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21 USC 355 note. SEC. 1118. EFFECTIVE DATE.

This subtitle shall—

(1) take effect 30 days after the date of the enactment
of this Act; and

(2) shall apply to agreements described in section 1112
that are entered into 30 days after the date of the enactment
of this Act.

Subtitle C—Importation of Prescription
Drugs

SEC. 1121. IMPORTATION OF PRESCRIPTION DRUGS.

(a) IN GENERAL.—Chapter VIII of the Federal Food, Drug,
21 USC 535. and Cosmetic Act (21 U.S.C. 381 et seq.) is amended by striking
section 804 and inserting the following:

“SEC. 804. IMPORTATION OF PRESCRIPTION DRUGS.

“(a) DEFINITIONS.—In this section:

“(1) IMPORTER.—The term ‘importer’ means a pharmacist
or wholesaler.

“(2) PHARMACIST.—The term ‘pharmacist’ means a person
licensed by a State to practice pharmacy, including the dis-
pensing and selling of prescription drugs.

“(3) PRESCRIPTION DRUG.—The term ‘prescription drug’
means a drug subject to section 503(b), other than—

“(A) a controlled substance (as defined in section 102
of the Controlled Substances Act (21 U.S.C. 802));

“(B) a biological product (as defined in section 351
of the Public Health Service Act (42 U.S.C. 262));

“(C) an infused drug (including a peritoneal dialysis
solution);

“(D) an intravenously injected drug;

“(E) a drug that is inhaled during surgery; or

“(F) a drug which is a parenteral drug, the importation
of which pursuant to subsection (b) is determined by the
Secretary to pose a threat to the public health, in which
case section 801(d)(1) shall continue to apply.

“(4) QUALIFYING LABORATORY.—The term ‘qualifying labora-
tory’ means a laboratory in the United States that has been
approved by the Secretary for the purposes of this section.

“(5) WHOLESALER.—

“(A) IN GENERAL.—The term ‘wholesaler’ means a per-
son licensed as a wholesaler or distributor of prescription
drugs in the United States under section 503(e)(2)(A).

“B) EXCLUSION.—The term ‘wholesaler’ does not
include a person authorized to import drugs under section
801(d)(1).

“(b) REGULATIONS.—The Secretary, after consultation with the
United States Trade Representative and the Commissioner of Cus-
toms, shall promulgate regulations permitting pharmacists and
wholesalers to import prescription drugs from Canada into the
United States.

“(c) LIMITATION.—The regulations under subsection (b) shall—

“(1) require that safeguards be in place to ensure that
each prescription drug imported under the regulations complies
with section 505 (including with respect to being safe and
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effective for the intended use of the prescription drug), with
sections 501 and 502, and with other applicable requirements
of this Act;

“(2) require that an importer of a prescription drug under
the regulations comply with subsections (d)(1) and (e); and

“(8) contain any additional provisions determined by the
Secretary to be appropriate as a safeguard to protect the public
gealth or as a means to facilitate the importation of prescription

rugs.
“(d) INFORMATION AND RECORDS.—

“(1) IN GENERAL.—The regulations under subsection (b)
shall require an importer of a prescription drug under sub-
section (b) to submit to the Secretary the following information
and documentation:

“(A) The name and quantity of the active ingredient
of the prescription drug.
“(B) A description of the dosage form of the prescription

drug.

“(C) The date on which the prescription drug is
shipped.

“(D) The quantity of the prescription drug that is
shipped.

“(E) The point of origin and destination of the prescrip-
tion drug.

4 “(F) The price paid by the importer for the prescription

rug.

“(G) Documentation from the foreign seller specifying—

d“(i) the original source of the prescription drug;
an

“(ii) the quantity of each lot of the prescription
drug originally received by the seller from that source.
“(H) The lot or control number assigned to the prescrip-

tion drug by the manufacturer of the prescription drug.

“(I) The name, address, telephone number, and profes-
sional license number (if any) of the importer.

“(J)3) In the case of a prescription drug that is shipped
directly from the first foreign recipient of the prescription
drug from the manufacturer:

“I) Documentation demonstrating that the
prescription drug was received by the recipient from
the manufacturer and subsequently shipped by the
first foreign recipient to the importer.

“(II) Documentation of the quantity of each lot
of the prescription drug received by the first foreign
recipient demonstrating that the quantity being
imported into the United States is not more than the
quantity that was received by the first foreign
recipient.

“(Il)(aa) In the case of an initial imported ship-
ment, documentation demonstrating that each batch
of the prescription drug in the shipment was statis-
tically sampled and tested for authenticity and deg-
radation.

“(bb) In the case of any subsequent shipment, docu-
mentation demonstrating that a statistically valid
sample of the shipment was tested for authenticity
and degradation.
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“(ii1) In the case of a prescription drug that is not
shipped directly from the first foreign recipient of the
prescription drug from the manufacturer, documentation
demonstrating that each batch in each shipment offered
for importation into the United States was statistically
sampled and tested for authenticity and degradation.

“K) Certification from the importer or manufacturer
of the prescription drug that the prescription drug—

“(i) is approved for marketing in the United States
and is not adulterated or misbranded; and

A “(ii) meets all labeling requirements under this

ct.

“(L) Laboratory records, including complete data
derived from all tests necessary to ensure that the prescrip-
tion drug is in compliance with established specifications
and standards.

“(M) Documentation demonstrating that the testing
required by subparagraphs (J) and (L) was conducted at
a qualifying laboratory.

“(N) Any other information that the Secretary deter-
mines is necessary to ensure the protection of the public
health.

“(2) MAINTENANCE BY THE SECRETARY.—The Secretary shall

maintain information and documentation submitted under
paragraph (1) for such period of time as the Secretary deter-
mines to be necessary.

“(e) TESTING.—The regulations under subsection (b) shall

require—

Confidentiality.

“(1) that testing described in subparagraphs (J) and (L)

of subsection (d)(1) be conducted by the importer or by the
manufacturer of the prescription drug at a qualified laboratory;

“(2) if the tests are conducted by the importer—
“(A) that information needed to—
1 “(1) authenticate the prescription drug being tested;
an
“(ii) confirm that the labeling of the prescription
irug complies with labeling requirements under this
ct;
be supplied by the manufacturer of the prescription drug
to the pharmacist or wholesaler; and
“(B) that the information supplied under subparagraph
(A) be kept in strict confidence and used only for purposes
of testing or otherwise complying with this Act; and
“(3) may include such additional provisions as the Secretary

determines to be appropriate to provide for the protection of
trade secrets and commercial or financial information that is
privileged or confidential.

“(f) REGISTRATION OF FOREIGN SELLERS.—Any establishment

within Canada engaged in the distribution of a prescription drug
that is imported or offered for importation into the United States
shall register with the Secretary the name and place of business
of the establishment and the name of the United States agent
for the establishment.

“(g) SUSPENSION OF IMPORTATION.—The Secretary shall require

that importations of a specific prescription drug or importations
by a specific importer under subsection (b) be immediately sus-
pended on discovery of a pattern of importation of that specific
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prescription drug or by that specific importer of drugs that are
counterfeit or in violation of any requirement under this section,
until an investigation is completed and the Secretary determines
that the public is adequately protected from counterfeit and viola-
tive prescription drugs being imported under subsection (b).

“(h) APPROVED LABELING.—The manufacturer of a prescription
drug shall provide an importer written authorization for the
importer to use, at no cost, the approved labeling for the prescription
drug.

“(i) CHARITABLE CONTRIBUTIONS.—Notwithstanding any other
provision of this section, section 801(d)(1) continues to apply to
a prescription drug that is donated or otherwise supplied at no
charge by the manufacturer of the drug to a charitable or humani-
tarian organization (including the United Nations and affiliates)
or to a government of a foreign country.

“j) WAIVER AUTHORITY FOR IMPORTATION BY INDIVIDUALS.—

“(1) DECLARATIONS.—Congress declares that in the enforce-
ment against individuals of the prohibition of importation of
prescription drugs and devices, the Secretary should—

“(A) focus enforcement on cases in which the importa-
tion by an individual poses a significant threat to public
health; and

“(B) exercise discretion to permit individuals to make
such importations in circumstances in which—

“(i) the importation is clearly for personal use;
and

“(i1) the prescription drug or device imported does
not appear to present an unreasonable risk to the
individual.

“(2) WAIVER AUTHORITY.—

“(A) IN GENERAL.—The Secretary may grant to individ-
uals, by regulation or on a case-by-case basis, a waiver
of the prohibition of importation of a prescription drug
or device or class of prescription drugs or devices, under
such conditions as the Secretary determines to be appro-
priate.

“(B) GUIDANCE ON CASE-BY-CASE WAIVERS.—The Sec-
retary shall publish, and update as necessary, guidance
that accurately describes circumstances in which the Sec-
retary will consistently grant waivers on a case-by-case
basis under subparagraph (A), so that individuals may
know with the greatest practicable degree of certainty
whether a particular importation for personal use will be
permitted.

“(3) DRUGS IMPORTED FROM CANADA.—In particular, the Regulations.
Secretary shall by regulation grant individuals a waiver to
permit individuals to import into the United States a prescrip-
tion drug that—

“(A) is imported from a licensed pharmacy for personal
use by an individual, not for resale, in quantities that
do not exceed a 90-day supply;

“(B) is accompanied by a copy of a valid prescription;

“(C) is imported from Canada, from a seller registered
with the Secretary;

“(D) is a prescription drug approved by the Secretary
under chapter V;
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“(E) is in the form of a final finished dosage that
was manufactured in an establishment registered under
section 510; and

“(F) is imported under such other conditions as the
Secretary determines to be necessary to ensure public
safety.

CONSTRUCTION.—Nothing in this section limits the

authority of the Secretary relating to the importation of prescription
drugs, other than with respect to section 801(d)(1) as provided
in this section.

“(1) EFFECTIVENESS OF SECTION.—

“(1) COMMENCEMENT OF PROGRAM.—This section shall

become effective only if the Secretary certifies to the Congress
that the implementation of this section will—

(A) pose no additional risk to the public’s health and
safety; and

(B) result in a significant reduction in the cost of
covered products to the American consumer.

“(2) TERMINATION OF PROGRAM.—

“(A) IN GENERAL.—If, after the date that is 1 year
after the effective date of the regulations under subsection
(b) and before the date that is 18 months after the effective
date, the Secretary submits to Congress a certification that,
in the opinion of the Secretary, based on substantial evi-
dence obtained after the effective date, the benefits of
implementation of this section do not outweigh any det-
riment of implementation of this section, this section shall
cease to be effective as of the date that is 30 days after
the date on which the Secretary submits the certification.

“(B) PROCEDURE.—The Secretary shall not submit a
certification under subparagraph (A) unless, after a hearing
on the record under sections 556 and 557 of title 5, United
States Code, the Secretary—

“(1)(I) determines that it is more likely than not
that implementation of this section would result in
an increase in the risk to the public health and safety;

“(IT) identifies specifically, in qualitative and quan-
titative terms, the nature of the increased risk;

“(IITI) identifies specifically the causes of the
increased risk; and

“(IV)(aa) considers whether any measures can be
taken to avoid, reduce, or mitigate the increased risk;
and

“(bb) if the Secretary determines that any meas-
ures described in item (aa) would require additional
statutory authority, submits to Congress a report
describing the legislation that would be required;

“(i1) identifies specifically, in qualitative and quan-
titative terms, the benefits that would result from
implementation of this section (including the benefit
of reductions in the cost of covered products to con-
sumers in the United States, allowing consumers to
procure needed medication that consumers might not
otherwise be able to procure without foregoing other
necessities of life); and
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“(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 author-
ized to be appropriated such sums as are necessary to carry out
this section.”.

(b) CONFORMING AMENDMENTS.—The Federal Food, Drug, and
Cosmetic Act is amended—

(1) in section 301(aa) (21 U.S.C. 331(aa)), by striking “cov-
ered product in violation of section 804” and inserting “prescrip-
tion drug in violation of section 804”; and

(2) in section 303(a)(6) (21 U.S.C. 333(a)(6), by striking
“covered product pursuant to section 804(a)” and inserting
“prescription drug under section 804(b)”.

SEC. 1122. STUDY AND REPORT ON IMPORTATION OF DRUGS. 21 USC 384 note.

The Secretary, in consultation with appropriate government
agencies, shall conduct a study on the importation of drugs into
the United States pursuant to section 804 of the Federal Food,
Drug, and Cosmetic Act (as added by section 1121 of this Act).
Not later than 12 months after the date of the enactment of this
Act, the Secretary shall submit to the appropriate committees of
the Congress a report providing the findings of such study.

SEC. 1123. STUDY AND REPORT ON TRADE IN PHARMACEUTICALS. 21 USC 381 note.

The President’s designees shall conduct a study and report
on issues related to trade and pharmaceuticals.

TITLE XII—TAX INCENTIVES FOR
HEALTH AND RETIREMENT SECURITY

SEC. 1201. HEALTH SAVINGS ACCOUNTS.

(a) IN GENERAL.—Part VII of subchapter B of chapter 1 of
the Internal Revenue Code of 1986 (relating to additional itemized
deductions for individuals) is amended by redesignating section
223 as section 224 and by inserting after section 222 the following 26 USC 223, 224.
new section:

“SEC. 223. HEALTH SAVINGS ACCOUNTS. 26 USC 223.

“(a) DEDUCTION ALLOWED.—In the case of an individual who
is an eligible individual for any month during the taxable year,
there shall be allowed as a deduction for the taxable year an
amount equal to the aggregate amount paid in cash during such
taxable year by or on behalf of such individual to a health savings
account of such individual.

“(b) LIMITATIONS.—

“(1) IN GENERAL.—The amount allowable as a deduction
under subsection (a) to an individual for the taxable year shall
not exceed the sum of the monthly limitations for months
during such taxable year that the individual is an eligible
individual.

“(2) MONTHLY LIMITATION.—The monthly limitation for any
month is V12 of—



