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‘‘SEC. 908. NOTICES TO STATES REGARDING IM-

PORTED FOOD.
‘‘(a) IN GENERAL.—If the Secretary has

credible evidence or information indicating
that a shipment of imported food or portion
thereof presents a threat of serious adverse
health consequences or death to humans or
animals, the Secretary shall provide notice
regarding such threat to the States in which
the food is held or will be held, and to the
States in which the manufacturer, packer, or
distributor of the food is located, to the ex-
tent that the Secretary has knowledge of
which States are so involved. In providing
the notice to a State, the Secretary shall re-
quest the State to take such action as the
State considers appropriate, if any, to pro-
tect the public health regarding the food in-
volved.

‘‘(b) RULE OF CONSTRUCTION.—Subsection
(a) may not be construed as limiting the au-
thority of the Secretary with respect to
adulterated food under any other provision
of this Act.’’.
SEC. 310. GRANTS TO STATES FOR INSPECTIONS;

RESPONSE TO NOTICE REGARDING
ADULTERATED IMPORTED FOOD.

Chapter IX of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 391 et seq.), as
amended by section 309 of this Act, is amend-
ed by adding at the end the following new
section:
‘‘SEC. 909. GRANTS TO STATES REGARDING FOOD

INSPECTIONS.
‘‘(a) IN GENERAL.—The Secretary may

make grants to States and Territories for
the purpose of conducting with respect to
food examinations, inspections, investiga-
tions, and related activities under section 702
through individuals who, under subsection
(a) of such section, are duly commissioned by
the Secretary as officers of the Department.

‘‘(b) NOTICES REGARDING ADULTERATED IM-
PORTED FOOD.—The Secretary may make
grants to the States for the purpose of assist-
ing the States with the costs of taking ap-
propriate action to protect the public health
in response to notices under section 908, in-
cluding planning and otherwise preparing to
take such action.

‘‘(c) AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out this section,
there are authorized to be appropriated such
sums as may be necessary for each of the fis-
cal years 2002 through 2006.’’.

Subtitle B—Protection of Drug Supply
SEC. 311. ANNUAL REGISTRATION OF FOREIGN

MANUFACTURERS; SHIPPING INFOR-
MATION; DRUG AND DEVICE LIST-
ING.

(a) ANNUAL REGISTRATION; LISTING.—
(1) IN GENERAL.—Section 510 of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C. 360)
is amended—

(A) in subsection (i)(1)—
(i) by striking ‘‘Any establishment’’ and

inserting ‘‘On or before December 31 of each
year, any establishment’’;

(ii) by striking ‘‘establishment and the
name’’ and inserting ‘‘establishment, the
name’’; and

(iii) by inserting before the period the fol-
lowing: ‘‘, the name of each importer of such
drug or device in the United States that is
known to the establishment, and the name of
each carrier used by the establishment in
transporting such drug or device to the
United States for purposes of importation’’;
and

(B) in subsection (j)(1), in the first sen-
tence, by striking ‘‘or (d)’’ and inserting
‘‘(d), or (i)’’.

(2) MISBRANDING.—Section 502(o) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 352(o)) is amended by striking ‘‘in any
State’’.

(b) IMPORTATION; STATEMENT REGARDING
REGISTRATION OF MANUFACTURER.—

(1) IN GENERAL.—Section 801 of the Federal
Food, Drug, and Cosmetic Act, as amended
by section 307(a) of this Act, is amended by
adding at the end the following subsection:

‘‘(m) A drug or device that is imported or
offered for import into the United States
may be refused admission if the importer of
the drug or device does not, at the time of of-
fering the drug or device for import, submit
to the Secretary a statement that identifies
the registration under section 510(i) of each
establishment that with respect to such drug
or device is required under such section to
register with the Secretary.’’.

(2) PROHIBITED ACT.—Section 301 of the
Federal Food, Drug, and Cosmetic Act, as
amended by section 306(b) of this Act, is
amended by adding at the end the following:

‘‘(ff) The importing or offering for import
into the United States of a drug or device
with respect to which there is a failure to
comply with an order of the Secretary to
submit to the Secretary a statement under
section 801(m).’’.

(c) EFFECTIVE DATE.—The amendments
made by this section take effect upon the ex-
piration of the 180-day period beginning on
the date of the enactment of this Act.
SEC. 312. REQUIREMENT OF ADDITIONAL INFOR-

MATION REGARDING IMPORT COM-
PONENTS INTENDED FOR USE IN EX-
PORT PRODUCTS.

(a) IN GENERAL.—Section 801(d)(3) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 381(d)(3)) is amended to read as fol-
lows:

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

‘‘(i) The importer of such article of a drug
or device or importer of such article of a food
additive, color additive, or dietary supple-
ment submits to the Secretary, at the time
of initial importation, a statement in ac-
cordance with the following:

‘‘(I) Such statement provides that such ar-
ticle is intended to be further processed by
the initial owner or consignee, or incor-
porated by the initial owner or consignee,
into a drug, biological product, device, food,
food additive, color additive, or dietary sup-
plement 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.

‘‘(II) The statement identifies the manu-
facturer of such article and each processor,
packer, distributor, carrier, or other entity
that had possession of the article in the
chain of possession of the article from the
manufacturer to such importer of the arti-
cle.

‘‘(ii) If such article is known to be, or to
contain or bear, any chemical substance or
biological substance, the statement under
clause (i) is accompanied by such certificates
of analysis as are necessary to identify each
such substance.

‘‘(iii) 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 de-
fault as may be required pursuant to regula-
tions of the Secretary of the Treasury.

‘‘(iv) Such article is used and exported by
the initial owner or consignee in accordance
with the intent described under clause (i)(I),

except for any portions of the article that
are destroyed.

‘‘(v) The initial owner or consignee main-
tains 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 requested by the Secretary.

‘‘(vi) Upon request of the Secretary, the
initial owner or consignee submits a report
that provides an accounting of the expor-
tation or destruction of such article or por-
tions thereof, and the manner in which such
owner or consignee complied with the re-
quirements of this subparagraph.

‘‘(B) Subparagraph (A) does not apply to
the import or offering for import into the
United States of an article if the Secretary
determines that there is credible evidence or
information indicating that such article pre-
sents a threat of serious adverse health con-
sequences or death to humans or animals.

‘‘(C) This section may not be construed as
affecting the responsibility of the Secretary
to ensure that articles imported into the
United States under authority of subpara-
graph (A) meet each of the conditions estab-
lished in such subparagraph for importa-
tion.’’.

(b) PROHIBITED ACT.—Section 301(w) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 331(w)) is amended to read as follows:

‘‘(w) The making of a knowingly false
statement in any statement, certificate of
analysis, record, or report required or re-
quested under section 801(d)(3); the failure to
submit a certificate of analysis as required
under such section; the failure to maintain
records or to submit records or reports as re-
quired by such section; the release into
interstate commerce of any article or por-
tion thereof imported into the United States
under such section or any finished product
made from such article or portion, except for
export in accordance with section 801(e) or
802, or with section 351(h) of the Public
Health Service Act; or the failure to so ex-
port or to destroy such an article or portions
thereof, or such a finished product.’’.

(c) EFFECTIVE DATE.—The amendments
made by this section take effect upon the ex-
piration of the 90-day period beginning on
the date of the enactment of this Act.

TITLE IV–DRINKING WATER SECURITY
AND SAFETY

SEC. 401. AMENDMENT OF THE SAFE DRINKING
WATER ACT.

The Safe Drinking Water Act (title XIV of
the Public Health Service Act) is amended as
follows:

(1) By inserting the following new sections
after section 1432:
‘‘SEC. 1433. TERRORIST AND OTHER INTEN-

TIONAL ACTS.
‘‘(a) VULNERABILITY ASSESSMENTS.—(1)

Each community water system serving a
population of greater than 3,300 persons shall
conduct an assessment of the vulnerability
of its system to a terrorist attack or other
intentional acts intended to substantially
disrupt the ability of the system to provide
a safe and reliable supply of drinking water.
The vulnerability assessment shall include,
but not be limited to, a review of pipes and
constructed conveyances, physical barriers,
water collection, pretreatment, treatment,
storage and distribution facilities, elec-
tronic, computer or other automated sys-
tems which are utilized by the public water
system, the use, storage, or handling of var-
ious chemicals, and the operation and main-
tenance of such system. The Administrator,
not later than March 1, 2002, after consulta-
tion with appropriate departments and agen-
cies of the Federal Government and with
State and local governments, shall provide
baseline information to community water
systems required to conduct vulnerability
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