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REPORT

[To accompany H.R. 5663]

The Committee on Energy and Commerce, to whom was referred
the bill (H.R. 5663) to amend the Federal Food, Drug, and Cos-
metic Act to give authority to the Secretary of Health and Human
Services, acting through the Commissioner of Food and Drugs, to
destroy counterfeit devices, having considered the same, reports fa-
vorably thereon with an amendment and recommends that the bill
as amended do pass.
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The amendment is as follows:
Strike all after the enacting clause and insert the following:

SECTION 1. SHORT TITLE.
This Act may be cited as the “Safeguarding Therapeutics Act”.
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SEC. 2. AUTHORITY TO DESTROY COUNTERFEIT DEVICES.

(a) IN GENERAL.—Section 801(a) of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 381(a)) is amended—

(1) in the fourth sentence, by inserting “or counterfeit device” after “counter-
feit drug”; and

(2) by striking “The Secretary of the Treasury shall cause the destruction of”
and all that follows through “liable for costs pursuant to subsection (c).” and in-
serting the following: “The Secretary of the Treasury shall cause the destruction
of any such article refused admission unless such article is exported, under reg-
ulations prescribed by the Secretary of the Treasury, within 90 days of the date
of notice of such refusal or within such additional time as may be permitted
pursuant to such regulations, except that the Secretary of Health and Human
Services may destroy, without the opportunity for export, any drug or device re-
fused admission under this section, if such drug or device is valued at an
amount that is $2,500 or less (or such higher amount as the Secretary of the
Treasury may set by regulation pursuant to section 498(a)(1) of the Tariff Act
of 1930 (19 U.S.C. 1498(a)(1))) and was not brought into compliance as de-
scribed under subsection (b). The Secretary of Health and Human Services shall
issue regulations providing for notice and an opportunity to appear before the
Secretary of Health and Human Services and introduce testimony, as described
in the first sentence of this subsection, on destruction of a drug or device under
the seventh sentence of this subsection. The regulations shall provide that prior
to destruction, appropriate due process is available to the owner or consignee
seeking to challenge the decision to destroy the drug or device. Where the Sec-
retary of Health and Human Services provides notice and an opportunity to ap-
pear and introduce testimony on the destruction of a drug or device, the Sec-
retary of Health and Human Services shall store and, as applicable, dispose of
the drug or device after the issuance of the notice, except that the owner and
consignee shall remain liable for costs pursuant to subsection (c).”.

(b) DEFINITION.—Section 201(h) of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321(h)) is amended—

(1) by redesignating subparagraphs (1), (2), and (3) as clauses (A), (B), and
(C), respectively; and

(2) after making such redesignations—

(A) by striking “(h) The term” and inserting “(h)(1) The term”; and

(B) by adding at the end the following:

“(2) The term ‘counterfeit device’ means a device which, or the container,
packaging, or labeling of which, without authorization, bears a trademark, trade
name, or other identifying mark, imprint, or symbol, or any likeness thereof, or
is manufactured using a design, of a device manufacturer, packer, or distributor
other than the person or persons who in fact manufactured, packed, or distrib-
uted such device and which thereby falsely purports or is represented to be the
product of, or to have been packed or distributed by, such other device manufac-
turer, packer, or distributor.

“(3) For purposes of subparagraph (2)—

“(A) the term ‘manufactured’ refers to any of the following activities:
manufacture, preparation, propagation, compounding, assembly, or proc-
essing; and

“(B) the term ‘manufacturer’ means a person who is engaged in any of
the activities listed in clause (A).”.

I. PURPOSE AND SUMMARY

H.R. 5663, the “Safeguarding Therapeutics Act”, was introduced
on January 21, 2020, by Representatives Brett Guthrie (R—KY) and
Eliot L. Engel (D-NY). H.R. 5663, as reported, will extend the ad-
ministrative destruction authority of the U.S. Food and Drug Ad-
ministration (FDA) to medical devices. This authority allows the
agency to destroy drugs or devices that have been refused admis-
sion without providing the owner or consignee with the opportunity
to export the product.! This authority helps the agency to ensure

1U.S. Food and Drug Admin., FDA’s Administrative Destruction Authority, https:/
www.fda.gov/industry/import-program-resources/fdas-administrative-destruction-authority (May
15, 2018).
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that counterfeit or otherwise violative products cannot enter the
United States.

II. BACKGROUND AND NEED FOR LEGISLATION

In 2012, Congress granted FDA the authority to destroy a re-
fused drug valued at $2,500 or less (or a higher amount as the Sec-
retary of the Treasury may determine in regulation) without the
opportunity for further export.2 This Committee passed legislation
granting this authority to help prevent further export of violative
products, such as products that are counterfeit, contaminated, or
contain illegal or toxic ingredients. Prior to the authority granted
in 2012, if FDA refused a drug’s admission because the agency be-
lieved it was adulterated or misbranded, the drug could be further
exported after refusal of admission, and may have found its way
into the United States drug supply chain through mail facilities.3
As the volume of drugs shipped to the United States increased, vio-
lative drugs were less likely to receive reviews due to resource con-
straints of FDA, increasing the possibility of previously-refused
drugs entering the United States’ drug market.4 In 2019, FDA used
the administrative destruction authority to destroy more than
17,000 violative drugs, ensuring that illicit or dangerous drugs did
not enter the United States drug supply.>

Currently, the administrative destruction authority only extends
to drug products. According to the agency, expanding administra-
tive destruction authority to counterfeit or illegal medical devices
could be extremely useful to FDA’s ability to protect public health
during public health emergencies, like the COVID-19 outbreak,
where large numbers of illegal test kits are being imported into the
United States.® Currently, FDA is limited to refusing illegal
COVID-19 test kits and other devices, and the importers are given
the opportunity to export them.? Extending administrative destruc-
tion authority to violative medical devices would prevent shippers
from sending violative devices back to the United States in the
hope of avoiding detection, and could help to deter future ship-
ments of counterfeit or illegal medical devices.8

H.R. 5663 amends section 801(a) of the Federal Food, Drug, and
Cosmetic Act to authorize FDA to destroy a device refused admis-
sion if the device is valued at an amount less than $2,500 and
amends the Act to include a definition of a counterfeit device.

2]1d.

3U.S. Food and Drug Admin., Administrative Destruction of Certain Drugs Refused Admission
to the United States, Final Rule, available at https://www.fda.gov/media/93525/download.

41d.

5U.S. Food and Drug Admin., FDA in Brief: Readout of Acting FDA Commissioner Ned
Sharpless, M.D., Visit to JFK/Seacaucus Int'l Mail Facilities, https:/www.fda.gov/news-events/
fda-brief/fda-brief-readout-acting-fda-commissioner-ned-sharpless-md-visit-jfksecaucus-inter-
national-mail (Oct. 19, 2019).

6FDA , Proposal to Expand Food and Drug Administration (FDA) 801(a) Authority and Over-
sight of Counterfeit Devices.

7FDA, Proposal to Expand Food and Drug Administration (FDA) 801(a) Authority and Over-
sight of Counterfeit Devices.

8FDA , Proposal to Expand Food and Drug Administration (FDA) 801(a) Authority and Over-
sight of Counterfeit Devices.
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III. COMMITTEE HEARINGS

For the purposes of section 103(i) of H. Res. 6 of the 116th Con-
gress, the following hearing was used to develop or consider H.R.
5663:

The Subcommittee on Health held a legislative hearing on Janu-
ary 29, 2020, entitled, “Improving Safety and Transparency in
America’s Food and Drugs.” The hearing focused on H.R. 5663, the
“Safeguarding Therapeutics Act”, and nine other bills. The Sub-
committee received testimony from the following witnesses:

Panel I:

o Jeff Allen, Ph.D., President and CEO, Friends of Cancer
Research;

e Richard Kaeser, Vice President, Global Brand Protection,
Johnson & Johnson;

e Fernando Muzzio, Ph.D., Distinguished Professor, Chem-
ical and Biochemical Engineering, Rutgers, the State Univer-
sity of New Jersey; and

¢ Kao-Ping Chua, M.D., Ph.D., Assistant Professor, Depart-
ment of Pediatrics, University of Michigan Medical School.

Panel II:

e Melanie Benesh, Legislative Attorney, Environmental
Working Group;

e Tom Balmer, Executive Vice President, National Milk Pro-
ducers Federation;

e J. David Carlin, Senior Vice President of Legislative Af-
fairs and Economic Policy, International Dairy Foods Associa-
tion;

e Douglas Corey, D.V.M., Past President, American Associa-
tion of Equine Practitioners;

e Talia Day, Patient Advocate;

e Paul C. DeLeo, Ph.D., Principal, Integral Consulting, Inc.;

e Mardi Mountford, President, Infant Nutrition Council of
America;

e Nancy Perry, Senior Vice President, Government Rela-
tions, American Society for the Prevention of Cruelty to Ani-
mals; and

e Sara Sorscher, Deputy Director of Regulatory Affairs, Cen-
ter for Science in the Public Interest.

IV. COMMITTEE CONSIDERATION

Representatives Guthrie (R-KY) and Engel (D-NY) introduced
H.R. 5663, the “Safeguarding Therapeutics Act”, on January 21,
2020, and the bill was referred to the Committee on Energy and
Commerce. Subsequently, H.R. 5663 was referred to the Sub-
committee on Health on January 22, 2020. A legislative hearing
was held by the Subcommittee on January 29, 2020.

On March 11, 2020, the Subcommittee on Health met in open
markup session, pursuant to notice, to consider H.R. 5663. No
amendments were offered during consideration of the bill. The Sub-
committee on Health then agreed to a motion by Ms. Eshoo, Chair-
woman of the subcommittee, to forward favorably H.R. 5663, with-
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out amendment, to the full Committee on Energy and Commerce
by a voice vote.

On July 15, 2020, the full Committee met in virtual open mark-
up session, pursuant to notice, to consider the bill H.R. 5663. Dur-
ing consideration of the bill, an amendment in the nature of a sub-
stitute offered by Mr. Guthrie, on behalf of himself and Mr. Engel,
was agreed to by a voice vote. Upon conclusion of the bill’s consid-
eration, the full Committee agreed to a motion on final passage by
Mr. Pallone, Chairman of the committee, to order H.R. 5663 re-
ported favorably to the House, amended, by a voice vote, a quorum
being present.

V. COMMITTEE VOTES

Clause 3(b) of rule XIII of the Rules of the House of Representa-
tives requires the Committee to list each record vote on the motion
to report legislation and amendments thereto. The Committee ad-
vises that there were no record votes taken on H.R. 5663, including
the motion for final passage of the bill.

VI. OVERSIGHT FINDINGS

Pursuant to clause 3(c)(1) of rule XIII and clause 2(b)(1) of rule
X of the Rules of the House of Representatives, the oversight find-
ings and recommendations of the Committee are reflected in the
descriptive portion of the report.

VII. NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, AND TAX
EXPENDITURES

Pursuant to 3(c)(2) of rule XIII of the Rules of the House of Rep-
resentatives, the Committee adopts as its own the estimate of new
budget authority, entitlement authority, or tax expenditures or rev-
enues contained in the cost estimate prepared by the Director of
the Congressional Budget Office pursuant to section 402 of the
Congressional Budget Act of 1974.

The Committee has requested but not received from the Director
of the Congressional Budget Office a statement as to whether this
bill contains any new budget authority, spending authority, credit
authority, or an increase or decrease in revenues or tax expendi-
tures.

VIII. FEDERAL MANDATES STATEMENT

The Committee adopts as its own the estimate of Federal man-
dates prepared by the Director of the Congressional Budget Office
pursuant to section 423 of the Unfunded Mandates Reform Act.

IX. STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES

Pursuant to clause 3(c)(4) of rule XIII, the general performance
goal or objective of this legislation is to extend the authority of the
Secretary of Health and Human Services, acting through the Com-
missioner of Food and Drugs, to destroy counterfeit medical de-
vices.
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X. DUPLICATION OF FEDERAL PROGRAMS

Pursuant to clause 3(c)(5) of rule XIII, no provision of H.R. 5663
is known to be duplicative of another Federal program, including
any program that was included in a report to Congress pursuant
to section 21 of Public Law 111-139 or the most recent Catalog of
Federal Domestic Assistance.

XI. COMMITTEE COST ESTIMATE

Pursuant to clause 3(d)(1) of rule XIII, the Committee adopts as
its own the cost estimate prepared by the Director of the Congres-

sional Budget Office pursuant to section 402 of the Congressional
Budget Act of 1974.

XII. EARMARKS, LIMITED TAX BENEFITS, AND LIMITED TARIFF
BENEFITS

Pursuant to clause 9(e), 9(f), and 9(g) of rule XXI, the Committee
finds that H.R. 5663 contains no earmarks, limited tax benefits, or
limited tariff benefits.

XIII. ADvISORY COMMITTEE STATEMENT

No advisory committee within the meaning of section 5(b) of the
Federal Advisory Committee Act was created by this legislation.

XIV. APPLICABILITY TO LEGISLATIVE BRANCH

The Committee finds that the legislation does not relate to the
terms and conditions of employment or access to public services or
accommodations within the meaning of section 102(b)(3) of the Con-
gressional Accountability Act.

XV. SECTION BY SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short title

Section 1 designates that the bill may be cited as the “Safe-
guarding Therapeutics Act”.

Sec. 2. Authority to destroy counterfeit devices

Section 2 amends section 801(a) of the Federal Food, Drug, and
Cosmetic Act (FFDCA) to authorize the Secretary of Health and
Human Services to destroy any article that is refused admission,
including medical devices.

Further, the section amends section 201 of the FFDCA to include
a definition of ‘counterfeit device’. As defined in the bill, the term
‘counterfeit device’ means a device which, or the container, pack-
aging, or labeling of which, bears a trademark, trade name, identi-
fying mark, imprint, symbol, or any likeness thereof that is not au-
thorized, or is manufactured using a design of a device manufac-
turer, packer, or distributor other than the person who in fact man-
ufactured, packed, or distributed such device, and falsely purports
or represents to be the product or the device manufacturer, packer,
or distributed.
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CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

In compliance with clause 3(e) of rule XIII of the Rules of the
House of Representatives, changes in existing law made by the bill,
as reported, are shown as follows (existing law proposed to be omit-
ted is enclosed in black brackets, new matter is printed in italics,
and existing law in which no change is proposed is shown in
roman):

FEDERAL FOOD, DRUG, AND COSMETIC ACT

* * * & * * *

CHAPTER II—DEFINITIONS

SEC. 201. For the purposes of this Act—

(a)(1) The term “State”, except as used in the last sentence of
section 702(a), means any State or Territory of the United States,
the District of Columbia, and the Commonwealth of Puerto Rico.

(2) The term “Territory” means any Territory or possession of the
United States, including the District of Columbia, and excluding
the Commonwealth of Puerto Rico and the Canal Zone.

(b) The term “interstate commerce” means (1) commerce between
any State or Territory and any place outside thereof, and (2) com-
merce within the District of Columbia or within any other Territory
not organized with a legislative body.

(c) The term “Department” means the Department of Health and
Human Services.

(d) The term “Secretary” means the Secretary of Health and
Human Services.

(e) The term “person” includes individual, partnership, corpora-
tion, and association.

(f) The term “food” means (1) articles used for food or drink for
man or other animals, (2) chewing gum, and (3) articles used for
components of any such article.

(g)(1) The term “drug” means (A) articles recognized in the offi-
cial United States Pharmacopeia, official Homeopathic Pharma-
copeia of the United States, or official National Formulary, or any
supplement to any of them; and (B) articles intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of disease in
man or other animals; and (C) articles (other than food) intended
to affect the structure or any function of the body of man or other
animals; and (D) articles intended for use as a component of any
articles specified in clause (A), (B), or (C). A food or dietary supple-
ment for which a claim, subject to sections 403(r)(1)(B) and
403(r)(3) or sections 403(r)(1)(B) and 403(r)(5)(D), is made in ac-
cordance with the requirements of section 403(r) is not a drug sole-
ly because the label or the labeling contains such a claim. A food,
dietary ingredient, or dietary supplement for which a truthful and
not misleading statement is made in accordance with section
403(r)(6) is not a drug under clause (C) solely because the label or
the labeling contains such a statement.

(2) The term “counterfeit drug” means a drug which, or the con-
tainer or labeling of which, without authorization, bears the trade-
mark, trade name, or other identifying mark, imprint, or device, or
any likeness thereof, of a drug manufacturer, processor, packer, or
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distributor other than the person or persons who in fact manufac-
tured, processed, packed, or distributed such drug and which there-
by falsely purports or is represented to be the product of, or to have
been packed or distributed by, such other drug manufacturer, proc-
essor, packer, or distributor.

(h)(1) The term “device” (except when used in paragraph (n) of
this section and in sections 301(i), 403(f), 502(c), and 602(c)) means
an instrument, apparatus, implement, machine, contrivance, im-
plant, in vitro reagent, or other similar or related article, including
any component, part, or accessory, which is—

[(1)] (A) recognized in the official National Formulary, or
the United States Pharmacopeia, or any supplement to them,

[(2)] (B) intended for use in the diagnosis of disease or other
conditions, or in the cure, mitigation, treatment, or prevention
of disease, in man or other animals, or

[(3)] (C) intended to affect the structure or any function of
the body of man or other animals, and

which does not achieve its primary intended purposes through
chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achieve-
ment of its primary intended purposes. The term “device” does not
include software functions excluded pursuant to section 520(0).

(2) The term “counterfeit device” means a device which, or the
container, packaging, or labeling of which, without authoriza-
tion, bears a trademark, trade name, or other identifying mark,
imprint, or symbol, or any likeness thereof, or is manufactured
using a design, of a device manufacturer, packer, or distributor
other than the person or persons who in fact manufactured,
packed, or distributed such device and which thereby falsely
purports or is represented to be the product of, or to have been
packed or distributed by, such other device manufacturer, pack-
er, or distributor.

(3) For purposes of subparagraph (2)—

(A) the term “manufactured” refers to any of the following
activities: manufacture, preparation, propagation,
compounding, assembly, or processing; and

(B) the term “manufacturer” means a person who is en-
gaged in any of the activities listed in clause (A).

(1) The term “cosmetic” means (1) articles intended to be rubbed,
poured, sprinkled, or sprayed on, introduced into, or otherwise ap-
plied to the human body or any part thereof for cleansing,
beautifying, promoting attractiveness, or altering the appearance,
and (2) articles intended for use as a component of any such arti-
cles; except that such term shall not include soap.

(G) The term “official compendium” means the official United
States Pharmacopeia, official Homeopathic Pharmacopeia of the
United States, official National Formulary, or any supplement to
any of them.

(k) The term “label” means a display of written, printed, or
graphic matter upon the immediate container of any article; and a
requirement made by or under authority of this Act that any word,
statement, or other information appear on the label shall not be
considered to be complied with unless such word, statement, or
other information also appears on the outside container or wrapper,
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if any there be, of the retail package of such article, or is easily leg-
ible through the outside container or wrapper.

(1) The term “immediate container” does not include package lin-
ers.

(m) The term “labeling” means all labels and other written,
printed, or graphic matter (1) upon any article or any of its con-
tainers or wrappers, or (2) accompanying such article.

(n) If an article is alleged to be misbranded because the labeling
or advertising is misleading, then in determining whether the la-
beling or advertising is misleading there shall be taken into ac-
count (among other things) not only representations made or sug-
gested by statement, word, design, device, or any combination
thereof, but also the extent to which the labeling or advertising
fails to reveal facts material in the light of such representations or
material with respect to consequences which may result from the
use of the article to which the labeling or advertising relates under
the conditions of use prescribed in the labeling or advertising
thereof or under such conditions of use as are customary or usual.

(o) The representation of a drug, in its labeling, as an antiseptic
shall be considered to be a representation that it is a germicide, ex-
cept in the case of a drug purporting to be, or represented as, an
antiseptic for inhibitory use as a wet dressing, ointment, dusting
powder, or such other use as involves prolonged contact with the
body.

(p) The term “new drug” means—

(1) Any drug (except a new animal drug or an animal feed
bearing or containing a new animal drug) the composition of
which is such that such drug is not generally recognized,
among experts qualified by scientific training and experience to
evaluate the safety and effectiveness of drugs, as safe and ef-
fective for use under the conditions prescribed, recommended,
or suggested in the labeling thereof, except that such a drug
not so recognized shall not be deemed to be a “new drug” if at
any time prior to the enactment of this Act it was subject to
the Food and Drugs Act of June 30, 1906, as amended, and if
at such time its labeling contained the same representations
concerning the conditions of its use; or

(2) Any drug (except a new animal drug or an animal feed
bearing or containing a new animal drug) the composition of
which 1s such that such drug, as a result of investigations to
determine its safety and effectiveness for use under such condi-
tions, has become so recognized, but which has not, otherwise
than in such investigations, been used to a material extent or
for a material time under such conditions.

(q)(1)(A) Except as provided in clause (B), the term “pesticide
chemical” means any substance that is a pesticide within the
meaning of the Federal Insecticide, Fungicide, and Rodenticide Act,
including all active and inert ingredients of such pesticide. Not-
withstanding any other provision of law, the term “pesticide” with-
in such meaning includes ethylene oxide and propylene oxide when
such substances are applied on food.

(B) In the case of the use, with respect to food, of a substance
described in clause (A) to prevent, destroy, repel, or mitigate micro-
organisms (including bacteria, viruses, fungi, protozoa, algae, and
slime), the following applies for purposes of clause (A):
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(i) The definition in such clause for the term “pesticide chem-
ical” does not include the substance if the substance is applied
for such use on food, or the substance is included for such use
in water that comes into contact with the food, in the pre-
paring, packing, or holding of the food for commercial pur-
poses. The substance is not excluded under this subclause from
such definition if the substance is ethylene oxide or propylene
oxide, and is applied for such use on food. The substance is not
so excluded if the substance is applied for such use on a raw
agricultural commodity, or the substance is included for such
use in water that comes into contact with the commodity, as
follows:

(I) The substance is applied in the field.

(IT) The substance is applied at a treatment facility
where raw agricultural commodities are the only food
treated, and the treatment is in a manner that does not
change the status of the food as a raw agricultural com-
modity (including treatment through washing, waxing, fu-
migating, and packing such commodities in such manner).

(ITI) The substance is applied during the transportation
of such commodity between the field and such a treatment
facility.

(i1) The definition in such clause for the term “pesticide
chemical” does not include the substance if the substance is a
food contact substance as defined in section 409(h)(6), and any
of the following circumstances exist: The substance is included
for such use in an object that has a food contact surface but
is not intended to have an ongoing effect on any portion of the
object; the substance is included for such use in an object that
has a food contact surface and is intended to have an ongoing
effect on a portion of the object but not on the food contact sur-
face; or the substance is included for such use in or is applied
for such use on food packaging (without regard to whether the
substance is intended to have an ongoing effect on any portion
of the packaging). The food contact substance is not excluded
under this subclause from such definition if any of the fol-
lowing circumstances exist: The substance is applied for such
use on a semipermanent or permanent food contact surface
(other than being applied on food packaging); or the substance
is included for such use in an object that has a semipermanent
or permanent food contact surface (other than being included
in food packaging) and the substance is intended to have an
ongoing effect on the food contact surface.

With respect to the definition of the term “pesticide” that is appli-
cable to the Federal Insecticide, Fungicide, and Rodenticide Act,
this clause does not exclude any substance from such definition.

(2) The term “pesticide chemical residue” means a residue in or
on raw agricultural commodity or processed food of—

(A) a pesticide chemical; or

(B) any other added substance that is present on or in the
commodity or food primarily as a result of the metabolism or
other degradation of a pesticide chemical.

(3) Notwithstanding subparagraphs (1) and (2), the Adminis-
trator may by regulation except a substance from the definition of
“pesticide chemical” or “pesticide chemical residue” if—
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(A) its occurrence as a residue on or in a raw agricultural
commodity or processed food is attributable primarily to nat-
ural causes or to human activities not involving the use of any
substances for a pesticidal purpose in the production, storage,
processing, or transportation of any raw agricultural com-
modity or processed food; and

(B) the Administrator, after consultation with the Secretary,
determines that the substance more appropriately should be
regulated under one or more provisions of this Act other than
sections 402(a)(2)(B) and 408.

(r) The term “raw agricultural commodity” means any food in its
raw or natural state, including all fruits that are washed, colored,
or otherwise treated in their unpeeled natural form prior to mar-
keting.

(s) The term “food additive” means any substance the intended
use of which results or may reasonably be expected to result, di-
rectly or indirectly, in its becoming a component or otherwise af-
fecting the characteristics of any food (including any substance in-
tended for use in producing, manufacturing, packing, processing,
preparing, treating, packaging, transporting, or holding food; and
including any source of radiation intended for any such use), if
such substance is not generally recognized, among experts qualified
by scientific training and experience to evaluate its safety, as hav-
ing been adequately shown through scientific procedures (or, in the
case of a substance used in food prior to January 1, 1958, through
either scientific procedures or experience based on common use in
food) to be safe under the conditions of its intended use; except that
such term does not include—

(1) a pesticide chemical residue in or on a raw agricultural
commodity or processed food; or

(2) a pesticide chemical; or

(3) a color additive; or

(4) any substance used in accordance with a sanction or ap-
proval granted prior to the enactment of this paragraph pursu-
ant to this Act, the Poultry Products Inspection Act (21 U.S.C.
451 and the following) or the Meat Inspection Act of March 4,
1907 (34 Stat. 1260), as amended and extended (21 U.S.C. 71
and the following);

(5) a new animal drug; or

(6) an ingredient described in paragraph (ff) in, or intended
for use in, a dietary supplement.

(t)(1) The term “color additive” means a material which—

(A) is a dye, pigment, or other substance made by a process
of synthesis or similar artifice, or extracted, isolated, or other-
wise derived, with or without intermediate or final change of
identity, from a vegetable, animal, mineral, or other source,
and

(B) when added or applied to a food, drug, or cosmetic, or to
the human body or any part thereof, is capable (alone or
through reaction with other substance) of imparting color
thereto;

except that such term does not include any material which the Sec-
retary, by regulation, determines is used (or intended to be used)
solely for a purpose or purposes other than coloring.
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(2) The term “color” includes black, white, and intermediate
grays.

(3) Nothing in subparagraph (1) of this paragraph shall be con-
strued to apply to any pesticide chemical, soil or plant nutrient, or
other agricultural chemical solely because of its effect in aiding, re-
tarding, or otherwise affecting, directly or indirectly, the growth or
other natural physiological processes of produce of the soil and
thereby affecting its color, whether before or after harvest.

(u) The term “safe,” as used in paragraph (s) of this section and
in sections 409, 512, 571, and 721, has reference to the health of
man or animal.

(v) The term “new animal drug” means any drug intended for use
for animals other than man, including any drug intended for use
in animal feed but not including such animal feed—

(1) the composition of which is such that such drug is not
generally recognized, among experts qualified by scientific
training and experience to evaluate the safety and effective-
ness of animal drugs, as safe and effective for use under the
conditions prescribed, recommended, or suggested in the label-
ing thereof; except that such a drug not so recognized shall not
be deemed to be a “new animal drug” if at any time prior to
June 25, 1938, it was subject to the Food and Drug Act of June
30, 1906, as amended, and if at such time its labeling con-
tained the same representations concerning the conditions of
its use; or

(2) the composition of which is such that such drug, as a re-
sult of investigations to determine its safety and effectiveness
for use under such conditions, has become so recognized but
which has not, otherwise than in such investigations, been
used to a material extent or for a material time under such
conditions.

Provided that any drug intended for minor use or use in a minor
species that is not the subject of a final regulation published by the
Secretary through notice and comment rulemaking finding that the
criteria of paragraphs (1) and (2) have not been met (or that the
exception to the criterion in paragraph (1) has been met) is a new
animal drug.

(w) The term “animal feed”, as used in paragraph (w) of this sec-
tion, in section 512, and in provisions of this Act referring to such
paragraph or section, means an article which is intended for use
for food for animals other than man and which is intended for use
as a substantial source of nutrients in the diet of the animal, and
is Iiot limited to a mixture intended to be the sole ration of the ani-
mal.

(x) The term “informal hearing” means a hearing which is not
subject to section 554, 556, or 557 of title 5 of the United States
Code and which provides for the following:

(1) The presiding officer in the hearing shall be designated
by the Secretary from officers and employees of the Depart-
ment who have not participated in any action of the Secretary
which is the subject of the hearing and who are not directly re-
sponsible to an officer or employee of the Department who has
participated in any such action.

(2) Each party to the hearing shall have the right at all
times to be advised and accompanied by an attorney.
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(3) Before the hearing, each party to the hearing shall be
given reasonable notice of the matters to be considered at the
hearing, including a comprehensive statement of the basis for
the action taken or proposed by the Secretary which is the sub-
ject of the hearing and a general summary of the information
which will be presented by the Secretary at the hearing in sup-
port of such action.

(4) At the hearing the parties to the hearing shall have the
right to hear a full and complete statement of the action of the
Secretary which is the subject of the hearing together with the
information and reasons supporting such action, to conduct
reasonable questioning, and to present any oral or written in-
formation relevant to such action.

(5) The presiding officer in such hearing shall prepare a writ-
ten report of the hearing to which shall be attached all written
material presented at the hearing. The participants in the
hearing shall be given the opportunity to review and correct or
supplement the presiding officer’s report of the hearing.

(6) The Secretary may require the hearing to be transcribed.
A party to the hearing shall have the right to have the hearing
transcribed at his expense. Any transcription of a hearing shall
be included in the presiding officer’s report of the hearing.

(y) The term “saccharin” includes calcium saccharin, sodium sac-
charin, and ammonium saccharin.

(z) The term “infant formula” means a food which purports to be
or is represented for special dietary use solely as a food for infants
by reason of its simulation of human milk or its suitability as a
complete or partial substitute for human milk.

(aa) The term “abbreviated drug application” means an applica-
tion submitted under section 505(j) for the approval of a drug that
relies on the approved application of another drug with the same
active ingredient to establish safety and efficacy, and—

(1) in the case of section 306, includes a supplement to such
an application for a different or additional use of the drug but
does not include a supplement to such an application for other
than a different or additional use of the drug, and

(2) in the case of sections 307 and 308, includes any supple-
ment to such an application.

(bb) The term “knowingly” or “knew” means that a person, with
respect to information—

(1) has actual knowledge of the information, or

(2) acts in deliberate ignorance or reckless disregard of the
truth or falsity of the information.

(cc) For purposes of section 306, the term “high managerial
agent”—

(1) means—

(A) an officer or director of a corporation or an associa-
tion,
(B) a partner of a partnership, or
(C) any employee or other agent of a corporation, asso-
ciation, or partnership,
having duties such that the conduct of such officer, director,
partner, employee, or agent may fairly be assumed to represent
the policy of the corporation, association, or partnership, and
(2) includes persons having management responsibility for—
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(A) submissions to the Food and Drug Administration re-
garding the development or approval of any drug product,

(B) production, quality assurance, or quality control of
any drug product, or

(C) research and development of any drug product.

(dd) For purposes of sections 306 and 307, the term “drug prod-
uct” means a drug subject to regulation under section 505, 512, or
802 of this Act or under section 351 of the Public Health Service
Act.

(ee) The term “Commissioner” means the Commissioner of Food
and Drugs.

(ff) The term “dietary supplement”—

(1) means a product (other than tobacco) intended to supple-
ment the diet that bears or contains one or more of the fol-
lowing dietary ingredients:

(A) a vitamin;

(B) a mineral;

(C) an herb or other botanical;

(D) an amino acid;

(E) a dietary substance for use by man to supplement
the diet by increasing the total dietary intake; or

(F) a concentrate, metabolite, constituent, extract, or
combination of any ingredient described in clause (A), (B),
(C), (D), or (E);

(2) means a product that—

(A)@) is intended for ingestion in a form described in sec-
tion 411(c)(1)X(B)(1); or

(i1) complies with section 411(c)(1)(B)(ii);

(B) is not represented for use as a conventional food or
as a sole item of a meal or the diet; and

(C) is labeled as a dietary supplement; and

(3) does—

(A) include an article that is approved as a new drug
under section 505 or licensed as a biologic under section
351 of the Public Health Service Act (42 U.S.C. 262) and
was, prior to such approval, certification, or license, mar-
keted as a dietary supplement or as a food unless the Sec-
retary has issued a regulation, after notice and comment,
finding that the article, when used as or in a dietary sup-
plement under the conditions of use and dosages set forth
in the labeling for such dietary supplement, is unlawful
under section 402(f); and

(B) not include—

(i) an article that is approved as a new drug under
section 505, certified as an antibiotic under section
507, or licensed as a biologic under section 351 of the
Public Health Service Act (42 U.S.C. 262), or
(i) an article authorized for investigation as a new
drug, antibiotic, or biological for which substantial
clinical investigations have been instituted and for
which the existence of such investigations has been
made public,
which was not before such approval, certification, licensing, or
authorization marketed as a dietary supplement or as a food
unless the Secretary, in the Secretary’s discretion, has issued
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a regulation, after notice and comment, finding that the article
would be lawful under this Act.
Except for purposes of sections 201(g) and 417, a dietary supple-
ment shall be deemed to be a food within the meaning of this Act.

(gg) The term “processed food” means any food other than a raw
agricultural commodity and includes any raw agricultural com-
modity that has been subject to processing, such as canning, cook-
ing, freezing, dehydration, or milling.

(hh) The term “Administrator” means the Administrator of the
United States Environmental Protection Agency.

(ii) The term “compounded positron emission tomography drug”—

(1) means a drug that—

(A) exhibits spontaneous disintegration of unstable
nuclei by the emission of positrons and is used for the pur-
pose of providing dual photon positron emission tomo-
graphic diagnostic images; and

(B) has been compounded by or on the order of a practi-
tioner who is licensed by a State to compound or order
compounding for a drug described in subparagraph (A),
and is compounded in accordance with that State’s law, for
a patient or for research, teaching, or quality control; and

(2) includes any nonradioactive reagent, reagent kit, ingre-
dient, nuclide generator, accelerator, target material, electronic
synthesizer, or other apparatus or computer program to be
used in the preparation of such a drug.

(Gj) The term “antibiotic drug” means any drug (except drugs for
use in animals other than humans) composed wholly or partly of
any kind of penicillin, streptomycin, chlortetracycline, chlor-
amphenicol, bacitracin, or any other drug intended for human use
containing any quantity of any chemical substance which is pro-
duced by a micro-organism and which has the capacity to inhibit
or destroy micro-organisms in dilute solution (including a chemi-
cally synthesized equivalent of any such substance) or any deriva-
tive thereof.

(kk) PRIORITY SUPPLEMENT.—The term “priority supplement”
means a drug application referred to in section 101(4) of the
Food and Drug Administration Modernization Act of 1997 (111
Stat. 2298).

(I1)(1) The term “single-use device” means a device that is in-
tended for one use, or on a single patient during a single procedure.

(2)(A) The term “reprocessed”, with respect to a single-use device,
means an original device that has previously been used on a pa-
tient and has been subjected to additional processing and manufac-
turing for the purpose of an additional single use on a patient. The
subsequent processing and manufacture of a reprocessed single-use
device shall result in a device that is reprocessed within the mean-
ing of this definition.

(B) A single-use device that meets the definition under clause (A)
shall be considered a reprocessed device without regard to any de-
scription of the device used by the manufacturer of the device or
other persons, including a description that uses the term “recycled”
rather than the term “reprocessed”.

4 (3) The term “original device” means a new, unused single-use
evice.
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(mm)(1) The term “critical reprocessed single-use device” means
a reprocessed single-use device that is intended to contact normally
sterile tissue or body spaces during use.

(2) The term “semi-critical reprocessed single-use device” means
a reprocessed single-use device that is intended to contact intact
]I;uécous membranes and not penetrate normally sterile areas of the

ody.

(nn) The term “major species” means cattle, horses, swine, chick-
ens, turkeys, dogs, and cats, except that the Secretary may add
species to this definition by regulation.

(00) The term “minor species” means animals other than humans
that are not major species.

(pp) The term “minor use” means the intended use of a drug in
a major species for an indication that occurs infrequently and in
only a small number of animals or in limited geographical areas
and in only a small number of animals annually.

(qq) The term “major food allergen” means any of the following:

(1) Milk, egg, fish (e.g., bass, flounder, or cod), Crustacean
shellfish (e.g., crab, lobster, or shrimp), tree nuts (e.g., al-
monds, pecans, or walnuts), wheat, peanuts, and soybeans.

(2) A food ingredient that contains protein derived from a
food specified in paragraph (1), except the following:

(A) Any highly refined oil derived from a food specified
in paragraph (1) and any ingredient derived from such
highly refined oil.

(B) A food ingredient that is exempt under paragraph (6)
or (7) of section 403(w).

(rr)(1) The term “tobacco product” means any product made or
derived from tobacco that is intended for human consumption, in-
cluding any component, part, or accessory of a tobacco product (ex-
cept for raw materials other than tobacco used in manufacturing
a component, part, or accessory of a tobacco product).

(2) The term “tobacco product” does not mean an article that is
a drug under subsection (g)(1), a device under subsection (h), or a
combination product described in section 503(g).

(3) The products described in paragraph (2) shall be subject to
chapter V of this Act.

(4) A tobacco product shall not be marketed in combination with
any other article or product regulated under this Act (including a
drug, biologic, food, cosmetic, medical device, or a dietary supple-
ment).

* * *k & * * *k

CHAPTER VIII-IMPORTS AND EXPORTS

IMPORTS AND EXPORTS

SEC. 801. (a) The Secretary of the Treasury shall deliver to the
Secretary of Health and Human Services, upon his request, sam-
ples of food, drugs, devices, tobacco products, and cosmetics which
are being imported or offered for import into the United States, giv-
ing notice thereof to the owner or consignee, who may appear be-
fore the Secretary of Health and Human Services and have the
right to introduce testimony. The Secretary of Health and Human
Services shall furnish to the Secretary of the Treasury a list of es-
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tablishments registered pursuant to subsection (i) of section 510 or
section 905(h) and shall request that if any drugs, devices, or to-
bacco products manufactured, prepared, propagated, compounded,
or processed in an establishment not so registered are imported or
offered for import into the United States, samples of such drugs,
devices, or tobacco products be delivered to the Secretary of Health
and Human Services, with notice of such delivery to the owner or
consignee, who may appear before the Secretary of Health and
Human Services and have the right to introduce testimony. If it ap-
pears from the examination of such samples or otherwise that (1)
such article has been manufactured, processed, or packed under in-
sanitary conditions or, in the case of a device, the methods used in,
or the facilities or controls used for, the manufacture, packing, stor-
age, or installation of the device do not conform to the require-
ments of section 520(f), or (2) such article is forbidden or restricted
in sale in the country in which it was produced or from which it
was exported, or (3) such article is adulterated, misbranded, or in
violation of section 505 or the importer (as defined in section 805)
is in violation of such section 805, or prohibited from introduction
or delivery for introduction into interstate commerce under section
301(11), or is a controlled substance subject to an order under sec-
tion 569D, or (4) the recordkeeping requirements under section 204
of the FDA Food Safety Modernization Act (other than the require-
ments under subsection (f) of such section) have not been complied
with regarding such articleor (5) such article is being imported or
offered for import in violation of section 301(cc), then any such arti-
cle described in any of clauses (1) through (5) shall be refused ad-
mission, except as provided in subsection (b) of this section. If it
appears from the examination of such samples or otherwise that
the article is a counterfeit drug or counterfeit device, such article
shall be refused admission. With respect to an article of food, if im-
portation of such food is subject to, but not compliant with, the re-
quirement under subsection (q) that such food be accompanied by
a certification or other assurance that the food meets applicable re-
quirements of this Act, then such article shall be refused admis-
sion. If such article is subject to a requirement under section 760
or 761 and if the Secretary has credible evidence or information in-
dicating that the responsible person (as defined in such section 760
or 761) has not complied with a requirement of such section 760
or 761 with respect to any such article, or has not allowed access
to records described in such section 760 or 761, then such article
shall be refused admission, except as provided in subsection (b) of
this section. [The Secretary of the Treasury shall cause the de-
struction of any such article refused admission unless such article
is exported, under regulations prescribed by the Secretary of the
Treasury, within ninety days of the date of notice of such refusal
or within such additional time as may be permitted pursuant to
such regulations, except that the Secretary of Health and Human
Services may destroy, without the opportunity for export, any drug
refused admission under this section, if such drug is valued at an
amount that is $2,500 or less (or such higher amount as the Sec-
retary of the Treasury may set by regulation pursuant to section
498(a)(1) of the Tariff Act of 1930 (19 U.S.C. 1498(a)(1)) and was
not brought into compliance as described under subsection (b).. The
Secretary of Health and Human Services shall issue regulations
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providing for notice and an opportunity to appear before the Sec-
retary of Health and Human Services and introduce testimony, as
described in the first sentence of this subsection, on destruction of
a drug under the sixth sentence of this subsection. The regulations
shall provide that prior to destruction, appropriate due process is
available to the owner or consignee seeking to challenge the deci-
sion to destroy the drug. Where the Secretary of Health and
Human Services provides notice and an opportunity to appear and
introduce testimony on the destruction of a drug, the Secretary of
Health and Human Services shall store and, as applicable, dispose
of the drug after the issuance of the notice, except that the owner
and consignee shall remain liable for costs pursuant to subsection
(c).1 The Secretary of the Treasury shall cause the destruction of
any such article refused admission unless such article is exported,
under regulations prescribed by the Secretary of the Treasury, with-
in 90 days of the date of notice of such refusal or within such addi-
tional time as may be permitted pursuant to such regulations, ex-
cept that the Secretary of Health and Human Services may destroy,
without the opportunity for export, any drug or device refused ad-
mission under this section, if such drug or device is valued at an
amount that is $2,500 or less (or such higher amount as the Sec-
retary of the Treasury may set by regulation pursuant to section
498(a)(1) of the Tariff Act of 1930 (19 U.S.C. 1498(a)(1))) and was
not brought into compliance as described under subsection (b). The
Secretary of Health and Human Services shall issue regulations
providing for notice and an opportunity to appear before the Sec-
retary of Health and Human Services and introduce testimony, as
described in the first sentence of this subsection, on destruction of
a drug or device under the seventh sentence of this subsection. The
regulations shall provide that prior to destruction, appropriate due
process is available to the owner or consignee seeking to challenge
the decision to destroy the drug or device. Where the Secretary of
Health and Human Services provides notice and an opportunity to
appear and introduce testimony on the destruction of a drug or de-
vice, the Secretary of Health and Human Services shall store and,
as applicable, dispose of the drug or device after the issuance of the
notice, except that the owner and consignee shall remain liable for
costs pursuant to subsection (c). Such process may be combined
with the notice and opportunity to appear before the Secretary and
introduce testimony, as described in the first sentence of this sub-
section, as long as appropriate notice is provided to the owner or
consignee. Neither clause (2) nor clause (5) of the third sentence of
this subsection shall be construed to prohibit the admission of nar-
cotic drugs, the importation of which is permitted under the Con-
trolled Substances Import and Export Act.

(b) Pending decision as to the admission of an article being im-
ported or offered for import, the Secretary of the Treasury may au-
thorize delivery of such article to the owner or consignee upon the
execution by him of a good and sufficient bond providing for the
payment of such liquidated damages in the event of default as may
be required pursuant to regulations of the Secretary of the Treas-
ury. If it appears to the Secretary of Health and Human Services
that (1) an article included within the provisions of clause (3) of
subsection (a) of this section can, by relabeling or other action, be
brought into compliance with the Act or rendered other than a
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food, drug, device, or cosmetic, or (2) with respect to an article de-
scribed in subsection (a) relating to the requirements of sections
760 or 761,, the responsible person (as defined in section 760 or
761) can take action that would assure that the responsible person
is in compliance with section 760 or 761, as the case may be, final
determination as to admission of such article may be deferred and,
upon filing of timely written application by the owner or consignee
and the execution by him of a bond as provided in the preceding
provisions of this subsection, the Secretary may, in accordance with
regulations, authorize the applicant, or, with respect to clause (2),
the responsible person, to perform such relabeling or other action
specified in such authorization (including destruction or export of
rejected articles or portions thereof, as may be specified in the Sec-
retary’s authorization). All such relabeling or other action pursuant
to such authorization shall in accordance with regulations be under
the supervision of an officer or employee of the Department of
Health and Human Services designated by the Secretary, or an of-
ficer or employee of the Department of the Treasury designated by
the Secretary of the Treasury.

(c) All expenses (including travel, per diem or subsistence, and
salaries of officers or employees of the United States) in connection
with the destruction provided for in subsection (a) of this section
and the supervision of the relabeling or other action authorized
under the provisions of subsection (b) of this section, the amount
of such expenses to be determined in accordance with regulations,
and all expenses in connection with the storage, cartage, or labor
with respect to any article refused admission under subsection (a)
of this section, shall be paid by the owner or consignee and, in de-
fault of such payment, shall constitute a lien against any future
importations made by such owner or consignee.

(d)(1)(A) Except as provided in paragraph (2) and section 804, no
drug subject to section 503(b) or composed wholly or partly of insu-
lin which is manufactured in a State and exported may be im-
ported into the United States unless the drug is imported by the
manufacturer of the drug.

(B) Except as authorized by the Secretary in the case of a drug
that appears on the drug shortage list under section 506E or in the
case of importation pursuant to section 804, no drug that is subject
to section 503(b)(1) may be imported into the United States for
commercial use if such drug is manufactured outside the United
States, unless the manufacturer has authorized the drug to be mar-
keted in the United States and has caused the drug to be labeled
to be marketed in the United States.

(2) The Secretary may authorize the importation of a drug the
importation of which is prohibited by paragraph (1) if the drug is
required for emergency medical care.

(3)(A) Subject to subparagraph (B), no component of a drug, no
component part or accessory of a device, or other article of device
requiring further processing, which is ready or suitable for use for
health-related purposes, and no article of a food additive, color ad-
ditive, or dietary supplement, including a product in bulk form,
shall be excluded from importation into the United States under
subsection (a) if each of the following conditions is met:

(i) The importer of such article of a drug or device or im-
porter of such article of a food additive, color additive, or die-
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tary supplement submits to the Secretary, at the time of initial
importation, a statement in accordance with the following:

(I) Such statement provides that such article is intended
to be further processed by the initial owner or consignee,
or incorporated by the initial owner or consignee, into a
drug, biological product, device, food, food additive, color
additive, or dietary supplement that will be exported by
the initial owner or consignee from the United States in
accordance with subsection (e) or section 802, or with sec-
tion 351(h) of the Public Health Service Act.

(IT) The statement identifies the manufacturer of such
article and each processor, packer, distributor, or other en-
tity that had possession of the article in the chain of pos-
session of the article from the manufacturer to such im-
porter of the article.

(ITI) The statement is accompanied by such certificates
of analysis as are necessary to identify such article, unless
the article is a device or is an article described in para-
graph (4).

(i) At the time of initial importation and before the delivery
of such article to the importer or the initial owner or consignee,
such owner or consignee executes a good and sufficient bond
providing for the payment of such liquidated damages in the
event of default as may be required pursuant to regulations of
the Secretary of the Treasury.

(iii) Such article is used and exported by the initial owner or
consignee in accordance with the intent described under clause
(1)), except for any portions of the article that are destroyed.

(iv) The initial owner or consignee maintains records on the
use or destruction of such article or portions thereof, as the
case may be, and submits to the Secretary any such records re-
quested by the Secretary.

(v) Upon request of the Secretary, the initial owner or con-
signee submits a report that provides an accounting of the ex-
portation or destruction of such article or portions thereof, and
the manner in which such owner or consignee complied with
the requirements of this subparagraph.

(B) Notwithstanding subparagraph (A), the Secretary may refuse
admission to an article that otherwise would be imported into the
United States under such subparagraph if the Secretary deter-
mines that there is credible evidence or information indicating that
such article is not intended to be further processed by the initial
owner or consignee, or incorporated by the initial owner or con-
signee, into a drug, biological product, device, food, food additive,
color additive, or dietary supplement that will be exported by the
initial owner or consignee from the United States in accordance
with subsection (e) or section 802, or with section 351(h) of the
Public Health Service Act.

(C) This section may not be construed as affecting the responsi-
bility of the Secretary to ensure that articles imported into the
United States under authority of subparagraph (A) meet each of
the conditions established in such subparagraph for importation.

(4) The importation into the United States of blood, blood compo-
nents, source plasma, or source leukocytes or of a component, ac-
cessory, or part thereof is not permitted pursuant to paragraph (3)
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unless the importation complies with section 351(a) of the Public
Health Service Act or the Secretary permits the importation under
appropriate circumstances and conditions, as determined by the
Secretary. The importation of tissue or a component or part of tis-
sue is not permitted pursuant to paragraph (3) unless the importa-
tion complies with section 361 of the Public Health Service Act.

(e)(1) A food, drug, device, tobacco product or cosmetic intended
for export shall not be deemed to be adulterated or misbranded
under this Act, and a tobacco product intended for export shall not
be deemed to be in violation of section 906(e), 907, 911, or 920(a),
if it—

(A) accords to the specifications of the foreign purchaser,

(B) is not in conflict with the laws of the country to which
it is intended for export,

(C) is labeled on the outside of the shipping package that it
is intended for export, and

(D) is not sold or offered for sale in domestic commerce.

(2) Paragraph (1) does not apply to any device—

(A) which does not comply with an applicable requirement of
section 514 or 515,

(B) which under section 520(g) is exempt from either such
section, or

(C) which is a banned device under section 516,

unless, in addition to the requirements of paragraph (1), either (i)
the Secretary has determined that the exportation of the device is
not contrary to public health and safety and has the approval of
the country to which it is intended for export or (ii) the device is
eligible for export under section 802.

(3) A new animal drug that requires approval under section 512
shall not be exported pursuant to paragraph (1) if such drug has
been banned in the United States.

(4)(A) Any person who exports a food, drug, animal drug, or de-
vice may request that the Secretary—

(i) certify in writing that the exported food, drug, animal
drug, or device meets the requirements of paragraph (1) or sec-
tion 802; or

(ii) certify in writing that the food, drug, animal drug, or de-
vice being exported meets the applicable requirements of this
Act upon a showing that the food, drug or device meets the ap-
plicable requirements of this Act.

The Secretary shall issue such a certification within 20 days of the
receipt of a request for such certification.

(B) If the Secretary issues a written export certification within
the 20 days prescribed by subparagraph (A), a fee for such certifi-
cation may be charged but shall not exceed $175 for each certifi-
cation. Fees collected for a fiscal year pursuant to this subpara-
graph shall be credited to the appropriation account for salaries
and expenses of the Food and Drug Administration and shall be
available in accordance with appropriations Acts until expended
without fiscal year limitation. Such fees shall be collected in each
fiscal year in an amount equal to the amount specified in appro-
priations Acts for such fiscal year and shall only be collected and
available for the costs of the Food and Drug Administration.
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(C) For purposes of this paragraph, a certification by the Sec-
retary shall be made on such basis, and in such form (including a
publicly available listing) as the Secretary determines appropriate.

(D) With regard to fees pursuant to subparagraph (B) in connec-
tion with written export certifications for food:

(i) Such fees shall be collected and available solely for the
costs of the Food and Drug Administration associated with
issuing such certifications.

(ii) Such fees may not be retained in an amount that exceeds
such costs for the respective fiscal year.

(E)G)T) If the Secretary denies a request for certification under
subparagraph (A)(ii) with respect to a device manufactured in an
establishment (foreign or domestic) registered under section 510,
the Secretary shall provide in writing to the person seeking such
certification the basis for such denial, and specifically identify the
finding upon which such denial is based.

(IT) If the denial of a request as described in subclause (I) is
based on grounds other than an injunction proceeding pursuant to
section 302, seizure action pursuant to section 304, or a recall des-
ignated Class I or Class II pursuant to part 7, title 21, Code of Fed-
eral Regulations, and is based on the facility being out of compli-
ance with part 820 of title 21, Code of Federal Regulations, the
Secretary shall provide a substantive summary of the specific
grounds for noncompliance identified by the Secretary.

(III) With respect to a device manufactured in an establishment
that has received a report under section 704(b), the Secretary shall
not deny a request for certification as described in subclause (I)
with respect to a device based solely on the issuance of that report
if the owner, operator, or agent in charge of such establishment has
agreed to a plan of correction in response to such report.

(ii)(I) The Secretary shall provide a process for a person who is
denied a certification as described in clause (i)(I) to request a re-
view that conforms to the standards of section 517A(b).

(IT) Notwithstanding any previous review conducted pursuant to
subclause (I), a person who has been denied a certification as de-
scribed in clause (i)(I) may at any time request a review in order
to present new information relating to actions taken by such per-
son to address the reasons identified by the Secretary for the de-
nial of certification, including evidence that corrective actions are
being or have been implemented to address grounds for noncompli-
ance identified by the Secretary.

(ITT) Not later than 1 year after the date of enactment of the FDA
Reauthorization Act of 2017, the Secretary shall issue guidance
providing for a process to carry out this subparagraph. Not later
than 1 year after the close of the comment period for such guid-
ance, the Secretary shall issue final guidance.

(ii1)(I) Subject to subclause (II), this paragraph applies to re-
quests for certification on behalf of any device establishment reg-
istered under section 510, whether the establishment is located in-
side or outside of the United States, and regardless of whether
such devices are to be exported from the United States.

(II) If an establishment described in subclause (I) is not located
within the United States and does not demonstrate that the de-
vices manufactured, prepared, propagated, compounded, or proc-
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essed at such establishment are to be exported from the United
States, this paragraph shall apply only if—

(aa) the establishment has been inspected by the Secretary
within 3 years of the date of the request; or

(bb) the establishment participates in an audit program in
which the United States participates or the United States rec-
ognizes, an audit under such program has been conducted, and
the findings of such audit are provided to the Secretary within
3 years of the date of the request.

(f)(1) If a drug (other than insulin, an antibiotic drug, an animal
drug, or a drug exported under section 802) being exported in ac-
cordance with subsection (e) is being exported to a country that has
different or additional labeling requirements or conditions for use
and such country requires the drug to be labeled in accordance
with those requirements or uses, such drug may be labeled in ac-
cordance with such requirements and conditions for use in the
country to which such drug is being exported if it also is labeled
in accordance with the requirements of this Act.

(2) If, pursuant to paragraph (1), the labeling of an exported drug
includes conditions for use that have not been approved under this
Act, the labeling must state that such conditions for use have not
been approved under this Act. A drug exported under section 802
is exempt from this section.

(g)(1) With respect to a prescription drug being imported or of-
fered for import into the United States, the Secretary, in the case
of an individual who is not in the business of such importations,
may not send a warning notice to the individual unless the fol-
lowing conditions are met:

(A) The notice specifies, as applicable to the importation of
the drug, that the Secretary has made a determination that—

(i) importation is in violation of section 801(a) because
the drug is or appears to be adulterated, misbranded, or
in violation of section 505;

(i1) importation is in violation of section 801(a) because
the drug is or appears to be forbidden or restricted in sale
in the country in which it was produced or from which it
was exported;

(iii) importation is or appears to be in violation of section
801(d)(1); or

(iv) importation otherwise is or appears to be in violation
of Federal law.

(B) The notice does not specify any provision described in
subparagraph (A) that is not applicable to the importation of
the drug.

(C) The notice states the reasons underlying such determina-
tion by the Secretary, including a brief application to the prin-
cipal facts involved of the provision of law described in sub-
paragraph (A) that is the basis of the determination by the
Secretary.

(2) For purposes of this section, the term “warning notice”, with
respect to the importation of a drug, means a communication from
the Secretary (written or otherwise) notifying a person, or clearly
suggesting to the person, that importing the drug for personal use
is, or appears to be, a violation of this Act.
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(h)(1) The Secretary shall give high priority to increasing the
number of inspections under this section for the purpose of ena-
bling the Secretary to inspect food offered for import at ports of
entry into the United States, with the greatest priority given to in-
spections to detect the intentional adulteration of food.

(2) The Secretary shall give high priority to making necessary
improvements to the information management systems of the Food
and Drug Administration that contain information related to foods
imported or offered for import into the United States for purposes
of improving the ability of the Secretary to allocate resources, de-
tect the intentional adulteration of food, and facilitate the importa-
tion of food that is in compliance with this Act.

(3) The Secretary shall improve linkages with other regulatory
agencies of the Federal Government that share responsibility for
food safety, and shall with respect to such safety improve linkages
with the States and Indian tribes (as defined in section 4(e) of the
Indian Self-Determination and Education Assistance Act (25 U.S.C.
450b(e))).

(i)(1) For use in inspections of food under this section, the Sec-
retary shall provide for research on the development of tests and
sampling methodologies—

(A) whose purpose is to test food in order to rapidly detect
the adulteration of the food, with the greatest priority given to
detect the intentional adulteration of food; and

(B) whose results offer significant improvements over the
available technology in terms of accuracy, timing, or costs.

(2) In providing for research under paragraph (1), the Secretary
shall give priority to conducting research on the development of
tests that are suitable for inspections of food at ports of entry into
the United States.

(3) In providing for research under paragraph (1), the Secretary
shall as appropriate coordinate with the Director of the Centers for
Disease Control and Prevention, the Director of the National Insti-
tutes of Health, the Administrator of the Environmental Protection
Agency, and the Secretary of Agriculture.

(4) The Secretary shall annually submit to the Committee on En-
ergy and Commerce of the House of Representatives, and the Com-
mittee on Health, Education, Labor, and Pensions of the Senate, a
report describing the progress made in research under paragraph
(1), including progress regarding paragraph (2).

(G)(1) If an officer or qualified employee of the Food and Drug Ad-
ministration has credible evidence or information indicating that
an article of food presents a threat of serious adverse health con-
sequences or death to humans or animals, and such officer or quali-
fied employee is unable to inspect, examine, or investigate such ar-
ticle upon the article being offered for import at a port of entry into
the United States, the officer or qualified employee shall request
the Secretary of Treasury to hold the food at the port of entry for
a reasonable period of time, not to exceed 24 hours, for the purpose
of enabling the Secretary to inspect, examine, or investigate the ar-
ticle as appropriate.

(2) The Secretary shall request the Secretary of Treasury to re-
move an article held pursuant to paragraph (1) to a secure facility,
as appropriate. During the period of time that such article is so
held, the article shall not be transferred by any person from the
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port of entry into the United States for the article, or from the se-
cure facility to which the article has been removed, as the case may
be. Subsection (b) does not authorize the delivery of the article pur-
suant to the execution of a bond while the article is so held.

(3) An officer or qualified employee of the Food and Drug Admin-
istration may make a request under paragraph (1) only if the Sec-
retary or an official designated by the Secretary approves the re-
quest. An official may not be so designated unless the official is the
director of the district under this Act in which the article involved
is located, or is an official senior to such director.

(4) With respect to an article of food for which a request under
paragraph (1) is made, the Secretary, promptly after the request is
made, shall notify the State in which the port of entry involved is
located that the request has been made, and as applicable, that
such article is being held under this subsection.

(k)(1) If an article of food is being imported or offered for import
into the United States, and the importer, owner, or consignee of the
article is a person who has been debarred under section 306(b)(3),
such article shall be held at the port of entry for the article, and
may not be delivered to such person. Subsection (b) does not au-
thorize the delivery of the article pursuant to the execution of a
bond while the article is so held. The article shall be removed to
a secure facility, as appropriate. During the period of time that
such article is so held, the article shall not be transferred by any
person from the port of entry into the United States for the article,
or from the secure facility to which the article has been removed,
as the case may be.

(2) An article of food held under paragraph (1) may be delivered
to a person who is not a debarred person under section 306(b)(3)
if such person affirmatively establishes, at the expense of the per-
son, that the article complies with the requirements of this Act, as
determined by the Secretary.

(1)(1) If an article of food is being imported or offered for import
into the United States, and such article is from a foreign facility
for which a registration has not been submitted to the Secretary
under section 415 (or for which a registration has been suspended
under such section), such article shall be held at the port of entry
for the article, and may not be delivered to the importer, owner,
or consignee of the article, until the foreign facility is so registered.
Subsection (b) does not authorize the delivery of the article pursu-
ant to the execution of a bond while the article is so held. The arti-
cle shall be removed to a secure facility, as appropriate. During the
period of time that such article is so held, the article shall not be
transferred by any person from the port of entry into the United
States for the article, or from the secure facility to which the article
has been removed, as the case may be.

(m)(1) In the case of an article of food that is being imported or
offered for import into the United States, the Secretary, after con-
sultation with the Secretary of the Treasury, shall by regulation re-
quire, for the purpose of enabling such article to be inspected at
ports of entry into the United States, the submission to the Sec-
retary of a notice providing the identity of each of the following:
The article; the manufacturer and shipper of the article; if known
within the specified period of time that notice is required to be pro-
vided, the grower of the article; the country from which the article
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originates; the country from which the article is shipped; any coun-
try to which the article has been refused entry; and the anticipated
port of entry for the article. An article of food imported or offered
for import without submission of such notice in accordance with the
requirements under this paragraph shall be refused admission into
the United States. Nothing in this section may be construed as a
limitation on the port of entry for an article of food.

(2)(A) Regulations under paragraph (1) shall require that a notice
under such paragraph be provided by a specified period of time in
advance of the time of the importation of the article of food in-
volved or the offering of the food for import, which period shall be
no less than the minimum amount of time necessary for the Sec-
retary to receive, review, and appropriately respond to such notifi-
cation, but may not exceed five days. In determining the specified
period of time required under this subparagraph, the Secretary
may consider, but is not limited to consideration of, the effect on
commerce of such period of time, the locations of the various ports
of entry into the United States, the various modes of transpor-
tation, the types of food imported into the United States, and any
other such consideration. Nothing in the preceding sentence may be
construed as a limitation on the obligation of the Secretary to re-
ceive, review, and appropriately respond to any notice under para-
graph (1).

(B)(@) If an article of food is being imported or offered for import
into the United States and a notice under paragraph (1) is not pro-
vided in advance in accordance with the requirements under para-
graph (1), such article shall be held at the port of entry for the arti-
cle, and may not be delivered to the importer, owner, or consignee
of the article, until such notice is submitted to the Secretary, and
the Secretary examines the notice and determines that the notice
is in accordance with the requirements under paragraph (1). Sub-
section (b) does not authorize the delivery of the article pursuant
to the execution of a bond while the article is so held. The article
shall be removed to a secure facility, as appropriate. During the pe-
riod of time that such article is so held, the article shall not be
transferred by any person from the port of entry into the United
States for the article, or from the secure facility to which the article
has been removed, as the case may be.

(i) In carrying out clause (i) with respect to an article of food,
the Secretary shall determine whether there is in the possession of
the Secretary any credible evidence or information indicating that
such article presents a threat of serious adverse health con-
sequences or death to humans or animals.

(3)(A) This subsection may not be construed as limiting the au-
thority of the Secretary to obtain information under any other pro-
vision of this Act.

(B) This subsection may not be construed as authorizing the Sec-
retary to impose any requirements with respect to a food to the ex-
tent that it is within the exclusive jurisdiction 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.).

(n)(1) If a food has been refused admission under subsection (a),
other than such a food that is required to be destroyed, the Sec-
retary may require the owner or consignee of the food to affix to
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the container of the food a label that clearly and conspicuously
bears the statement: “UNITED STATES: REFUSED ENTRY”.

(2) All expenses in connection with affixing a label under para-
graph (1) shall be paid by the owner or consignee of the food in-
volved, and in default of such payment, shall constitute a lien
against future importations made by such owner or consignee.

(3) A requirement under paragraph (1) remains in effect until the
Secretary determines that the food involved has been brought into
compliance with this Act.

(o) If an article that is a device is being imported or offered for
import into the United States, and the importer, owner, or con-
signee of such article does not, at the time of offering the article
for import, submit to the Secretary a statement that identifies the
registration under section 510(i) of each establishment that with
respect to such article is required under such section to register
with the Secretary, the article may be refused admission. If the ar-
ticle is refused admission for failure to submit such a statement,
the article shall be held at the port of entry for the article, and may
not be delivered to the importer, owner, or consignee of the article,
until such a statement is submitted to the Secretary. Subsection (b)
does not authorize the delivery of the article pursuant to the execu-
tion of a bond while the article is so held. The article shall be re-
moved to a secure facility, as appropriate. During the period of
time that such article is so held, the article shall not be transferred
by any person from the port of entry into the United States for the
article, or from the secure facility to which the article has been re-
moved, as the case may be.

(p)(1) Not later than 36 months after the date of enactment of
the Family Smoking Prevention and Tobacco Control Act, and an-
nually thereafter, the Secretary shall 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 regarding—

(A) the nature, extent, and destination of United States to-
bacco product exports that do not conform to tobacco product
standards established pursuant to this Act;

(B) the public health implications of such exports, including
any evidence of a negative public health impact; and

(C) recommendations or assessments of policy alternatives
available to Congress and the executive branch to reduce any
negative public health impact caused by such exports.

(2) The Secretary is authorized to establish appropriate informa-
tion disclosure requirements to carry out this subsection.

(q) CERTIFICATIONS CONCERNING IMPORTED FOODS.—

(1) IN GENERAL.—The Secretary may require, as a condition
of granting admission to an article of food imported or offered
for import into the United States, that an entity described in
paragraph (3) provide a certification, or such other assurances
as the Secretary determines appropriate, that the article of
food complies with applicable requirements of this Act. Such
certification or assurances may be provided in the form of ship-
ment-specific certificates, a listing of certified facilities that
manufacture, process, pack, or hold such food, or in such other
form as the Secretary may specify.
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(2) FACTORS TO BE CONSIDERED IN REQUIRING CERTIFI-
CATION.—The Secretary shall base the determination that an
article of food is required to have a certification described in
paragraph (1) on the risk of the food, including—

(A) known safety risks associated with the food;

(B) known food safety risks associated with the country,
territory, or region of origin of the food,

(C) a finding by the Secretary, supported by scientific,
risk-based evidence, that—

(i) the food safety programs, systems, and standards
in the country, territory, or region of origin of the food
are inadequate to ensure that the article of food is as
safe as a similar article of food that is manufactured,
processed, packed, or held in the United States in ac-
cordance with the requirements of this Act; and

(ii) the certification would assist the Secretary in de-
termining whether to refuse or admit the article of
food under subsection (a); and

(D) information submitted to the Secretary in accordance
with the process established in paragraph (7).

(3) CERTIFYING ENTITIES.—For purposes of paragraph (1), en-
tities that shall provide the certification or assurances de-
scribed in such paragraph are—

(A) an agency or a representative of the government of
the country from which the article of food at issue origi-
nated, as designated by the Secretary; or

(B) such other persons or entities accredited pursuant to
section 808 to provide such certification or assurance.

(4) RENEWAL AND REFUSAL OF CERTIFICATIONS.—The Sec-
retary may—

(A) require that any certification or other assurance pro-
vided by an entity specified in paragraph (2) be renewed
by such entity at such times as the Secretary determines
appropriate; and

(B) refuse to accept any certification or assurance if the
Secretary determines that such certification or assurance
is not valid or reliable.

(5) ELECTRONIC SUBMISSION.—The Secretary shall provide
for the electronic submission of certifications under this sub-
section.

(6) FALSE STATEMENTS.—Any statement or representation
made by an entity described in paragraph (2) to the Secretary
shall be subject to section 1001 of title 18, United States Code.

(7) ASSESSMENT OF FOOD SAFETY PROGRAMS, SYSTEMS, AND
STANDARDS.—If the Secretary determines that the food safety
programs, systems, and standards in a foreign region, country,
or territory are inadequate to ensure that an article of food is
as safe as a similar article of food that is manufactured, proc-
essed, packed, or held in the United States in accordance with
the requirements of this Act, the Secretary shall, to the extent
practicable, identify such inadequacies and establish a process
by which the foreign region, country, or territory may inform
the Secretary of improvements made to such food safety pro-
gram, system, or standard and demonstrate that those controls
are adequate to ensure that an article of food is as safe as a
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similar article of food that is manufactured, processed, packed,
or held in the United States in accordance with the require-
ments of this Act.

(r)(1) The Secretary may require, pursuant to the regulations
promulgated under paragraph (4)(A), as a condition of granting ad-
mission to a drug imported or offered for import into the United
States, that the importer electronically submit information dem-
onstrating that the drug complies with applicable requirements of
this Act.

(2) The information described under paragraph (1) may include—

(A) information demonstrating the regulatory status of the
drug, such as the new drug application, abbreviated new drug
application, or investigational new drug or drug master file
number;

(B) facility information, such as proof of registration and the
unique facility identifier;

(C) indication of compliance with current good manufac-
turing practice, testing results, certifications relating to satis-
factory inspections, and compliance with the country of export
regulations; and

(D) any other information deemed necessary and appropriate
by the Secretary to assess compliance of the article being of-
fered for import.

(3) Information requirements referred to in paragraph (2)(C)
may, at the discretion of the Secretary, be satisfied—

(A) through representation by a foreign government, if an in-
spection is conducted by a foreign government using standards
and practices as determined appropriate by the Secretary;

(B) through representation by a foreign government or an
agency of a foreign government recognized under section 809;
or

(C) other appropriate documentation or evidence as described
by the Secretary.

(4)(A) Not later than 18 months after the date of enactment of
the Food and Drug Administration Safety and Innovation Act, the
Secretary shall adopt final regulations implementing this sub-
section. Such requirements shall be appropriate for the type of im-
port, such as whether the drug is for import into the United States
for use in preclinical research or in a clinical investigation under
an investigational new drug exemption under 505@).

(B) In promulgating the regulations under subparagraph (A), the
Secretary—

(i) may, as appropriate, take into account differences among
importers and types of imports, and, based on the level of risk
posed by the imported drug, provide for expedited clearance for
those importers that volunteer to participate in partnership
programs for highly compliant companies and pass a review of
internal controls, including sourcing of foreign manufacturing
inputs, and plant inspections; and

(i1) shall—

(I) issue a notice of proposed rulemaking that includes
the proposed regulation;

(II) provide a period of not less than 60 days for com-
ments on the proposed regulation; and
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(III) publish the final regulation not less than 30 days
before the effective date of the regulation.

(C) Notwithstanding any other provision of law, the Secretary
shall promulgate regulations implementing this subsection only as
described in subparagraph (B).

(s) REGISTRATION OF COMMERCIAL IMPORTERS.—

(1) REGISTRATION.—The Secretary shall require a commercial
importer of drugs—

(A) to be registered with the Secretary in a form and
manner specified by the Secretary; and

(B) subject to paragraph (4), to submit, at the time of
registration, a unique identifier for the principal place of
business for which the importer is required to register
under this subsection.

(2) REGULATIONS.—

(A) IN GENERAL.—The Secretary, in consultation with
the Secretary of Homeland Security acting through U.S.
Customs and Border Protection, shall promulgate regula-
tions to establish good importer practices that specify the
measures an importer shall take to ensure imported drugs
are in compliance with the requirements of this Act and
the Public Health Service Act.

(B) PROCEDURE.—In promulgating a regulation under
subparagraph (A), the Secretary shall—

(i) issue a notice of proposed rulemaking that in-
cludes the proposed regulation;

(ii) provide a period of not less than 60 days for com-
ments on the proposed regulation; and

(iii) publish the final regulation not less than 30
days before the regulation’s effective date.

(C) RESTRICTIONS.—Notwithstanding any other provision
of Federal law, in implementing this subsection, the Sec-
retary shall only promulgate regulations as described in
subparagraph (B).

(D) EFFECTIVE DATE.—In establishing the effective date
of the regulations under subparagraph (A), the Secretary
shall, in consultation with the Secretary of Homeland Se-
curity acting through U.S. Customs and Border Protection,
as determined appropriate by the Secretary of Health and
Human Services, provide a reasonable period of time for
an importer of a drug to comply with good importer prac-
tices, taking into account differences among importers and
types of imports, including based on the level of risk posed
by the imported product.

(3) DISCONTINUANCE OF REGISTRATION.—The Secretary shall
discontinue the registration of any commercial importer of
drugs that fails to comply with the regulations promulgated
under this subsection.

(4) UNIQUE FACILITY IDENTIFIER.—The Secretary shall specify
the unique facility identifier system that shall be used by reg-
istrants under paragraph (1). The requirement to include a
unique facility identifier in a registration under paragraph (1)
shall not apply until the date that the identifier system is spec-
ified by the Secretary under the preceding sentence.
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(5) EXEMPTIONS.—The Secretary, by notice in the Federal
Register, may establish exemptions from the requirements of
this subsection.

(t) SINGLE SOURCE PATTERN OF IMPORTED ILLEGAL DRUGS.—If
the Secretary determines that a person subject to debarment as a
result of engaging in a pattern of importing or offering for import
controlled substances or drugs as described in section 306(b)(3)(D),
and such pattern is identified by the Secretary as being offered for
import from the same manufacturer, distributor, or importer, the
Secretary may by order determine all drugs being offered for im-
port from such person as adulterated or misbranded, unless such
person can provide evidence otherwise.

(u) InLiciT ARTICLES CONTAINING ACTIVE PHARMACEUTICAL IN-
GREDIENTS.—

(1) IN GENERAL.—For purposes of this section, an article that
is being imported or offered for import into the United States
may be treated by the Secretary as a drug if the article—

(A) is not—

(i) accompanied by an electronic import entry for
such article submitted using an authorized electronic
data interchange system; and

(ii) designated in such a system as an article regu-
lated by the Secretary (which may include regulation
as a drug, a device, a dietary supplement, or other
product that is regulated under this Act); and

(B) is an ingredient that presents significant public
health concern and is, or contains—

(i) an active ingredient in a drug—

(I) that is approved under section 505 or li-
censed under section 351 of the Public Health
Service Act; or

(II) for which—

(aa) an investigational use exemption has
been authorized under section 505(i) of this
Act or section 351(a) of the Public Health
Service Act; and

(bb) a substantial clinical investigation has
been instituted, and such investigation has
been made public; or

(ii) a substance that has a chemical structure that
is substantially similar to the chemical structure of an
active ingredient in a drug or biological product de-
scribed in subclause (I) or (II) of clause (i).

(2) EFFECT.—This subsection shall not be construed to bear
upon any determination of whether an article is a drug within
the meaning of section 201(g), other than for the purposes de-
scribed in paragraph (1).

* * * * * * *
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