aa-1 of this title) or the falsification of a serious adverse event report (as defined under section 379aa or 379aa-1 of
this title) submitted to the Secretary.

(ji)(1) The failure to submit the certification required by section 282(j)(5)(B) of Title 42, or knowingly submitting a false
certification under such section.

(2) The failure to submit clinical trial information required under subsection (j) of section 282 of Title 42.

(3) The submission of clinical trial information under subsection (j) of section 282 of Title 42 that is false or misleading in
any particular under paragraph (5)(D) of such subsection (j).

(kk) The dissemination of a television advertisement without complying with section 353c¢ of this title.

() The introduction or delivery for introduction into interstate commerce of any food to which has been added a drug
approved under section 355 of this title, a biological product licensed under section 262 of Title 42, or a drug or a biological
product for which substantial clinical investigations have been instituted and for which the existence of such investigations
has been made public, unless--

(1) such drug or such biological product was marketed in food before any approval of the drug under section 355 of this
title, before licensure of the biological product under such section 262 of Title 42, and before any substantial clinical
investigations involving the drug or the biological product have been instituted;

(2) the Secretary, in the Secretary's discretion, has issued a regulation, after notice and comment, approving the use of such
drug or such biological product in the food;

(3) the use of the drug or the biological product in the food is to enhance the safety of the food to which the drug or the
biological product is added or applied and not to have independent biological or therapeutic effects on humans, and the
use is in conformity with--

(A) a regulation issued under section 348 of this title prescribing conditions of safe use in food;
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(B) a regulation listing or affirming conditions under which the use of the drug or the biological product in food is
generally recognized as safe;

(C) the conditions of use identified in a notification to the Secretary of a claim of exemption from the premarket approval
requirements for food additives based on the notifier's determination that the use of the drug or the biological product
in food is generally recognized as safe, provided that the Secretary has not questioned the general recognition of safety
determination in a letter to the notifier;

(D) a food contact substance notification that is effective under section 348(h) of this title; or

(E) such drug or biological product had been marketed for smoking cessation prior to September 27, 2007; or

(4) the drug is a new animal drug whose use is not unsafe under section 360b of this title.

(mm) The failure to submit a report or provide a notification required under section 3501(d) of this title.

(nn) The falsification of a report or notification required under section 350f(d) of this title.

(00) The sale of tobacco products in violation of a no-tobacco-sale order issued under section 333(f) of this title.

(pp) The introduction or delivery for introduction into interstate commerce of a tobacco product in violation of section 387k
of this title.

(qq)(1) Forging, counterfeiting, simulating, or falsely representing, or without proper authority using any mark, stamp
(including tax stamp), tag, label, or other identification device upon any tobacco product or container or labeling thereof so
as to render such tobacco product a counterfeit tobacco product.

(2) Making, selling, disposing of, or keeping in possession, control, or custody, or concealing any punch, die, plate, stone,
or other item that is designed to print, imprint, or reproduce the trademark, trade name, or other identifying mark, imprint,
or device of another or any likeness of any of the foregoing upon any tobacco product or container or labeling thereof so as
to render such tobacco product a counterfeit tobacco product.

(3) The doing of any act that causes a tobacco product to be a counterfeit tobacco product, or the sale or dispensing, or the
holding for sale or dispensing, of a counterfeit tobacco product.

(rr) The charitable distribution of tobacco products.

(ss) The failure of a manufacturer or distributor to notify the Attorney General and the Secretary of the Treasury of their
knowledge of tobacco products used in illicit trade.
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(tt) Making any express or implied statement or representation directed to consumers with respect to a tobacco product, in
a label or labeling or through the media or advertising, that either conveys, or misleads or would mislead consumers into
believing, that

(1) the product is approved by the Food and Drug Administration;

(2) the Food and Drug Administration deems the product to be safe for use by consumers;

(3) the product is endorsed by the Food and Drug Administration for use by consumers; or

(4) the product is safe or less harmful by virtue of--

(A) its regulation or inspection by the Food and Drug Administration; or

(B) its compliance with regulatory requirements set by the Food and Drug Administration;

including any such statement or representation rendering the product misbranded under section 387c of this title.

(uu) The operation of a facility that manufactures, processes, packs, or holds food for sale in the United States if the owner,
operator, or agent in charge of such facility is not in compliance with section 350g of this title.

(vv) The failure to comply with the requirements under section 350h of this title.

(ww) The failure to comply with section 350i of this title.

(xx) The refusal or failure to follow an order under section 350/ of this title.

(yy) The knowing and willful failure to comply with the notification requirement under section 350f(h) of this title.

(zz) The importation or offering for importation of a food if the importer (as defined in section 384a of this title) does not
have in place a foreign supplier verification program in compliance with such section 384a of this title.

(aaa) The failure to register in accordance with section 381(s) of this title.

(bbb) The failure to notify the Secretary in violation of section 360bbb-7 of this title.

(cce)(1) The resale of a compounded drug that is labeled “not for resale” in accordance with section 353b of this title.
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(2) With respect to a drug to be compounded pursuant to section 353a or 353b of this title, the intentional falsification of
a prescription, as applicable.

(3) The failure to report drugs or adverse events by an entity that is registered in accordance with subsection (b) of section
353b of this title.

(ddd)(1) The manufacture or the introduction or delivery for introduction into interstate commerce of a rinse-off cosmetic
that contains intentionally-added plastic microbeads.

(2) In this paragraph--

(A) the term “plastic microbead” means any solid plastic particle that is less than five millimeters in size and is intended
to be used to exfoliate or cleanse the human body or any part thereof; and

(B) the term “rinse-off cosmetic” includes toothpaste.

(eee) The failure to comply with any order issued under section 360bbb-8d of this title.

CREDIT(S)
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Stat. 1549, 1549A-39; Pub.L. 107-188, Title III, §§ 303(b), 304(d), 305(b), 306(c), 307(b), 321(b)(2), 322(b), June 12, 2002,
116 Stat. 665, 666, 668, 670, 672, 676, 677; Pub.L. 107-250, Title II, § 201(d), Oct. 26, 2002, 116 Stat. 1609; Pub.L. 108-136,
Div. A, Title XVI, § 1603(c), Nov. 24, 2003, 117 Stat. 1690; Pub.L. 108-173, Title XI, § 1121(b)(1), Dec. 8, 2003, 117 Stat.
2469; Pub.L. 108-214, § 2(b)(2)(A), Apr. 1, 2004, 118 Stat. 575; Pub.L. 108-282, Title I, § 102(b)(5)(C), (D), Aug. 2, 2004,
118 Stat. 902; Pub.L. 109-59, Title VIL, § 7202(d), (e), Aug. 10, 2005, 119 Stat. 1913; Pub.L. 109-462, §§ 2(c), 3(b), 4(a), Dec.
22,2006, 120 Stat. 3472, 3475; Pub.L. 110-85, Title VIII, § 801(b)(1), Title IX, §§ 901(d)(1), 912(a), Title X, § 1005(d), Sept.
27,2007, 121 Stat. 920, 939, 951, 968; Pub.L. 111-31, Div. A, Title I, § 103(b), June 22, 2009, 123 Stat. 1833; Pub.L. 111-353,
Title I, §§ 102(d)(1), 103(e), 105(c), 106(d), Title I1, §§ 204(j)(1), 206(d), 211(b), (c), Title IIL, § 301(b), Jan. 4, 2011, 124 Stat.
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§ 331. Prohibited acts, 21 USCA § 331

3889, 3898, 3904, 3906, 3937, 3943, 3953, 3954; Pub.L. 112-144, Title VIL, §§ 714(a), 715(a), July 9, 2012, 126 Stat. 1073,
1075; Pub.L. 113-54, Title I, § 103(a), Title II, § 206(a), Nov. 27, 2013, 127 Stat. 597, 639; Pub.L. 114-114, § 2(a), Dec. 28,
2015, 129 Stat. 3129; Pub.L. 114-255, Div. A, Title III, § 3101(a)(2)(A), Dec. 13, 2016, 130 Stat. 1152; Pub.L. 115-271, Title
101, §§ 3012(a), 3022(b)(1), Oct. 24, 2018, 132 Stat. 3935, 3938.)

VALIDITY

<The United States Supreme Court has held section 301(f) of the Food, Drug, and Cosmetic Act, Act June 25, 1938,
prohibiting a refusal to permit entry or inspection by federal officers, void for vagueness and to violate the Due Process
Clause of the Fifth Amendment. U.S. v. Cardiff, U.S.Wash.1952, 344 U.S. 174, 73 S.Ct. 189, 97 L.Ed. 200.>

Notes of Decisions (258)

Footnotes
1 So in original.
21 US.C.A. § 331, 21 USCA § 331
Current through P.L. 116-140.
End of Document © 2020 Thomson Reuters. No claim to original U.S. Government Works.
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§ 387. Definitions, 21 USCA § 387

Federal Food, Drug, and Cosmetic Act § 900

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387
§ 387. Definitions

Effective: June 22, 2009
Currentness

In this subchapter:

(1) Additive

The term “additive” means any substance the intended use of which results or may reasonably be expected to result, directly
or indirectly, in its becoming a component or otherwise affecting the characteristic of any tobacco product (including any
substances intended for use as a flavoring or coloring or in producing, manufacturing, packing, processing, preparing, treating,

packaging, transporting, or holding), except that such term does not include tobacco or a pesticide chemical residue in or on
raw tobacco or a pesticide chemical.

(2) Brand

The term “brand” means a variety of tobacco product distinguished by the tobacco used, tar content, nicotine content, flavoring
used, size, filtration, packaging, logo, registered trademark, brand name, identifiable pattern of colors, or any combination
of such attributes.

(3) Cigarette

The term “cigarette”--

(A) means a product that--

(i) is a tobacco product; and

(ii) meets the definition of the term “cigarette” in section 1332(1) of Title 15; and

(B) includes tobacco, in any form, that is functional in the product, which, because of its appearance, the type of tobacco
used in the filler, or its packaging and labeling, is likely to be offered to, or purchased by, consumers as a cigarette or as
roll-your-own tobacco.
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(4) Cigarette tobacco
The term “cigarette tobacco” means any product that consists of loose tobacco that is intended for use by consumers in a

cigarette. Unless otherwise stated, the requirements applicable to cigarettes under this subchapter shall also apply to cigarette
tobacco.

(5) Commerce

The term “commerce” has the meaning given that term by section 1332(2) of Title 15.

(6) Counterfeit tobacco product
The term “counterfeit tobacco product” means a tobacco product (or the container or labeling of such a product) that, without

authorization, bears the trademark, trade name, or other identifying mark, imprint, or device, or any likeness thereof, of a
tobacco product listed in a registration under section 387e(i)(1) of this title.

(7) Distributor

The term “distributor” as regards a tobacco product means any person who furthers the distribution of a tobacco product,
whether domestic or imported, at any point from the original place of manufacture to the person who sells or distributes
the product to individuals for personal consumption. Common carriers are not considered distributors for purposes of this
subchapter.

(8) Illicit trade

The term “illicit trade” means any practice or conduct prohibited by law which relates to production, shipment, receipt,
possession, distribution, sale, or purchase of tobacco products including any practice or conduct intended to facilitate such
activity.

(9) Indian country

The term “Indian country” has the meaning given such term in section 1151 of Title 18.

(10) Indian tribe

The term “Indian tribe” has the meaning given such term in section 5304(e) of Title 25.

(11) Little cigar

The term “little cigar” means a product that--

(A) is a tobacco product; and
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(B) meets the definition of the term “little cigar” in section 1332(7) of Title 15.

(12) Nicotine

The term “nicotine” means the chemical substance named 3-(1-Methyl-2-pyrrolidinyl) pyridine or C[10]JH[14]N[2], including
any salt or complex of nicotine.

(13) Package

The term “package” means a pack, box, carton, or container of any kind or, if no other container, any wrapping (including
cellophane), in which a tobacco product is offered for sale, sold, or otherwise distributed to consumers.

(14) Retailer

The term “retailer” means any person, government, or entity who sells tobacco products to individuals for personal
consumption, or who operates a facility where self-service displays of tobacco products are permitted.

(15) Roll-your-own tobacco

The term “roll-your-own tobacco” means any tobacco product which, because of its appearance, type, packaging, or labeling,
is suitable for use and likely to be offered to, or purchased by, consumers as tobacco for making cigarettes.

(16) Small tobacco product manufacturer
The term “small tobacco product manufacturer” means a tobacco product manufacturer that employs fewer than 350
employees. For purposes of determining the number of employees of a manufacturer under the preceding sentence, the

employees of a manufacturer are deemed to include the employees of each entity that controls, is controlled by, or is under
common control with such manufacturer.

(17) Smoke constituent

The term “smoke constituent” means any chemical or chemical compound in mainstream or sidestream tobacco smoke that
either transfers from any component of the cigarette to the smoke or that is formed by the combustion or heating of tobacco,
additives, or other component of the tobacco product.

(18) Smokeless tobacco

The term “smokeless tobacco” means any tobacco product that consists of cut, ground, powdered, or leaf tobacco and that
is intended to be placed in the oral or nasal cavity.

(19) State; Territory

The terms “State” and “Territory” shall have the meanings given to such terms in section 321 of this title.
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(20) Tobacco product manufacturer

The term “tobacco product manufacturer” means any person, including any repacker or relabeler, who--

(A) manufactures, fabricates, assembles, processes, or labels a tobacco product; or

(B) imports a finished tobacco product for sale or distribution in the United States.

(21) Tobacco warehouse

(A) Subject to subparagraphs (B) and (C), the term “tobacco warchouse” includes any person--

(i) who--

(I) removes foreign material from tobacco leaf through nothing other than a mechanical process;

(II) humidifies tobacco leaf with nothing other than potable water in the form of steam or mist; or

(III) de-stems, dries, and packs tobacco leaf for storage and shipment;

(ii) who performs no other actions with respect to tobacco leaf; and

(iiif) who provides to any manufacturer to whom the person sells tobacco all information related to the person's actions
described in clause (i) that is necessary for compliance with this chapter.

(B) The term “tobacco warehouse” excludes any person who--

(i) reconstitutes tobacco leaf;

(ii) is a manufacturer, distributor, or retailer of a tobacco product; or

(iii) applies any chemical, additive, or substance to the tobacco leaf other than potable water in the form of steam or mist.

(C) The definition of the term “tobacco warechouse” in subparagraph (A) shall not apply to the extent to which the Secretary
determines, through rulemaking, that regulation under this subchapter of the actions described in such subparagraph is
appropriate for the protection of the public health.
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(22) United States

The term “United States” means the 50 States of the United States of America and the District of Columbia, the
Commonwealth of Puerto Rico, Guam, the Virgin Islands, American Samoa, Wake Island, Midway Islands, Kingman Reef,
Johnston Atoll, the Northern Mariana Islands, and any other trust territory or possession of the United States.

CREDIT(S)

(June 25, 1938, ¢. 675, § 900, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1784.)

21 U.S.C.A. § 387,21 USCA § 387
Current through P.L. 116-140.

End of Document © 2020 Thomson Reuters. No claim to original U.S. Government Works.
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Federal Food, Drug, and Cosmetic Act § 901

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387a
§ 387a. FDA authority over tobacco products

Effective: June 22, 2009
Currentness

(a) In general

Tobacco products, including modified risk tobacco products for which an order has been issued in accordance with section 387k
of this title, shall be regulated by the Secretary under this subchapter and shall not be subject to the provisions of subchapter V.

(b) Applicability

This subchapter shall apply to all cigarettes, cigarette tobacco, roll-your-own tobacco, and smokeless tobacco and to any other
tobacco products that the Secretary by regulation deems to be subject to this subchapter.

(¢) Scope

(1) In general
Nothing in this subchapter, or any policy issued or regulation promulgated thereunder, or in sections 101(a), 102, or 103
of Title I, Title II, or Title III of the Family Smoking Prevention and Tobacco Control Act, shall be construed to affect,

expand, or limit the Secretary's authority over (including the authority to determine whether products may be regulated), or
the regulation of, products under this chapter that are not tobacco products under subchapter V or any other subchapter.

(2) Limitation of authority

(A) In general
The provisions of this subchapter shall not apply to tobacco leaf that is not in the possession of a manufacturer of
tobacco products, or to the producers of tobacco leaf, including tobacco growers, tobacco warehouses, and tobacco grower

cooperatives, nor shall any employee of the Food and Drug Administration have any authority to enter onto a farm owned
by a producer of tobacco leaf without the written consent of such producer.

(B) Exception
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Notwithstanding subparagraph (A), if a producer of tobacco leaf is also a tobacco product manufacturer or controlled by a
tobacco product manufacturer, the producer shall be subject to this subchapter in the producer's capacity as a manufacturer.
The exception in this subparagraph shall not apply to a producer of tobacco leaf who grows tobacco under a contract with
a tobacco product manufacturer and who is not otherwise engaged in the manufacturing process.

(C) Rule of construction

Nothing in this subchapter shall be construed to grant the Secretary authority to promulgate regulations on any matter that
involves the production of tobacco leaf or a producer thereof, other than activities by a manufacturer affecting production.

(d) Rulemaking procedures

Each rulemaking under this subchapter shall be in accordance with chapter 5 of Title 5. This subsection shall not be construed
to affect the rulemaking provisions of section 102(a) of the Family Smoking Prevention and Tobacco Control Act.

(e) Center for Tobacco Products

Not later than 90 days after June 22, 2009, the Secretary shall establish within the Food and Drug Administration the Center for
Tobacco Products, which shall report to the Commissioner of Food and Drugs in the same manner as the other agency centers
within the Food and Drug Administration. The Center shall be responsible for the implementation of this subchapter and related
matters assigned by the Commissioner.

(f) Office to assist small tobacco product manufacturers

The Secretary shall establish within the Food and Drug Administration an identifiable office to provide technical and other
nonfinancial assistance to small tobacco product manufacturers to assist them in complying with the requirements of this chapter.

(g) Consultation prior to rulemaking

Prior to promulgating rules under this subchapter, the Secretary shall endeavor to consult with other Federal agencies as
appropriate.
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(June 25, 1938, c. 675, § 901, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1786.)
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Federal Food, Drug, and Cosmetic Act § 902

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387b
§ 387b. Adulterated tobacco products

Effective: June 22, 2009
Currentness

A tobacco product shall be deemed to be adulterated if--

(1) it consists in whole or in part of any filthy, putrid, or decomposed substance, or is otherwise contaminated by any added
poisonous or added deleterious substance that may render the product injurious to health;

(2) it has been prepared, packed, or held under insanitary conditions whereby it may have been contaminated with filth, or
whereby it may have been rendered injurious to health;

(3) its package is composed, in whole or in part, of any poisonous or deleterious substance which may render the contents
injurious to health;

(4) the manufacturer or importer of the tobacco product fails to pay a user fee assessed to such manufacturer or importer
pursuant to section 387s of this title by the date specified in section 387s of this title or by the 30th day after final agency
action on a resolution of any dispute as to the amount of such fee;

(5) it is, or purports to be or is represented as, a tobacco product which is subject to a tobacco product standard established
under section 387g of this title unless such tobacco product is in all respects in conformity with such standard,

(6)(A) it is required by section 387j(a) of this title to have premarket review and does not have an order in effect under section
387j(c)(1)(A)(i) of this title; or

(B) it is in violation of an order under section 387j(c)(1)(A) of this title;

(7) the methods used in, or the facilities or controls used for, its manufacture, packing, or storage are not in conformity with
applicable requirements under section 387f(e)(1) of this title or an applicable condition prescribed by an order under section
3871(e)(2) of this title; or

(8) it is in violation of section 387k of this title.
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Federal Food, Drug, and Cosmetic Act § 907

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387g
§ 387g. Tobacco product standards

Effective: June 22, 2009
Currentness

(a) In general

(1) Special rules

(A) Special rule for cigarettes

Beginning 3 months after June 22, 2009, a cigarette or any of its component parts (including the tobacco, filter, or paper)
shall not contain, as a constituent (including a smoke constituent) or additive, an artificial or natural flavor (other than
tobacco or menthol) or an herb or spice, including strawberry, grape, orange, clove, cinnamon, pineapple, vanilla, coconut,
licorice, cocoa, chocolate, cherry, or coffee, that is a characterizing flavor of the tobacco product or tobacco smoke. Nothing

in this subparagraph shall be construed to limit the Secretary's authority to take action under this section or other sections
of this chapter applicable to menthol or any artificial or natural flavor, herb, or spice not specified in this subparagraph.

(B) Additional special rule
Beginning 2 years after June 22, 2009, a tobacco product manufacturer shall not use tobacco, including foreign grown

tobacco, that contains a pesticide chemical residue that is at a level greater than is specified by any tolerance applicable
under Federal law to domestically grown tobacco.

(2) Revision of tobacco product standards

The Secretary may revise the tobacco product standards in paragraph (1) in accordance with subsection (¢).

(3) Tobacco product standards

(A) In general

The Secretary may adopt tobacco product standards in addition to those in paragraph (1) if the Secretary finds that a tobacco
product standard is appropriate for the protection of the public health.
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(B) Determinations

(i) Considerations

In making a finding described in subparagraph (A), the Secretary shall consider scientific evidence concerning--

(I) the risks and benefits to the population as a whole, including users and nonusers of tobacco products, of the
proposed standard;

(II) the increased or decreased likelihood that existing users of tobacco products will stop using such products; and

(IID) the increased or decreased likelihood that those who do not use tobacco products will start using such products.

(ii) Additional considerations

In the event that the Secretary makes a determination, set forth in a proposed tobacco product standard in a proposed
rule, that it is appropriate for the protection of public health to require the reduction or elimination of an additive,
constituent (including a smoke constituent), or other component of a tobacco product because the Secretary has found
that the additive, constituent, or other component is or may be harmful, any party objecting to the proposed standard
on the ground that the proposed standard will not reduce or eliminate the risk of illness or injury may provide for the

Secretary's consideration scientific evidence that demonstrates that the proposed standard will not reduce or eliminate
the risk of illness or injury.

(4) Content of tobacco product standards

A tobacco product standard established under this section for a tobacco product--

(A) shall include provisions that are appropriate for the protection of the public health, including provisions, where

appropriate--

(i) for nicotine yields of the product;

(ii) for the reduction or elimination of other constituents, including smoke constituents, or harmful components of the
product; or

(iii) relating to any other requirement under subparagraph (B);

(B) shall, where appropriate for the protection of the public health, include--
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(i) provisions respecting the construction, components, ingredients, additives, constituents, including smoke
constituents, and properties of the tobacco product;

(ii) provisions for the testing (on a sample basis or, if necessary, on an individual basis) of the tobacco product;

(iii) provisions for the measurement of the tobacco product characteristics of the tobacco product;

(iv) provisions requiring that the results of each or of certain of the tests of the tobacco product required to be made
under clause (ii) show that the tobacco product is in conformity with the portions of the standard for which the test or
tests were required; and

(v) a provision requiring that the sale and distribution of the tobacco product be restricted but only to the extent that the
sale and distribution of a tobacco product may be restricted under a regulation under section 387f(d) of this title;

(C) shall, where appropriate, require the use and prescribe the form and content of labeling for the proper use of the tobacco
product; and

(D) shall require tobacco products containing foreign-grown tobacco to meet the same standards applicable to tobacco
products containing domestically grown tobacco.

(5) Periodic reevaluation of tobacco product standards

The Secretary shall provide for periodic evaluation of tobacco product standards established under this section to determine
whether such standards should be changed to reflect new medical, scientific, or other technological data. The Secretary may
provide for testing under paragraph (4)(B) by any person.

(6) Involvement of other agencies; informed persons

In carrying out duties under this section, the Secretary shall endeavor to--

(A) use personnel, facilities, and other technical support available in other Federal agencies;

(B) consult with other Federal agencies concerned with standard setting and other nationally or internationally recognized
standard-setting entities; and

(C) invite appropriate participation, through joint or other conferences, workshops, or other means, by informed persons
representative of scientific, professional, industry, agricultural, or consumer organizations who in the Secretary's judgment
can make a significant contribution.

(b) Considerations by Secretary
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(1) Technical achievability

The Secretary shall consider information submitted in connection with a proposed standard regarding the technical
achievability of compliance with such standard.

(2) Other considerations
The Secretary shall consider all other information submitted in connection with a proposed standard, including information
concerning the countervailing effects of the tobacco product standard on the health of adolescent tobacco users, adult tobacco

users, or nontobacco users, such as the creation of a significant demand for contraband or other tobacco products that do not
meet the requirements of this subchapter and the significance of such demand.

(c) Proposed standards

(1) In general

The Secretary shall publish in the Federal Register a notice of proposed rulemaking for the establishment, amendment, or
revocation of any tobacco product standard.

(2) Requirements of notice

A notice of proposed rulemaking for the establishment or amendment of a tobacco product standard for a tobacco product
shall--

(A) set forth a finding with supporting justification that the tobacco product standard is appropriate for the protection of
the public health;

(B) invite interested persons to submit a draft or proposed tobacco product standard for consideration by the Secretary;

(C) invite interested persons to submit comments on structuring the standard so that it does not advantage foreign-grown
tobacco over domestically grown tobacco; and

(D) invite the Secretary of Agriculture to provide any information or analysis which the Secretary of Agriculture believes
is relevant to the proposed tobacco product standard.

(3) Finding

A notice of proposed rulemaking for the revocation of a tobacco product standard shall set forth a finding with supporting
justification that the tobacco product standard is no longer appropriate for the protection of the public health.
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(4) Comment

The Secretary shall provide for a comment period of not less than 60 days.

(d) Promulgation

(1) In general

After the expiration of the period for comment on a notice of proposed rulemaking published under subsection (c) respecting
a tobacco product standard and after consideration of comments submitted under subsections (b) and (c) and any report from
the Tobacco Products Scientific Advisory Committee, the Secretary shall--

(A) if the Secretary determines that the standard would be appropriate for the protection of the public health, promulgate
a regulation establishing a tobacco product standard and publish in the Federal Register findings on the matters referred
to in subsection (c); or

(B) publish a notice terminating the proceeding for the development of the standard together with the reasons for such
termination.

(2) Effective date

A regulation establishing a tobacco product standard shall set forth the date or dates upon which the standard shall take effect,
but no such regulation may take effect before 1 year after the date of its publication unless the Secretary determines that
an earlier effective date is necessary for the protection of the public health. Such date or dates shall be established so as to
minimize, consistent with the public health, economic loss to, and disruption or dislocation of, domestic and international
trade. In establishing such effective date or dates, the Secretary shall consider information submitted in connection with
a proposed product standard by interested parties, including manufacturers and tobacco growers, regarding the technical
achievability of compliance with the standard, and including information concerning the existence of patents that make
it impossible to comply in the timeframe envisioned in the proposed standard. If the Secretary determines, based on the
Secretary's evaluation of submitted comments, that a product standard can be met only by manufacturers requiring substantial
changes to the methods of farming the domestically grown tobacco used by the manufacturer, the effective date of that product
standard shall be not less than 2 years after the date of publication of the final regulation establishing the standard.

(3) Limitation on power granted to the Food and Drug Administration

Because of the importance of a decision of the Secretary to issue a regulation--

(A) banning all cigarettes, all smokeless tobacco products, all little cigars, all cigars other than little cigars, all pipe tobacco,
or all roll-your-own tobacco products; or

(B) requiring the reduction of nicotine yields of a tobacco product to zero,

the Secretary is prohibited from taking such actions under this chapter.
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(4) Amendment; revocation

(A) Authority

The Secretary, upon the Secretary's own initiative or upon petition of an interested person, may by a regulation, promulgated
in accordance with the requirements of subsection (c) and paragraph (2), amend or revoke a tobacco product standard.

(B) Effective date

The Secretary may declare a proposed amendment of a tobacco product standard to be effective on and after its publication
in the Federal Register and until the effective date of any final action taken on such amendment if the Secretary determines
that making it so effective is in the public interest.

(5) Referral to Advisory Committee

(A) In general

The Secretary may refer a proposed regulation for the establishment, amendment, or revocation of a tobacco product
standard to the Tobacco Products Scientific Advisory Committee for a report and recommendation with respect to any
matter involved in the proposed regulation which requires the exercise of scientific judgment.

(B) Initiation of referral

The Secretary may make a referral under this paragraph--

(i) on the Secretary's own initiative; or

(ii) upon the request of an interested person that--

(I) demonstrates good cause for the referral; and

(IT) is made before the expiration of the period for submission of comments on the proposed regulation.

(C) Provision of data

If a proposed regulation is referred under this paragraph to the Tobacco Products Scientific Advisory Committee, the
Secretary shall provide the Advisory Committee with the data and information on which such proposed regulation is based.

(D) Report and recommendation
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The Tobacco Products Scientific Advisory Committee shall, within 60 days after the referral of a proposed regulation under
this paragraph and after independent study of the data and information furnished to it by the Secretary and other data and
information before it, submit to the Secretary a report and recommendation respecting such regulation, together with all
underlying data and information and a statement of the reason or basis for the recommendation.

(E) Public availability

The Secretary shall make a copy of each report and recommendation under subparagraph (D) publicly available.

(e) Menthol cigarettes

(1) Referral; considerations

Immediately upon the establishment of the Tobacco Products Scientific Advisory Committee under section 387¢q(a) of this
title, the Secretary shall refer to the Committee for report and recommendation, under section 387q(c)(4) of this title, the issue
of the impact of the use of menthol in cigarettes on the public health, including such use among children, African-Americans,

Hispanics, and other racial and ethnic minorities. In its review, the Tobacco Products Scientific Advisory Committee shall
address the considerations listed in subsections (a)(3)(B)(i) and (b).

(2) Report and recommendation

Not later than 1 year after its establishment, the Tobacco Product Scientific Advisory Committee shall submit to the Secretary
the report and recommendations required pursuant to paragraph (1).

(3) Rule of construction

Nothing in this subsection shall be construed to limit the Secretary's authority to take action under this section or other sections
of this chapter applicable to menthol.

(f) Dissolvable tobacco products

(1) Referral; considerations
The Secretary shall refer to the Tobacco Products Scientific Advisory Committee for report and recommendation, under
section 387q(c)(4) of this title, the issue of the nature and impact of the use of dissolvable tobacco products on the public

health, including such use among children. In its review, the Tobacco Products Scientific Advisory Committee shall address
the considerations listed in subsection (a)(3)(B)(i).

(2) Report and recommendation

Not later than 2 years after its establishment, the Tobacco Product Scientific Advisory Committee shall submit to the Secretary
the report and recommendations required pursuant to paragraph (1).

70a


http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387Q&originatingDoc=NDC983D80672111DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_8b3b0000958a4
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387Q&originatingDoc=NDC983D80672111DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_0c120000563a1
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387Q&originatingDoc=NDC983D80672111DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_0c120000563a1

§ 387g. Tobacco product standards, 21 USCA § 387g

(3) Rule of construction

Nothing in this subsection shall be construed to limit the Secretary's authority to take action under this section or other sections
of this chapter at any time applicable to any dissolvable tobacco product.

CREDIT(S)

(June 25, 1938, ¢. 675, § 907, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1799.)

Notes of Decisions (1)

21 U.S.C.A. § 387g, 21 USCA § 387g
Current through P.L. 116-140.

End of Document © 2020 Thomson Reuters. No claim to original U.S. Government Works.
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Federal Food, Drug, and Cosmetic Act § 910

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387j
§ 387j. Application for review of certain tobacco products

Effective: June 22, 2009
Currentness

(a) In general

(1) New tobacco product defined

For purposes of this section the term “new tobacco product” means--

(A) any tobacco product (including those products in test markets) that was not commercially marketed in the United

States as of February 15, 2007; or

(B) any modification (including a change in design, any component, any part, or any constituent, including a smoke
constituent, or in the content, delivery or form of nicotine, or any other additive or ingredient) of a tobacco product where
the modified product was commercially marketed in the United States after February 15, 2007.

(2) Premarket review required

(A) New products

An order under subsection (c)(1)(A)(i) for a new tobacco product is required unless--

(i) the manufacturer has submitted a report under section 387e(j) of this title; and the Secretary has issued an order that

the tobacco product--

(I) is substantially equivalent to a tobacco product commercially marketed (other than for test marketing) in the United

States as of February 15, 2007; and

(ID) is in compliance with the requirements of this chapter; or

(ii) the tobacco product is exempt from the requirements of section 387¢(j) of this title pursuant to a regulation issued

under section 387¢(j)(3) of this title.
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(B) Application to certain post-February 15, 2007, products

Subparagraph (A) shall not apply to a tobacco product--

(i) that was first introduced or delivered for introduction into interstate commerce for commercial distribution in the
United States after February 15, 2007, and prior to the date that is 21 months after June 22, 2009; and

(ii) for which a report was submitted under section 387¢(j) of this title within such 21-month period,

except that subparagraph (A) shall apply to the tobacco product if the Secretary issues an order that the tobacco
product is not substantially equivalent.

(3) Substantially equivalent defined

(A) In general
In this section and section 387e(j) of this title, the term “substantially equivalent” or “substantial equivalence” means, with

respect to the tobacco product being compared to the predicate tobacco product, that the Secretary by order has found
that the tobacco product--

(i) has the same characteristics as the predicate tobacco product; or

(ii) has different characteristics and the information submitted contains information, including clinical data if deemed
necessary by the Secretary, that demonstrates that it is not appropriate to regulate the product under this section because
the product does not raise different questions of public health.

(B) Characteristics

In subparagraph (A), the term “characteristics” means the materials, ingredients, design, composition, heating source, or
other features of a tobacco product.

(C) Limitation

A tobacco product may not be found to be substantially equivalent to a predicate tobacco product that has been removed
from the market at the initiative of the Secretary or that has been determined by a judicial order to be misbranded or
adulterated.

(4) Health information

(A) Summary
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As part of a submission under section 387¢e(j) of this title respecting a tobacco product, the person required to file a
premarket notification under such section shall provide an adequate summary of any health information related to the
tobacco product or state that such information will be made available upon request by any person.

(B) Required information

Any summary under subparagraph (A) respecting a tobacco product shall contain detailed information regarding data
concerning adverse health effects and shall be made available to the public by the Secretary within 30 days of the issuance
of a determination that such tobacco product is substantially equivalent to another tobacco product.

(b) Application

(1) Contents

An application under this section shall contain--

(A) full reports of all information, published or known to, or which should reasonably be known to, the applicant,
concerning investigations which have been made to show the health risks of such tobacco product and whether such tobacco
product presents less risk than other tobacco products;

(B) a full statement of the components, ingredients, additives, and properties, and of the principle or principles of operation,
of such tobacco product;

(C) a full description of the methods used in, and the facilities and controls used for, the manufacture, processing, and,
when relevant, packing and installation of, such tobacco product;

(D) an identifying reference to any tobacco product standard under section 387g of this title which would be applicable
to any aspect of such tobacco product, and either adequate information to show that such aspect of such tobacco product
fully meets such tobacco product standard or adequate information to justify any deviation from such standard;

(E) such samples of such tobacco product and of components thereof as the Secretary may reasonably require;

(F) specimens of the labeling proposed to be used for such tobacco product; and

(G) such other information relevant to the subject matter of the application as the Secretary may require.

(2) Referral to Tobacco Products Scientific Advisory Committee

Upon receipt of an application meeting the requirements set forth in paragraph (1), the Secretary--
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(A) may, on the Secretary's own initiative; or

(B) may, upon the request of an applicant,
refer such application to the Tobacco Products Scientific Advisory Committee for reference and for submission (within

such period as the Secretary may establish) of a report and recommendation respecting the application, together with all
underlying data and the reasons or basis for the recommendation.

(c) Action on application

(1) Deadline

(A) In general

As promptly as possible, but in no event later than 180 days after the receipt of an application under subsection (b), the
Secretary, after considering the report and recommendation submitted under subsection (b)(2), shall--

(i) issue an order that the new product may be introduced or delivered for introduction into interstate commerce if the
Secretary finds that none of the grounds specified in paragraph (2) of this subsection applies; or

(ii) issue an order that the new product may not be introduced or delivered for introduction into interstate commerce
if the Secretary finds (and sets forth the basis for such finding as part of or accompanying such denial) that 1 or more
grounds for denial specified in paragraph (2) of this subsection apply.

(B) Restrictions on sale and distribution
An order under subparagraph (A)(i) may require that the sale and distribution of the tobacco product be restricted but

only to the extent that the sale and distribution of a tobacco product may be restricted under a regulation under section
3871(d) of this title.

(2) Denial of application
The Secretary shall deny an application submitted under subsection (b) if, upon the basis of the information submitted to

the Secretary as part of the application and any other information before the Secretary with respect to such tobacco product,
the Secretary finds that--

(A) there is a lack of a showing that permitting such tobacco product to be marketed would be appropriate for the protection
of the public health;

(B) the methods used in, or the facilities or controls used for, the manufacture, processing, or packing of such tobacco
product do not conform to the requirements of section 387f(e) of this title;
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(C) based on a fair evaluation of all material facts, the proposed labeling is false or misleading in any particular; or

(D) such tobacco product is not shown to conform in all respects to a tobacco product standard in effect under section 387g
of this title, and there is a lack of adequate information to justify the deviation from such standard.

(3) Denial information
Any denial of an application shall, insofar as the Secretary determines to be practicable, be accompanied by a statement

informing the applicant of the measures required to remove such application from deniable form (which measures may include
further research by the applicant in accordance with 1 or more protocols prescribed by the Secretary).

(4) Basis for finding

For purposes of this section, the finding as to whether the marketing of a tobacco product for which an application has been
submitted is appropriate for the protection of the public health shall be determined with respect to the risks and benefits to
the population as a whole, including users and nonusers of the tobacco product, and taking into account--

(A) the increased or decreased likelihood that existing users of tobacco products will stop using such products; and

(B) the increased or decreased likelihood that those who do not use tobacco products will start using such products.

(5) Basis for action

(A) Investigations
For purposes of paragraph (2)(A), whether permitting a tobacco product to be marketed would be appropriate for the
protection of the public health shall, when appropriate, be determined on the basis of well-controlled investigations, which

may include 1 or more clinical investigations by experts qualified by training and experience to evaluate the tobacco
product.

(B) Other evidence

If the Secretary determines that there exists valid scientific evidence (other than evidence derived from investigations
described in subparagraph (A)) which is sufficient to evaluate the tobacco product, the Secretary may authorize that the
determination for purposes of paragraph (2)(A) be made on the basis of such evidence.

(d) Withdrawal and temporary suspension

(1) In general
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The Secretary shall, upon obtaining, where appropriate, advice on scientific matters from the Tobacco Products Scientific
Advisory Committee, and after due notice and opportunity for informal hearing for a tobacco product for which an order was
issued under subsection (c)(1)(A)(i), issue an order withdrawing the order if the Secretary finds--

(A) that the continued marketing of such tobacco product no longer is appropriate for the protection of the public health;

(B) that the application contained or was accompanied by an untrue statement of a material fact;

(C) that the applicant--

(i) has failed to establish a system for maintaining records, or has repeatedly or deliberately failed to maintain records
or to make reports, required by an applicable regulation under section 387i of this title;

(ii) has refused to permit access to, or copying or verification of, such records as required by section 374 of this title; or

(iii) has not complied with the requirements of section 387e of this title;

(D) on the basis of new information before the Secretary with respect to such tobacco product, evaluated together with
the evidence before the Secretary when the application was reviewed, that the methods used in, or the facilities and
controls used for, the manufacture, processing, packing, or installation of such tobacco product do not conform with
the requirements of section 387f(e) of this title and were not brought into conformity with such requirements within a
reasonable time after receipt of written notice from the Secretary of nonconformity;

(E) on the basis of new information before the Secretary, evaluated together with the evidence before the Secretary when
the application was reviewed, that the labeling of such tobacco product, based on a fair evaluation of all material facts, is
false or misleading in any particular and was not corrected within a reasonable time after receipt of written notice from
the Secretary of such fact; or

(F) on the basis of new information before the Secretary, evaluated together with the evidence before the Secretary when
such order was issued, that such tobacco product is not shown to conform in all respects to a tobacco product standard
which is in effect under section 387g of this title, compliance with which was a condition to the issuance of an order relating
to the application, and that there is a lack of adequate information to justify the deviation from such standard.

(2) Appeal

The holder of an application subject to an order issued under paragraph (1) withdrawing an order issued pursuant to subsection
(c)(1)(A)(1) may, by petition filed on or before the 30th day after the date upon which such holder receives notice of such
withdrawal, obtain review thereof in accordance with section 387/ of this title.

(3) Temporary suspension
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If, after providing an opportunity for an informal hearing, the Secretary determines there is reasonable probability that the
continuation of distribution of a tobacco product under an order would cause serious, adverse health consequences or death,
that is greater than ordinarily caused by tobacco products on the market, the Secretary shall by order temporarily suspend
the authority of the manufacturer to market the product. If the Secretary issues such an order, the Secretary shall proceed
expeditiously under paragraph (1) to withdraw such application.

(e) Service of order

An order issued by the Secretary under this section shall be served--

(1) in person by any officer or employee of the department designated by the Secretary; or

(2) by mailing the order by registered mail or certified mail addressed to the applicant at the applicant's last known address
in the records of the Secretary.

(f) Records

(1) Additional information

In the case of any tobacco product for which an order issued pursuant to subsection (c¢)(1)(A)(i) for an application filed under
subsection (b) is in effect, the applicant shall establish and maintain such records, and make such reports to the Secretary, as
the Secretary may by regulation, or by order with respect to such application, prescribe on the basis of a finding that such
records and reports are necessary in order to enable the Secretary to determine, or facilitate a determination of, whether there
is or may be grounds for withdrawing or temporarily suspending such order.

(2) Access to records
Each person required under this section to maintain records, and each person in charge of custody thereof, shall, upon request

of an officer or employee designated by the Secretary, permit such officer or employee at all reasonable times to have access
to and copy and verify such records.

(g) Investigational tobacco product exemption for investigational use

The Secretary may exempt tobacco products intended for investigational use from the provisions of this subchapter under such
conditions as the Secretary may by regulation prescribe.
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Federal Food, Drug, and Cosmetic Act § 916

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)
Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387p
§ 387p. Preservation of State and local authority

Effective: June 22, 2009
Currentness

(a) In general

(1) Preservation

Except as provided in paragraph (2)(A), nothing in this subchapter, or rules promulgated under this subchapter, shall be
construed to limit the authority of a Federal agency (including the Armed Forces), a State or political subdivision of a State,
or the government of an Indian tribe to enact, adopt, promulgate, and enforce any law, rule, regulation, or other measure
with respect to tobacco products that is in addition to, or more stringent than, requirements established under this subchapter,
including a law, rule, regulation, or other measure relating to or prohibiting the sale, distribution, possession, exposure to,
access to, advertising and promotion of, or use of tobacco products by individuals of any age, information reporting to
the State, or measures relating to fire safety standards for tobacco products. No provision of this subchapter shall limit or
otherwise affect any State, tribal, or local taxation of tobacco products.

(2) Preemption of certain State and local requirements

(A) In general

No State or political subdivision of a State may establish or continue in effect with respect to a tobacco product any
requirement which is different from, or in addition to, any requirement under the provisions of this subchapter relating
to tobacco product standards, premarket review, adulteration, misbranding, labeling, registration, good manufacturing
standards, or modified risk tobacco products.

(B) Exception

Subparagraph (A) does not apply to requirements relating to the sale, distribution, possession, information reporting to
the State, exposure to, access to, the advertising and promotion of, or use of, tobacco products by individuals of any age,
or relating to fire safety standards for tobacco products. Information disclosed to a State under subparagraph (A) that is
exempt from disclosure under section 552(b)(4) of Title 5 shall be treated as a trade secret and confidential information
by the State.

(b) Rule of construction regarding product liability
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No provision of this subchapter relating to a tobacco product shall be construed to modify or otherwise affect any action or the
liability of any person under the product liability law of any State.
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Senate Bill No. 793

CHAPTER 34

An act to add Article 5 (commencing with Section 104559.5) to Chapter
1 of Part 3 of Division 103 of the Health and Safety Code, relating to tobacco
products.

[Approved by Governor August 28, 2020. Filed with Secretary
of State August 28, 2020.]

LEGISLATIVE COUNSEL’S DIGEST

SB 793, Hill. Flavored tobacco products.

Existing law, the Stop Tobacco Access to Kids Enforcement (STAKE)
Act, prohibits a person from selling or otherwise furnishing tobacco products,
as defined, to a person under 21 years of age. Existing law also prohibits
the use of tobacco products in county offices of education, on charter school
or school district property, or near a playground or youth sports event, as
specified.

This bill would prohibit a tobacco retailer, or any of the tobacco retailer’s
agents or employees, from selling, offering for sale, or possessing with the
intent to sell or offer for sale, a flavored tobacco product or a tobacco product
flavor enhancer, as those terms are defined, except as specified. The bill
would make a violation of this prohibition an infraction punishable by a
fine of $250 for each violation. The bill would state the intent of the
Legislature that these provisions do not preempt or prohibit the adoption
and implementation of local ordinances that impose greater restrictions on
the access to tobacco products than the restrictions imposed by the bill, as
specified. The bill would state that its provisions are severable. By creating
a new crime, the bill would impose a state-mandated local program.

The California Constitution requires the state to reimburse local agencies
and school districts for certain costs mandated by the state. Statutory
provisions establish procedures for making that reimbursement.

This bill would provide that no reimbursement is required by this act for
a specified reason.

The people of the State of California do enact as follows:

SECTION 1. Article 5 (commencing with Section 104559.5) is added
to Chapter 1 of Part 3 of Division 103 of the Health and Safety Code, to
read:

93

82a



Ch. 34 —2—

Article 5. Tobacco Sale Prohibition

104559.5. (a) For purposes of this section, the following definitions
apply:

(1) “Characterizing flavor” means a distinguishable taste or aroma, or
both, other than the taste or aroma of tobacco, imparted by a tobacco product
or any byproduct produced by the tobacco product. Characterizing flavors
include, but are not limited to, tastes or aromas relating to any fruit,
chocolate, vanilla, honey, candy, cocoa, dessert, alcoholic beverage, menthol,
mint, wintergreen, herb, or spice. A tobacco product shall not be determined
to have a characterizing flavor solely because of the use of additives or
flavorings or the provision of ingredient information. Rather, it is the
presence of a distinguishable taste or aroma, or both, as described in the
first sentence of this definition, that constitutes a characterizing flavor.

(2) “Constituent” means any ingredient, substance, chemical, or
compound, other than tobacco, water, or reconstituted tobacco sheet, that
is added by the manufacturer to a tobacco product during the processing,
manufacture, or packing of the tobacco product.

(3) “Flavored shisha tobacco product” means any shisha tobacco product
that contains a constituent that imparts a characterizing flavor.

(4) “Flavored tobacco product” means any tobacco product that contains
a constituent that imparts a characterizing flavor.

(5) “Hookah” means a type of waterpipe, used to smoke shisha or other
tobacco products, with a long flexible tube for drawing aerosol through
water. Components of a hookah may include heads, stems, bowls, and hoses.

(6) “Hookah tobacco retailer” means a tobacco retailer that is engaged
in the retail sale of shisha tobacco products, hookah, and hookah smoking
accessories.

(7) “Labeling” means written, printed, pictorial, or graphic matter upon
a tobacco product or any of its packaging.

(8) “Loose leaftobacco” consists of cut or shredded pipe tobacco, usually
sold in pouches, excluding any tobacco product which, because of its
appearance, type, packaging, or labeling, is suitable for use and likely to be
offered to, or purchased by, consumers as tobacco for making cigarettes,
including roll-your-own cigarettes.

(9) “Packaging” means a pack, box, carton, or container of any kind, or,
if no other container, any wrapping, including cellophane, in which a tobacco
product is sold or offered for sale to a consumer.

(10) “Premium cigar” means any cigar that is handmade, is not mass
produced by use of mechanization, has a wrapper that is made entirely from
whole tobacco leaf, and has a wholesale price of no less than twelve dollars
($12). A premium cigar does not have a filter, tip, or nontobacco mouthpiece
and is capped by hand.

(11) “Retail location” means both of the following:

(A) A building from which tobacco products are sold at retail.

(B) A vending machine.
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(12) “Sale” or “sold” means a sale as that term is defined in Section
30006 of the Revenue and Taxation Code.

(13) “Shisha tobacco product” means a tobacco product smoked or
intended to be smoked in a hookah. “Shisha tobacco product” includes, and
may be referred to as, hookah tobacco, waterpipe tobacco, maassel, narghile,
and argileh. “Shisha tobacco product” does not include any electronic
devices, such as an electronic hookah, electronic cigarette, or electronic
tobacco product.

(14) “Tobacco product” means a tobacco product as defined in paragraph
(8) of subdivision (a) of Section 104495, as that provision may be amended
from time to time.

(15) “Tobacco product flavor enhancer” means a product designed,
manufactured, produced, marketed, or sold to produce a characterizing
flavor when added to a tobacco product.

(16) “Tobacco retailer” means a person who engages in this state in the
sale of tobacco products directly to the public from a retail location.
“Tobacco retailer” includes a person who operates vending machines from
which tobacco products are sold in this state.

(b) (1) A tobacco retailer, or any of the tobacco retailer’s agents or
employees, shall not sell, offer for sale, or possess with the intent to sell or
offer for sale, a flavored tobacco product or a tobacco product flavor
enhancer.

(2) There is a rebuttable presumption that a tobacco product is a flavored
tobacco product if a manufacturer or any of the manufacturer’s agents or
employees, in the course of their agency or employment, has made a
statement or claim directed to consumers or to the public that the tobacco
product has or produces a characterizing flavor, including, but not limited
to, text, color, images, or all, on the product’s labeling or packaging that
are used to explicitly or implicitly communicate that the tobacco product
has a characterizing flavor.

(c) Subdivision (b) does not apply to the sale of flavored shisha tobacco
products by a hookah tobacco retailer if all of the following conditions are
met:

(1) The hookah tobacco retailer has a valid license to sell tobacco products
issued pursuant to Chapter 2 (commencing with Section 22971.7) of Division
8.6 of the Business and Professions Code.

(2) The hookah tobacco retailer does not permit any person under 21
years of age to be present or enter the premises at any time.

(3) The hookah tobacco retailer shall operate in accordance with all
relevant state and local laws relating to the sale of tobacco products.

(4) If consumption of tobacco products is allowed on the premises of the
hookah tobacco retailer, the hookah tobacco retailer shall operate in
accordance with all state and local laws relating to the consumption of
tobacco products on the premises of a tobacco retailer, including, but not
limited to, Section 6404.5 of the Labor Code.
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(d) Subdivision (b) does not apply to sales of premium cigars sold in
cigar lounges where products are purchased and consumed only on the
premises.

(e) Subdivision (b) does not apply to loose leaf tobacco or premium
cigars.

(f) A tobacco retailer, or agent or employee of a tobacco retailer, who
violates this section is guilty of an infraction and shall be punished by a fine
of two hundred fifty dollars ($250) for each violation of this section.

(g) This section does not preempt or otherwise prohibit the adoption of
a local standard that imposes greater restrictions on the access to tobacco
products than the restrictions imposed by this section. To the extent that
there is an inconsistency between this section and a local standard that
imposes greater restrictions on the access to tobacco products, the greater
restriction on the access to tobacco products in the local standard shall
prevail.

SEC. 2. The provisions of this act are severable. If any provision of this
act or its application is held invalid, that invalidity shall not affect other
provisions or applications that can be given effect without the invalid
provision or application.

SEC. 3. No reimbursement is required by this act pursuant to Section 6
of Article XIII B of the California Constitution because the only costs that
may be incurred by a local agency or school district will be incurred because
this act creates a new crime or infraction, eliminates a crime or infraction,
or changes the penalty for a crime or infraction, within the meaning of
Section 17556 of the Government Code, or changes the definition of a crime
within the meaning of Section 6 of Article XIIIB of the California
Constitution.
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