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in the cost of covered products to con-
sumers in the United States, allowing con-
sumers to procure needed medication that
consumers might not otherwise be able to
procure without foregoing other neces-
sities of life); and

(iii)(I) compares in specific terms the
detriment identified under clause (i) with
the benefits identified under clause (ii);
and

(IT) determines that the benefits do not
outweigh the detriment.

(m) Authorization of appropriations

There are authorized to be appropriated such
sums as are necessary to carry out this section.

(June 25, 1938, ch. 675, §804, as added Pub. L.
108-173, title XI, §1121(a), Dec. 8, 2003, 117 Stat.
2464, amended Pub. L. 114-125, title VIII,
§802(d)(2), Feb. 24, 2016, 130 Stat. 210.)

Editorial Notes
PRIOR PROVISIONS

A prior section 384, act June 25, 1938, ch. 675, §804, as
added Pub. L. 106-387, §1(a) [title VII, §745(c)(2)], Oct.
28, 2000, 114 Stat. 1549, 1549A-36, related to importation
of covered products, prior to repeal by Pub. L. 108-173,
title XI, §1121(a), Dec. 8, 2003, 117 Stat. 2464.

Statutory Notes and Related Subsidiaries

CHANGE OF NAME

“Commissioner of U.S. Customs and Border Protec-
tion” substituted for ‘“‘Commissioner of Customs” in
subsec. (b) on authority of section 802(d)(2) of Pub. L.
114-125, set out as a note under section 211 of Title 6,
Domestic Security.

EFFECTIVE DATE

For certification by Secretary of Health and Human
Services pursuant to subsec. (I)(1) of this section, see 85
F.R. 62094, 62096 (Oct. 1, 2020); 166 Cong. Rec. S6652 (daily
ed. Nov. 10, 2020) (citing Executive Communication
EC-5822); 166 Cong. Rec. H5866 (daily ed. Nov. 17, 2020)
(citing Executive Communication EC-5624).

TRANSFER OF FUNCTIONS

For transfer of functions, personnel, assets, and li-
abilities of the United States Customs Service of the
Department of the Treasury, including functions of the
Secretary of the Treasury relating thereto, to the Sec-
retary of Homeland Security, and for treatment of re-
lated references, see sections 203(1), 551(d), 552(d), and
557 of Title 6, Domestic Security, and the Department
of Homeland Security Reorganization Plan of Novem-
ber 25, 2002, as modified, set out as a note under section
542 of Title 6. For establishment of U.S. Customs and
Border Protection in the Department of Homeland Se-
curity, treated as if included in Pub. L. 107-296 as of
Nov. 25, 2002, see section 211 of Title 6, as amended gen-
erally by Pub. L. 114-125, and section 802(b) of Pub. L.
114-125, set out as a note under section 211 of Title 6.

STUDY AND REPORT ON IMPORTATION OF DRUGS

Pub. L. 108-173, title XI, §1122, Dec. 8, 2003, 117 Stat.
2469, directed the Secretary of Health and Human Serv-
ices to conduct a study on the importation of drugs
into the United States pursuant to this section and to
submit to Congress, not later than 12 months after Dec.
8, 2003, a report providing the findings of such study.

Executive Documents

EX. ORD. NO. 13938. INCREASING DRUG IMPORTATION TO
LOWER PRICES FOR AMERICAN PATIENTS

Ex. Ord. No. 13938, July 24, 2020, 85 F.R. 45757, pro-
vided:
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By the authority vested in me as President by the
Constitution and the laws of the United States of
America, it is hereby ordered as follows:

SECTION 1. Purpose. Americans spend more per capita
on pharmaceutical drugs than residents of any other
developed country. Americans often pay more for the
exact same drugs, even when they are produced and
shipped from the exact same facilities.

One way to minimize international disparities in
price is to increase the trade of prescription drugs be-
tween nations with lower prices and those with persist-
ently higher ones. Over time, reducing trade barriers
and increasing the exchange of drugs will likely result
in lower prices for the country that is paying more for
drugs. For example, in the European Union, a market
characterized by price controls and significant barriers
to entry, the parallel trade of drugs has existed for dec-
ades and has been estimated to reduce the price of cer-
tain drugs by up to 20 percent. Accordingly, my Admin-
istration supports the goal of safe importation of pre-
scription drugs.

SEC. 2. Permitting the Importation of Safe Prescription
Drugs from Other Countries. The Secretary of Health and
Human Services shall, as appropriate and consistent
with applicable law, take action to expand safe access
to lower-cost imported prescription drugs by:

(a) facilitating grants to individuals of waivers of the
prohibition of importation of prescription drugs, pro-
vided such importation poses no additional risk to pub-
lic safety and results in lower costs to American pa-
tients, pursuant to section 804(j)(2) of the Federal Food,
Drug, and Cosmetic Act (FDCA), 21 U.S.C. 384(j)(2);

(b) authorizing the re-importation of insulin products
upon a finding by the Secretary that it is required for
emergency medical care pursuant to section 801(d) of
the FDCA, 21 U.S.C. 381(d); and

(c) completing the rulemaking process regarding the
proposed rule to implement section 804(b) through (h)
of the FDCA, 21 U.S.C. 384(b) through (h), to allow im-
portation of certain prescription drugs from Canada.

SEC. 3. General Provisions. (a) Nothing in this order
shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive de-
partment or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Man-
agement and Budget relating to budgetary, administra-
tive, or legislative proposals.

(b) This order shall be implemented consistent with
applicable law and subject to the availability of appro-
priations.

(c) This order is not intended to, and does not, create
any right or benefit, substantive or procedural, enforce-
able at law or in equity by any party against the
United States, its departments, agencies, or entities,
its officers, employees, or agents, or any other person.

DONALD J. TRUMP.

§ 384a. Foreign supplier verification program

(a) In general
(1) Verification requirement

Except as provided under subsections (e) and
(f), each importer shall perform risk-based for-
eign supplier verification activities for the
purpose of verifying that the food imported by
the importer or agent of an importer is—

(A) produced in compliance with the re-
quirements of section 350g of this title or
section 350h of this title, as appropriate; and

(B) is not adulterated under section 342 of
this title or misbranded under section 343(w)
of this title.

(2) Importer defined

For purposes of this section, the term ‘‘im-
porter’” means, with respect to an article of
food—
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(A) the United States owner or consignee
of the article of food at the time of entry of
such article into the United States; or

(B) in the case when there is no United
States owner or consignee as described in
subparagraph (A), the United States agent or
representative of a foreign owner or con-
signee of the article of food at the time of
entry of such article into the United States.

(b) Guidance

Not later than 1 year after January 4, 2011, the
Secretary shall issue guidance to assist import-
ers in developing foreign supplier verification
programs.

(¢) Regulations
(1) In general

Not later than 1 year after January 4, 2011,
the Secretary shall promulgate regulations to
provide for the content of the foreign supplier
verification program established under sub-
section (a).

(2) Requirements

The regulations promulgated under para-
graph (1)—

(A) shall require that the foreign supplier
verification program of each importer be
adequate to provide assurances that each
foreign supplier to the importer produces
the imported food in compliance with—

(i) processes and procedures, including
reasonably appropriate risk-based preven-
tive controls, that provide the same level
of public health protection as those re-
quired under section 350g of this title or
section 350h of this title (taking into con-
sideration variances granted under section
350h of this title), as appropriate; and

(ii) section 342 of this title and section
343(w) of this title.?

(B) shall include such other requirements
as the Secretary deems necessary and appro-
priate to verify that food imported into the
United States is as safe as food produced and
sold within the United States.

(3) Considerations

In promulgating regulations under this sub-
section, the Secretary shall, as appropriate,
take into account differences among importers
and types of imported foods, including based
on the level of risk posed by the imported
food.

(4) Activities

Verification activities under a foreign sup-
plier verification program under this section
may include monitoring records for ship-
ments, lot-by-lot certification of compliance,
annual on-site inspections, checking the haz-
ard analysis and risk-based preventive control
plan of the foreign supplier, and periodically
testing and sampling shipments.

(d) Record maintenance and access

Records of an importer related to a foreign
supplier verification program shall be main-
tained for a period of not less than 2 years and

180 in original.
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shall be made available promptly to a duly au-

thorized representative of the Secretary upon

request.

(e) Exemption of seafood, juice, and low-acid
canned food facilities in compliance with
HACCP

This section shall not apply to a facility if the
owner, operator, or agent in charge of such facil-
ity is required to comply with, and is in compli-
ance with, 1 of the following standards and regu-
lations with respect to such facility:

(1) The Seafood Hazard Analysis Critical
Control Points Program of the Food and Drug
Administration.

(2) The Juice Hazard Analysis Critical Con-
trol Points Program of the Food and Drug Ad-
ministration.

(3) The Thermally Processed Low-Acid
Foods Packaged in Hermetically Sealed Con-
tainers standards of the Food and Drug Ad-
ministration (or any successor standards).

The exemption under paragraph (3) shall apply
only with respect to microbiological hazards
that are regulated under the standards for Ther-
mally Processed Low-Acid Foods Packaged in
Hermetically Sealed Containers under part 113
of chapter? 21, Code of Federal Regulations (or
any successor regulations).

(f) Additional exemptions

The Secretary, by notice published in the Fed-
eral Register, shall establish an exemption from
the requirements of this section for articles of
food imported in small quantities for research
and evaluation purposes or for personal con-
sumption, provided that such foods are not in-
tended for retail sale and are not sold or distrib-
uted to the public.

(g) Publication of list of participants

The Secretary shall publish and maintain on
the Internet Web site of the Food and Drug Ad-
ministration a current list that includes the
name of, location of, and other information
deemed necessary by the Secretary about, im-
porters participating under this section.

(June 25, 1938, ch. 675, §805, as added Pub. L.
111-353, title III, §301(a), Jan. 4, 2011, 124 Stat.
3953.)

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Section effective 2 years after Jan. 4, 2011, see section
301(d) of Pub. L. 111-353, set out as an Effective Date of
2011 Amendment note under section 331 of this title.

CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

§ 384b. Voluntary qualified importer program
(a) In general

Beginning not later than 18 months after Jan-
uary 4, 2011, the Secretary shall—

280 in original. Probably should be ‘‘title”.
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